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CLINICAL STUDY AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

concluded according to Section 1746(2) of Act No. 89/2012
Sh. Civil Code and Section 12(2) of Decree No. 226/2008
Sb. on Good Clinical Practice and Detailed Conditions of
Clinical Trials on Medicinal Products, as amended.

uzaviena podle § 1746 odst. 2 zakona ¢. 89/2012 Sb.
obcanského zakoniku a § 12 odst. 2 vyhlasky €. 226/2008
Sb., o spravné Kklinické praxi a blizSich podminkach
klinického hodnoceni IéCivych pFipravkl, ve znéni
pozdéjSich predpisU.

Contracting Parties

AbbVie s.r.o., Metronom Business Center, Bucharova
2817/13, Stodullky, 158 00 Praha 5, Czech Republic, ID:
24148725, VAT ID: CZ24148725, represented by Branislav
Trutz, MD, General Manager and Executive ("AbbVie")

and

Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno,
Czech Republic, ID: 652 69 705 VAT ID: CZ65269705,
represented by Director Roman Kraus, MD, MBA, Director
(the “Institution”)

and

. 0 ]
care of INEEEEEG—G—— T I

Internal Haematology and Oncology Clinic of Fakultni
nemocnice Brno (,Principal Investigator”)

AbbVie desires to retain Institution and Principal
Investigator to conduct a clinical study (the “Study”) in
relation to compound Venetoclax (ABT-199, the “Study
Product”). Under this purpose, parties hereby enter into
this Clinical Study Agreement (this “Agreement”). The
Agreeement is fully executed, and effective as of the day
of this Agreement’s publication in accordance with
applicable Czech law, as stated below in Section 8 (the
“Effective Date”)

Smluvni strany

AbbVie, s. r. 0., Metronom Business Center, Bucharova
2817/13, Stodiilky, 158 00 Praha 5, Ceska republika, IC:
24148725, DIC: CZ24148725, zastoupena jednatelem
MUDr. Branislavem Trutzem (,AbbVie”)

a

Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno,
Ceska republika, IC: 652 69 705, DIC: CZ65269705,
zastoupenou feditelem MUDr. Romanem Krausem, MBA,
feditelem (,Zdravotnické zarizeni”)

a

N, bytem

I N nterni
hematologickd a onkologicka klinika Fakultni nemocnice
Brno (,Hlavni zkousejici”)

AbbVie si pfeje zapojit Zdravotnické zafizeni a Hlavniho
zkouSejiciho do provadéni klinického hodnoceni (,Studie”)
tykajiciho  se  pfipravku  Venetoclax = (ABT-199,
,Hodnoceny léCivy pripravek”). Za timto u€elem uzaviraji
smluvni strany tuto Smlouvu (,Smlouva”). Datem platnosti
této Smlouvy o klinickém hodnoceni je datum jejiho
podpisu vSemi smluvnimi stranami a datem ucinnosti této
Smlouvy je den zvefejnéni této Smlouvy v souladu
s ptislunymi ustanovenimi prava Ceské republiky, ve
smyslu nize definovaném v ¢lanku 8 (,Datum u€innosti”).

WHEREAS:

VZHLEDEM K TOMU, ze:

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

e AbbVie jednd v Ceské republice jako opravnény
zastupce spole¢nosti AbbVie Deutschland GmbH &
Co. KG, zadavatele Studie v Evropské unii podle
definice uvedené v nafizeni EU ¢&. 536/2014 resp.
smérnici 2001/20/ES (,Zadavatel®);

e Each of AbbVie and Sponsor is a member of the
AbbVie group of companies that is directly or indirectly

e AbbVie i Zadavatel jsou &leny skupiny spole€nosti
AbbVie a jejich pfimym ¢&i nepfimym vlastnikem je

owned by AbbVie Inc. (together with AbbVie Inc., AbbVie Inc. (spole€né s AbbVie Inc. ,Skupina
“‘AbbVie Group”); AbbVie®);

e The Study is to be conducted pursuant to Protocol No. | e  Studie se ma provadét podle protokolu €. M13-494
M13-494 entitled “A Phase 3, Multicenter, s ndzvem ,»Multicentrické, randomizované,

Randomized, Open Label Study of Venetoclax and
Dexamethasone Compared with Pomalidomide
and Dexamethasone is Subjects with t(11;14)
Positive Relapsed or Refractory Multiple
Myeloma” which may be amended from time to time
in writing by AbbVie (the “Protocol”); and

oteviené klinické hodnoceni fdze 3 hodnotici
venetoklax a dexamethason v porovnani s
pomalidomidem a dexamethasonem u pacientu s
t(11;14) pozitivnim, recidivujicim nebo
rezistentnim mnohocetnym myelomem?®, ktery
AbbVie mlze ¢as od c¢asu pisemné zménit
(,Protokol®); a

e AbbVie is entering into this Agreement with the
understanding that Principal Investigator will be
responsible for the conduct of the Study at Institution,
appointed by AbbVie and acknowledged by the
Institution.

e AbbVie uzavirda tuto Smlouvu s védomim, Ze za
provadéni Studie ve Zdravotnickém zafizeni bude
odpovidat Hlavni zkouSejici, ktery byl AbbVie vybran a
Zdravotnickym zafizenim potvrzen.

) CONFIDENTIAL/DUVERNE
Template/Sablona: CZ CSA Template - 2 per site Institution version (AbbVie Managed Study) 13MARCH2017
Document Title/Nazev dokumentu: M13-494 CZ CSA Template - 3 partite vers INST (AbbVie Mngd Std) FNB |l Final Clean

18Jan19




Fakultni nemocnice Brno

M13-494

Fakultni nemocnice Brno

M13-494

In consideration of these facts and mutual promises set
forth herein, the parties agree as follows:

S ohledem na tyto skuteCnosti a na vzajemné sliby
uvedené v této Smlouveé se strany dohodly nasledovné:

1. Scope of Work. 1. Rozsah praci

a. Institution and Principal Investigator shall conduct and | a Zdravotnické zafizeni a Hlavni zkousejici budou
shall require subinvestigator(s), and Institution’s other provadét Studii a budou vyzadovat, aby dalsi
employees, subcontractors and agents performing zkou$ejici a ostatni zaméstnanci Zdravotnického
services related to the Study (collectively, “Institution zafizeni, subdodavatelé a zastupci poskytujici sluzby
Personnel”) to conduct the Study in accordance with: souvisejici se  Studii  (spole¢né  ,Personal
(i) this Agreement; (ii) the Protocol; (iii) all written zdravotnického zarizeni“) Studii provadéli v souladu
instruction provided by or on behalf of AbbVie; and (iv) s: (i) touto Smlouvou, (ii) Protokolem, (iii) vSemi
all applicable laws and regulations and industry codes pisemnymi pokyny poskytnutymi spole¢nosti AbbVie
of practice (collectively “Law(s)”), including without nebo jejim jménem; a (iv) véemi platnymi zakony a
limitation, anti-bribery and anti-corruption laws, pfedpisy a provadécimi pfedpisy platnymi pro dané
International Conference on Harmonisation of pramyslové odvétvi (spole¢né ,Zakony“), zejména
Technical Requirements for  Registration  of zakony proti Uplatkim a korupci, pokyny pro Spravnou
Pharmaceuticals for Human Use E6 Good Clinical klinickou praxi  Mezinarodni  konference  pro
Practice (“ICH-GCP”), the Act on Pharmaceuticals No. harmonizaci technickych poZadavki na registraci
378/2007 Sh., as amended (“Act on humannich léciv E6 (,JCH-GCP*), zakonem o légivech
Pharmaceuticals”), the Act on Health Care Services ¢. 378/2007 Sb. v platném znéni (,Zakon o lééivech®),
No. 372/2011 Sb., as amended (“Health Care zédkonem o zdravotnich sluzbach &. 372/2011 Sb.
Services Law”), Decree No. 226/2008 Sb., as v platném znéni (,Zakon o zdravotnich sluzbach®),
amended, on Good Clinical Practice and Detailed vyhlaSkou ¢. 226/2008 Sb. o spravné klinické praxi a
Conditions of Clinical Trials on Medicinal Products, bliz8ich podminkach klinického hodnoceni [é€ivych
Decree No. 84/2008 Sh. on Good Pharmacy Practice, pfipravki v platném znéni, vyhlaskou €. 84/2008 Sb. o
as amended (“Good Pharmacy Practice”), Decree spravné lékarenské praxi v platném znéni (,Spravna
No. 86/2008 Sh. on Good Laboratory Practice in the lékarenska praxe®), vyhlaSkou ¢&. 86/2008 Sb.
Area of Medicines, Act No. 101/2000 Sh. on o stanoveni zasad spravné laboratorni praxe v oblasti
Protection of Personal Data, the EU General Data |&Civ, zdkonem ¢&. 101/2000 Sb. o ochrané osobnich
Protection Regulation (2016/679) and related data udaji, VSeobecné nafizeni EU o ochrané osobnich
protection laws (“Data Protection Law(s)") and other Udaji (2016/679) a souvisejici pravni predpisy na
data protection and privacy laws, as each may be ochranu osobnich udaju (,Pravni predpisy na
amended, from time to time. In furtherance of the ochranu osobnich udaji“) a dalSimi zakony na
foregoing obligations, AbbVie shall ensure that the ochranu Udajt a soukromi v platném znéni. AbbVie na
State Institute for Drug Control (“SUKL") and an Ethics podporu spInéni vy$e uvedenych povinnosti zajisti
Committee (“EC”) established and constituted in povoleni Statniho Gstavu pro kontrolu I&&iv (,SUKL")
accordance with applicable Laws approves and a etické komise (,EK“), zfizené a ustanovené
oversees the conduct of the Study. AbbVie shall notify v souladu s platnymi zakony, a jejich dohled nad
SUKL and EC of (i) the date and place of provadénim Studie. AbbVie ohlasi SUKLu a EK (i) do
commencement of the Study within sixty (60) days Sedesati (60) dni od zahajeni Studie v Ceské
from its start in the Czech Republic and (ii) the republice misto a datum zahajeni Studie a (ii) zavedeni
introduction of substantial amendments to the Protocol vyznamnych dodatkd do Protokolu podle pozadavki
as required by applicable regulations. Institution and platnych predpist. Zdravotnické zafizeni a Hlavni
Principal Investigator shall observe the procedures set zkousejici budou dodrzovat postupy stanovené pro
forth for recording and reporting data as required by zdznam a hlaseni (daju zpUsobem poZadovanym
applicable regulations. prisluSnymi predpisy.

b. Prior to each Study subject’s participation in the Study, |b Hlavni zkouSejici musi od kazdého Subjektu studie
Principal Investigator must obtain a signed informed pfed jeho Ucasti ve Studii ziskat podepsany formulaf
consent form (“ICE”), as approved by AbbVie, SUKL informovaného  souhlasu  (,ICE“) dle vzoru
and the EC. If Institution or Principal Investigator schvéleného spole¢nosti Abbvie, SUKLem a EK.
proposes to publish any Study subject recruitment Pokud Zdravotnické zafizeni nebo Hlavni zkousejici
advertisements, such advertisements require AbbVie’s navrhnou zvefejnéni inzeratl pro nabor Subjektl
prior review and approval in advance of submission to studie, AbbVie takové inzeraty musi pred predlozenim
the applicable EC. Institution and Principal prislusné EK zkontrolovat a schvalit. Zdravotnické
Investigator shall report all serious adverse events or zafizeni a Hlavni zkouSejici jsou povinni hlasit
other safety concerns as specified in the Protocol and vSechny zavazné nezadouci UuCinky nebo jiné
in accordance with applicable Laws. problémy s bezpecnosti zplisobem  uvedenym

v Protokolu a v souladu s platnymi zakony.
c. Institution represents and warrants that Principal [c  Zdravotnické zafizeni prohladuje a zarucuje, Zze Hlavni

Investigator and Radiologist are employees of
Institution. Institution acknowledges and agrees that
AbbVie shall enter into a separate agreement with
Principal Investigator and Radiologist, in order to
cover activities related to this Study, beyond the scope
of obligations, to which Institution is liable under terms

zkousejici a Radiolog jsou zaméstnanci
Zdravotnického zafizeni. Zdravotnické zafizeni
potvrzuje a souhlasi stim, Ze Spole¢nost AbbVie
uzavie s Hlavnim zkouSejicim a Radiologem separatni
smlouvu na ¢innosti ve véci klinického hodnoceni nad
ramec Cinnosti, za které odpovida Zdravotnické
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of this Agreement. This separate agreement among
others will call for compensation to be paid by AbbVie
to Principal Investigator for activities related to this
Study (“Investigator Clinical Study Agreement”) and
to Radiologist (“Medical Imaging Services
Agreement”). Institution agrees that no other
investigator, nor Radiologist may be substituted for the
Principal Investigator without the prior written consent
of AbbVie. If the Principal Investigator and/or
Radiologist becomes unwilling or unable to perform
the duties required of Principal Investigator, Institution
shall promptly notify AbbVie and cooperate with
AbbVie to promptly find a mutually acceptable
replacement principal investigator and/or radiologist.

zarizeni podle této Smlouvy. Smlouva mj. stanovi
odménu Hlavniho zkouSejiciho za provedeni téchto
¢innosti (,Smlouva o klinické studii uzaviena se
Zkousejicim*) a odménu Radiologa (,Smlouva o
poskytovani sluzeb v oblasti lékaiského
zobrazovani“). Zdravotnické zafizeni souhlasi s tim,
Ze Hlavni zkouSejici ani Radiolog nesmi byt nahrazen
jinym zkouSejicim bez pfedchoziho pisemného
souhlasu AbbVie. Pokud Hlavni zkouSejici a/nebo
Radiolog nebude chtit nebo nebude moci plnit
povinnosti, které jsou na ném vyZadovany,
Zdravotnické zafizeni o tom bude ihned informovat
AbbVie a v dobré vife bude ve spolupraci s ni hledat
vzajemné prijatelného nahradniho hlavniho
zkou$ejiciho a/nebo radiologa.

Principal Investigator shall complete and return to
AbbVie the Investigator Information and Agreement
(“lIA™) provided by AbbVie prior to the initiation of the
Study and promptly notify AbbVie of any change in its
accuracy during the Term of this Agreement. Further,
Principal Investigator shall and shall ensure that each
subinvestigator completes and returns to AbbVie the
financial disclosure form provided by AbbVie prior to
the initiation of the Study and promptly notifies AbbVie
of any change in the accuracy of the financial
disclosure form during the Term (defined below) of this
Agreement and for one (1) year following completion
of the Study. Institution understands and agrees that
Principal Investigator and subinvestigator(s), and their
immediate families, may not have a direct ownership
interest  (including, without limitation, intellectual
property rights or royalty rights) in the Study Product
and may not be compensated with AbbVie Inc.
securities in exchange for being a principal
investigator or subinvestigator(s) in the Study.

Hlavni zkouSejici pred zahajenim Studie vyplni
a spolecnosti  AbbVie doda formulaf Informace
0 zkou$ejicim a souhlas ("lIA") poskytnuty spole¢nosti
AbbVie a spole¢nost AbbVie béhem doby platnosti
této Smlouvy bude neprodlené informovat o vSech
zménach danych informaci. Hlavni zkousejici pred
zahajenim Studie vyplni a spole¢nosti AbbVie doda
formulaF prohlaseni o finanénich zajmech poskytnuty
spolecnosti AbbVie a zajisti, aby tak ucinil i kazdy
z dalSich zkousSejicich, a spolecnost AbbVie bé&hem
(nize definované) platnosti této Smlouvy a po dobu
jednoho (1) roku od jejiho ukonéeni bude neprodlené
informovat o kazdé zméné v presnosti prohlaseni
o finan¢nich zajmech. Zdravotnické zafizeni bere na
védomi a souhlasi s tim, ze Hlavni zkouSejici a dalSi
zkouSejici a jejich blizci pfibuzni nesméji mit pfimy
vlastnicky podil (mj. ani prava duSevniho vlastnictvi
nebo prava na autorské honorare) na Zzadném
Hodnoceném |éCivém pfipravku, ani nesméji byt
odménéni akciemi spole¢nosti AbbVie Inc. vyménou
za to, Ze jsou Hlavnim zkouSejicim nebo daldim
zkousejicim ve Studii.

Institution, Principal Investigator and Institution
Personnel shall not bill or seek reimbursement from
any third party (including, without limitation, Study
subjects, health insurance providers, or any
governmental program) for any Study Materials (as
defined below) or other items or services that are paid
for or provided without charge by or on behalf of
AbbVie. Institution and Principal Investigator shall
follow all applicable commercial, government
programs, and other payor rules requiring disclosure
that such Study Materials and/or other items, or
services were paid for or provided without charge by
or on behalf of AbbVie.

Zdravotnické zafizeni, Hlavni zkouSejici a Personal
zdravotnického zafizeni nesmi uctovat zadné treti
strané (zejména Subjektim studie, poskytovatelim
zdravotniho  pojisténi nebo néjakému vladnimu
programu) nebo ji Zadat o Uhradu za zadné (nize
definované) Materidly studie nebo jiné polozky C&i
sluzby, které byly uhrazeny nebo bezplatné
poskytnuty spole€nosti AbbVie nebo jejim jménem.
Zdravotnické zafizeni a Hlavni zkouSejici jsou povinni
dodrzovat vSechna platna pravidla komercnich Cdi
vladnich programG a dalSich platci vyzadujici
zverejnéni faktu, ze dané Materialy studie a/nebo jiné
polozky ¢&i sluzby byly zaplaceny nebo bezplatné
poskytnuty spole€nosti AbbVie nebo jejim jménem.

Institution and/or Principal Investigator shall (i) ensure
that subject data, as required in the Protocol, is
entered into the CRFs (whether electronic or paper)
within five (5) business days of subject visit and (ii)
use best efforts to respond to queries related to the
data entered into the CRFs within five (5) business
days of being issued by AbbVie.

Zdravotnické zafizeni a/nebo Hlavni zkouSejici (i)
zajisti, ze studijni data, vrozsahu pozadovaném
Protokolem, jsou vlozena do CRF (bez ohledu na
skuteCnost, zda v elektronické nebo papirové podobé)
nejpozdéji do péti (5) pracovnich dnl od navstévy
Subjektu studie, a (ii) vynalozi nejlepsi usili za ucelem
zodpovézeni dotaz( v souvislosti se studijnimi daty
vlozenymi do CRF nejpozdéji do péti (5) pracovnich
dnd od jejich vzneseni ze strany AbbVie.

AbbVie Obligations. AbbVie shall comply with
applicable Laws in the performance of its activities

Povinnosti AbbVie. AbbVie pfi provadéni svych
¢innosti souvisejicich se Studii bude dodrzovat platné

relating to the Study and shall obtain all approvals zakony a ziska vSechna povoleni vyzadovana
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required in connection with such activities. v souvislosti takovymi ¢innostmi.
Study Materials; Licenses; Equipment. 3. Materidly studie, licence, zatizeni.
AbbVie will provide sufficient quantities of Study | a AbbVie poskytne bezplatné dostate¢né mnoZstvi
Product, investigator brochures, access to an Hodnoceného léCivého  pfipravku, broZzur pro
electronic data capture system for completing Case zkousejici, pristup k elektronickému systému zaznamu
Report Forms (“CRES”), access to or copies of certain dat pro vyplfiovani chorobopisti (Case Report Form,
patient reported outcomes (electronic or paper) L,CRE"), pFistup k nékterym vyslednym (elektronickym
surveys, questionnaires, and/or scales (collectively, nebo listinnym) Setfenim, dotaznikim a/nebo
“PROs”), and any other compounds and materials that stupnicim hodnoceni pacientd nebo jejich kopie
the Protocol specifies or that AbbVie deems (spole¢né ,PRO") i v8echny dalsi latky a materialy,
necessary to conduct the Study (together, the “Study které uvadi Protokol nebo které AbbVie povaZuje za
Materials”) at no cost. AbbVie will deliver Study nezbytné k provadéni Studie (spole¢né ,Materialy
Product and compounds to the Study site or pharmacy studie”). AbbVie doda pfisluSny Hodnoceny IéCivy
designated by the Institution and/or the Principal pripravek a latky na Pracovis§té nebo do lékarny
Investigator. Institution and Principal Investigator will uréené Zdravotnickym zafizenim a/nebo Hlavnim
ensure proper receipt, handling and storage, and zkousejicim. Zdravotnické zafizeni a Hlavni zkouSejici
dispensing of the Study Product and any other zajisti  spravny pfijem, manipulaci, skladovani a
compounds by a duly qualified pharmacist according pfipravu Hodnoceného |éCivého pfipravku a vSech
to Good Pharmacy Practice. All Study Materials and dal8ich latek patficné kvalifikovanym lékarnikem podle
other information provided by AbbVie to Institution zasad Spravné lékarenské praxe. Veskeré Materidly
and/or Principal Investigator in connection with this studie a dalSi informace, které poskytne spoleCnost
Agreement are and shall remain the sole property of AbbVie Zdravotnickému zafizeni a/nebo Hlavnimu
AbbVie. zkouS$ejicimu v souvislosti s touto Smlouvou, jsou a
zUstanou vyluénym vlastnictvim spole¢nosti AbbVie.
Institution and Principal Investigator shall maintain | b  Zdravotnické zafizeni a Hlavni zkouSejici budou vést
adequate records to account for the Study Materials odpovidajici zaznamy o pouziti Materidlll studie,
including, without limitation, dates, quantity, and use zejména o datech, mnozstvi a pouziti ze strany
by Study subjects. Institution or Principal Investigator subjekt(l Studie. Zdravotnické zafizeni nebo Hlavni
shall inspect the Study Materials upon receipt and zkouSejici Materialy studie po obdrzeni zkontroluje
notify AbbVie upon becoming aware that any Study av pfipadé, Ze nékteré Materidly studie budou
Materials are damaged or that the supply of Study poSkozené nebo nedostate¢né, oznami to spolecnosti
Materials is inadequate. AbbVie.
Study Materials shall: (i) be stored and handled in | ¢ Materialy studie: (i) se musi skladovat a musi se
accordance with the labeling, Investigator Brochure, or s nimi zachéazet v souladu s informacemi na S§titcich,
material data safety sheet, as applicable, of the broZurou pro zkousejici nebo prislusnymi
applicable Study Materials, with applicable legal and bezpecnostnimi listy, platnymi pozadavky zakonu
regulatory requirements, and AbbVie's written a predpist a pisemnymi pokyny AbbVie; (ii) se nesmi
instructions, (i) not be used past their respective pouzivat po pfipadné vyznacené dobé pouZzitelnosti.
labeled expiration dates, if any.
Neither Institution, nor Principal Investigator or any | d Ani Zdravotnické zafizeni ani Hlavni zkousejici, ani
Institution Personnel shall (i) publish any part of the nikdo z Personalu zdravotnického zafizeni nesmi (i)
PROs in any manuscript, poster, oral presentations, or zvefejnit zadnou c¢ast PRO v zadném rukopisu,
otherwise; (ii) remove or alter any notice contained in posteru, Ustni prezentaci ani Zzadnym jinym zpUsobem,
the PROs; or (iii) modify, transfer, distribute, or release (ii) odstranit ¢ zménit zadnou poznamku uvedenou
the PROs to any third party, except in connection with v PRO; ani (i) zménit, pfevést, distribuovat ¢&i uvolnit
performing the Study in accordance with the Protocol. PRO pro Zzadnou tfeti stranu kromé pripadl spojenych
s provadénim Studie podle Protokolu.
Upon conclusion of the Study, termination of this | e Po dokonégeni Studie, ukongeni platnosti této Smlouvy
Agreement, or at AbbVie’s request, any remaining or nebo na Zzadost spole¢nosti AbbVie budou veskeré
expired Study Materials shall be returned to AbbVie at zbyvajici nebo proslé Materidly studie vraceny
AbbVie’s reasonable expense in accordance with the spolecnosti AbbVie na jeji pifiméfené naklady
Protocol and AbbVie written instructions, and in v souladu s Protokolem, pisemnymi pokyny
compliance with applicable requirements governing spoleénosti AbbVie a v souladu s pfislusnymi predpisy
the shipment of such Study Materials. If the parties tykajicimi se =zasilani takovych Materiald studie.
agree that the return of such Study Materials is not Pokud se strany shodnou na tom, Ze vraceni takovych
practicable or is prohibited under local Laws, any Materialt studie neni praktické nebo je mistni Zakony
remaining or expired Study Materials will be destroyed zakazuji, budou vSechny zbyvajici nebo proslé
in full compliance with applicable Laws. Upon any Materidly studie zni¢eny v UpIném souladu s platnymi
such destruction, Institution or Principal Investigator Zakony. Zdravotnické zafizeni nebo Hlavni zkousejici
will promptly provide AbbVie with a certificate of po kazdém takovém zni¢eni neprodlené poskytne
destruction or similar document verifying the final spole¢nosti AbbVie potvrzeni o likvidaci nebo podobny
disposition of the Study Materials. dokument potvrzujici konec¢nou likvidaci Materiall
studie.
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f.

If necessary for the purposes of conducting the Study,
AbbVie may provide Institution and Principal
Investigator with certain equipment. Any equipment
provided by AbbVie is described in Exhibit B
(“Equipment”). Separate agreement on Loan for Use
shall be entered into for this purposes. For any
Equipment provided by AbbVie Principal Investigator,
and to the extent applicable, Institution shall: (i)
promptly inspect the Equipment following receipt and
notify AbbVie upon becoming aware that any
Equipment is damaged or malfunctioning; (ii) use and
ensure Institution Personnel uses the Equipment in
accordance with the user manual and/or other
instructions provided with the Equipment; (i) maintain
the Equipment in a secure manner designed to protect
such Equipment from unauthorized use, theft, or
damage and exercise the same degree of care with
respect to the Equipment that Institution and Principal
Investigator exercises with respect to its own
equipment of similar type and value. If, due to the
negligence, recklessness, or intentional misconduct of
Institution, Principal Investigator or any Institution
Personnel, any of the Equipment is lost, stolen, or
damaged, then Institution shall pay the reasonable
cost of replacement or repair, as applicable, which
shall not exceed the estimated value set forth in
Exhibit B. At AbbVie’'s direction and expense, the
Equipment shall be returned to a location specified by
AbbVie at the end of the Study or earlier termination of
this Agreement.

Bude-li to potfebné pro ucely provadéni Studie,
AbbVie muze Zdravotnickému zafizeni a Hlavnimu
zkouSejicimu poskytnout uréité zafizeni. Zafizeni
poskytované spole¢nosti AbbVie je popsano v Priloze
B (,Zarizeni). Za timto UCelem bude uzaviena
samostatna smlouva o vypujéce. Hlavni zkouSejici a
v pfiméfené mife i Zdravotnické zafizeni veSkeré
Zafizeni, které AbbVie poskytne, (i) ihned po pfijmu
prohlédne, a pokud zjisti, ze je poSkozené nebo
nefunkéni, oznami to spolecnost AbbVie; (ii) bude
pouzivat a zajisti, aby je Personal zdravotnického
zafizeni pouzival v souladu s navodem a/nebo jinymi
pokyny dodanymi spole¢né se Zafizenim; (iii) bude
udrzovat v bezpeli tak, aby je uchranil od
neopravnéného pouZziti, odcizeni nebo poskozeni, a
bude o Zafizeni peCovat stejné, jako pecuje
Zdravotnické zafizeni a Hlavni zkou$ejici o své vlastni
zafizeni podobného typu a hodnoty. Dojde-li vlivem
nedbalosti, unahlenosti nebo zamérného nespravného
chovani Zdravotnického zafizeni, Hlavniho
zkousejiciho nebo nékterého Personalu
zdravotnického zafizeni ke ztraté, odcizeni nebo
poskozeni nékterého ze Zafizeni, Zdravotnické
zafizeni uhradi pfiméfené naklady na vyménu nebo
opravu, pfiemz takova ¢astka nepfesahne
odhadovanou hodnotu uvedenou v Priloze B. Na
Smlouvy bude Zafizeni podle pokynl spole¢nosti
AbbVie a na jeji naklady vraceno na misto, které
AbbVie uréi.

In the event the Protocol requires provision of
Equipment to Study subjects for their use during the
Study, Institution and Principal Investigator shall
instruct the Study subjects as to the proper use of the
Equipment. If any of the Equipment is lost, stolen, or
damaged by a Study subject or while under the control
of a Study subject, then AbbVie shall pay the
reasonable cost of replacement or repair, as
applicable.

Pokud Protokol vyzaduje, aby bylo Zafizeni
poskytnuto Subjektim studie béhem Studie k pouZiti,
Zdravotnické zafizeni a Hlavni zkouSejici musi
Subjekty studie poucit o spravném pouzivani Zafizeni.
V pfipadé, Zze Subjekt studie Zafizeni ztrati, poSkodi
nebo si necha ukrast, nebo v pfipadé, ze ke ztraté,
odcizeni nebo poSkozeni Zafizeni dojde v dobé, kdy je
Subjekt studie bude mit pod kontrolou, AbbVie uhradi
pfiméfenou ¢astku za pfisluSnou vyménu nebo
opravu.

Institution understands and agrees that the Study
Materials and the Equipment are solely for use in the
conduct of the Study and not for any other study nor
for any other use.

Zdravotnické zafizeni bere na védomi, ze Materialy
studie a Zafizeni se sméji pouzivat jen pro ucely
provadéni Studie, a ne pro zadnou jinou studii &i jiny
ucel.

Monitoring of Study; Records, Reporting.

Monitorovani Studie; zaznamy; hlaseni.

Upon the request of AbbVie, Institution and Principal
Investigator shall submit oral or written reports on the
progress of the Study. Within forty-five (45) days
following completion or termination of the Study,
Institution and/or Principal Investigator shall furnish
AbbVie with: (i) the final report on the Study prepared
by the Principal Investigator for the EC; and (ii) all
data, records, CRFs, reports, and other information
generated (excluding source documents and medical
records) in relation to the Study (collectively,
“Records”), which shall be the exclusive property of
AbbVie.

Zdravotnické zafizeni a Hlavni zkousSejici na zadost
spolec¢nosti AbbVie predlozi Ustni nebo pisemné
zpravy o postupu Studie. Zdravotnické zafizeni
a/nebo Hlavni zkouSejici do Ctyficeti péti (45) dnl po
dokon&eni nebo ukonceni Studie doda spolecnosti
AbbVie: (i) zavére€nou zpravu o Studii vyhotovenou
Hlavnim zkouSejicim pro EK; a (ii) vSechny udaje,
zaznamy, CRF, hlaSeni a dalsi informace vytvoifené
(kromé zdrojovych dokumentu a lékafskych zaznam()
v souvislosti se Studii (spole¢né ,Zaznamy*). VSechny
vySe zminéné informace se stanou vyluénym
vlastnictvim spole€nosti AbbVie.

Upon reasonable advance notice and during normal
business hours, Institution shall permit AbbVie and
AbbVie’s designees access to any facilities at which
the Study is conducted, including any pharmacy
dispensing the Study Product and/or other
compounds, to monitor the conduct of the Study,
including the receipt, handling, storage and dispensing

Zdravotnické zafizeni umozni spoleCnosti AbbVie a
osobam povéfenym spole€nosti AbbVie pfistup na
vSechna pracovisté, na kterych se provadi Studie,
v€etné vS8ech lékaren, které pfipravuji Hodnocené
|éCivé pfipravky a/nebo dalsi latky, a to na zakladé
oznameni podaného s dostateCnym predstihem a
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of the Study Product and/or other compounds, and to
audit the Records, source documents, and other
Study-related data (collectively, “Study Documents”)
as well as technical and organizational security
measures put in place to protect Personal Data to
verify compliance with this Agreement, provided that
Institution and/or Principal Investigator may redact
such Study Documents as legally required to protect
subject confidentiality. If, as a result of Study
monitoring, AbbVie identifies a significant audit finding
that is not timely cured (in case of any breaches of
Section 7 within five (5) days) or is incapable of timely
cure, AbbVie may immediately terminate this
Agreement.

v bézné pracovni dobé, za ucelem monitorovani
provadéni Studie véetné pfijmu, manipulace,
uchovavani a pfipravy Hodnoceného IéCivého
pfipravku a/nebo dalSich latek, a také za ucelem
auditu Zaznam(, zdrojovych dokumentd a jinych dat
tykajicich se Studie (spole¢né ,Dokumenty studie®),
jakoz i bezpe€nostni opatfeni technické a organizacni
povahy aplikovana v praxi za ucelem ochrany
Osobnich udaji. Cilem je ovéfit dodrzovani této
Smlouvy, pfi¢emz Zdravotnické zafizeni a/nebo Hlavni
zkousejici smi dané Dokumenty studie upravit, tak, jak
to vyzaduji zakony na ochranu divérnych dat
subjektd. Pokud spole¢nost AbbVie pfi monitorovani
Studie nalezne né&jaké vyznamné zjisténi auditora, a
toto zjisténi nebude v€as napraveno (v pfipadé
jakéhokoli poruseni Clanku 7 ve |haté péti (5) dnd)
nebo nebude moci byt v€as napraveno, AbbVie smi
tuto Smlouvu s okamzitou platnosti ukongit.

Institution and/or Principal Investigator shall, to the
extent permitted by applicable Laws, promptly: (i)
notify AbbVie upon receiving any requests to inspect
and have access to documents related to the Study by
any regulatory authority, and (ii) provide AbbVie with a
copy of any documents received from or provided to
such regulatory authority. In the event a regulatory
citation or notice is issued relating to the Study,
Institution and Principal Investigator each agree, to the
extent permitted by applicable Laws, to furnish to
AbbVie within fifteen (15) days of receipt of such
regulatory citation or notice: (A) notification of such
citation or notice, (B) a summary of such citation or
notice, and (C) Institution’s response to such citation
or notice.

Zdravotnické zafizeni a/nebo Hlavni zkouSejici
vrozsahu povoleném platnymi Zakony: musi (i)
informovat spoleénost AbbVie poté, co obdrzi z
kteréhokoliv regulatorniho organu jakékoliv zadosti o
kontrolu nebo pfistup k dokumentlim tykajicim se
Studie, a (ii) poskytnout spolecnosti AbbVie kopii
vSech dokumentd, které od takovych regulatornich
organu obdrzi nebo které jim poskytne. Zdravotnické
zafizeni a Hlavni zkouSejici v pfipadé vydani
regulatorniho vyjadfeni nebo oznameni tykajiciho se
Studie souhlasi stim, Ze vrozsahu povoleném
platnymi Zakony poskytne spolec¢nosti AbbVie do
patnacti (15) dna od obdrzeni daného regulatorniho
vyjadfeni nebo oznameni: (A) sdéleni daného
vyjadfeni nebo oznameni, (B) souhrn daného
vyjadfeni nebo oznameni, a (C) odpovéd
Zdravotnického zafizeni na dané vyjadfeni nebo
oznémeni.

Institution and Principal Investigator shall retain the
Study Documents in accordance with applicable Laws
(the “Retention Period”). If AbbVie requests that
Institution retain the Study Documents beyond the
Retention Period, the parties shall cooperate in good
faith in an effort to mutually agree upon the costs and
the duration for such extended retention period.

Zdravotnické zafizeni a Hlavni zkouSejici bude
Dokumenty studie archivovat v souladu s platnymi
Zakony (,Doba uchovavani). V pfipadé, ze AbbVie
bude pozadovat, aby Zdravotnické zafizeni
Dokumenty studie uchovavalo i po uplynuti Doby
uchovavani, strany budou v dobré vife spolupracovat
a dohodnou se na nakladech a trvani takové
prodlouzené doby uchovavani.

Compensation.

Odména.

AbbVie shall pay Institution in accordance with the
Study budget attached hereto and incorporated herein
as Exhibit A (“Budget Summary and Payment
Schedule”). The parties agree that the amount for
payments set forth in Exhibit A represents the fair
market value for the services to be rendered and has
not been determined in any manner that takes into
account the volume or value of any referrals or
business otherwise generated between Institution,
Principal Investigator, Institution Personnel and any
member of the AbbVie Group.

Spolecnost AbbVie uhradi Zdravotnickému zafizeni
odménu v souladu s Rozpoc¢tem studie pfipojenym
k této Smlouvé a zaclenénym do ni jako Priloha A
(“Prehled rozpoctu a platebni harmonogram®).
Smluvni strany souhlasi s tim, Zze &astka k vyplaté
uvedena v Priloze A predstavuje objektivni trzni
hodnotu poskytnutych sluzeb a nebyla stanovena
zadnym zplsobem, ktery by bral v potaz objem nebo
hodnotu jinych referenci nebo obchodovani mezi
Zdravotnickym  zafizenim, Hlavnim zkousejicim,
Personalem zdravotnického zafizeni a néjakym
¢lenem Skupiny AbbVie.

Institution understands and agrees that no Institution
Personnel other than Principal Investigator will receive
any funds directly from AbbVie in connection with the
performance of the Study.

Zdravotnické zafizeni bere na védomi a souhlasi
stim, Ze kromé& Hlavniho zkouSejiciho nikdo
z Personalu zdravotnického zafizeni nedostane od
spole€nosti AbbVie v souvislosti s provadénim Studie
vyplaceny pfimo zadné prostredky.
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c. Institution and Principal Investigator each represent and | ¢ Zdravotnické zafizeni a Hlavni zkou$ejici, kazdy za
warrant that it’/he/she is now in compliance with, and sebe prohlasuje a zaruduje, Ze aktualné dodrzuji a
undertakes that in performance of its/his/her zavazuji se, Ze pfi plnéni svych povinnosti podle této
obligations under this Agreement, it shall continue to Smlouvy bude dodrZzovat vSechny platné Zakony,
comply with, all applicable Laws, regulations and pfedpisy a doporuené postupy, mj. i ty, které souvisi
industry codes of practice, including those related to s bojem proti Uplatkim a korupci.  Zdravotnické
anti-bribery and anti-corruption.  Institution and zafizeni a Hlavni zkou$ejici, kazdy za sebe dale
Principal Investigator each further represent and prohladuji a zaruduji, Ze nebudou nabizet, slibovat ani
warrant that it will not offer, promise or authorize the povolovat poskytnuti ¢ehokoliv hodnotného statnim
giving of anything of value to a government official or zaméstnanctm ani nikomu jinému za uéelem ziskani
other person to obtain or retain business or gain a nebo udrzeni obchodu nebo ziskani obchodni vyhody.
business advantage.

d. Principal Investigator shall provide to AbbVie the | d Hlavni zkou$ejici doda spolecnosti AbbVie podrobny
detailed services performed by Principal Investigator prehled sluzeb, které on a ostatni Personal
and other Institution Personnel based on visits Zdravotnického zafizeni poskytli, a to na zakladé
completed by Study subjects. AbbVie will provide kontrol, na které se subjekty Studie dostavily. AbbVie
supporting documents to Institution summarizing the poskytne Zdravotnickému zafizeni podklady se
CRFs received for the Study based on the information souhrnem CRF obdrzenych v ramci Studie na zakladé
from the Principal Investigator (“Calculation”). The informaci od Hlavniho zkou$ejiciho (kalkulace).
Calculation shall list all budget items and shall as Kalkulace bude vytvofena na vSechny polozky
serve as the basis for the Institution to issue the v rozpoCtu a bude slouzit Zdravotnickému zafizeni jako
invoice and will be attached to the invoice. Date of podklad pro fakturaci a bude pfilozena k faktufe. Den
delivery of Calculation to the Institution shall be doruceni kalkulace Zdravotnickému zafizeni bude
deemed as date of taxable fulfilment. The payment will zéarovenn datem uskuteénéni zdanitelného plnéni.
be made by bank transfer to the account number of Platba bude provedena bankovnim pievodem na &islo
the Institution set forth in Exhibit A. Invoice shall be uctu Zdravotnického zafizeni uvedené v Pfiloze A.
payable within 30 days of its delivery to AbbVie. Splatnost faktury ¢ini 30 dni od jejiho dorugeni AbbVie.

e. In the event of default payments, Institution shall be | e V pfipadé opozdénych plateb je Zdravotnické zafizeni
entitled to charge statutory interest on late payments opravnéno Ucétovat zékonny urok z prodleni v souladu
in accordance with section 1970 of the Civil Code, as s ust. § 1970 Obc¢anského zakoniku, v platném znéni.
applicable. In the event AbbVie fails to deliver to V pfipadé, Ze  spoleCnost AbbVie  nedoruci
Institution Calculation in time in accordance with the Zdravotnickému zafizeni kalkulaci v¢éas v souladu
harmonogram set forth above, and further in case of s harmonogramem uvedenym v pifedchozim textu, a
late payment, Institution is entitled to suspend entering dale v pfipadé pozdni Ghrady, je Zdravotnické zafizeni
data to database, till amount in arrears is settled. opravnéno pozastavit zadavani dat do databaze, a to

az do provedeni pfislusné uhrady.

f. Inthe event that the Agreement is terminated, AbbVie | f V pfipadé ukon&eni této Smlouvy spole&nost AbbVie
shall pay Institution for services performed and non- zaplati Zdravotnickému zafizeni za poskytnuté sluzby
cancelable expenses incurred up to the effective date a nezrusitelné vydaje vynalozené do data ucinnosti
of termination. AbbVie shall not be obligated to ukonéeni. AbbVie nebude povinna Zdravotnickému
reimburse Institution for expenses that are invoiced to zafizeni nahradit vydaje fakturované spole¢nosti
AbbVie more than one hundred eighty (180) days after AbbVie déle nez sto osmdesat (180) dnu po datu
the termination date of this Agreement. ukongeni této Smlouvy.

g. AbbVie shall not be responsible for paying for services | g Spole¢nost AbbVie nebude odpovidat za uhradu
performed in violation of the Protocol or for data sluzeb poskytnutych zpdsobem neodpovidajicim
contained in a CRF which is incomplete or inaccurate. Protokolu, ani nebude odpovidat za neuplné nebo
If payment has been made for such services, the nepfesné udaje obsazené v CRF. Pokud jiz platba za
amount paid shall be deducted from the final payment takové sluzby byla uhrazena, vyplacena c¢astka bude
due under this Agreement (the “Final Payment”). odeétena z konecéné platby splatné podle této Smlouvy

(,Konec€na platba“).
h. In the event of any payment dispute under this | h Pokud dojde k néjakému sporu o Uhradu podle této

Agreement, (i) AbbVie shall pay undisputed amounts
upon receipt of an invoice therefor, and (ii) the parties
shall cooperate in good faith to resolve such dispute in
a timely manner. Following resolution of such dispute,
Institution and/or Principal Investigator shall re-invoice
AbbVie for the amounts the parties mutually agree are
due, and AbbVie shall pay such amounts. In no event
may Institution, Principal Investigator or Institution
Personnel withhold Study data or Records pending
resolution of a payment dispute.

smlouvy, (i) AbbVie zaplati po pfijeti pfislusné faktury
nesporné Castky a (ii) strany budou v dobré vife
spolupracovat na v€asném vyfeSeni daného sporu.
Zdravotnické zafizeni po vyfeSeni takového sporu
znovu spolecnosti AbbVie vyfakturuje splatné Castky,
které strany vzajemné odsouhlasily, a AbbVie tyto
Castky uhradi. Zdravotnické zarizeni, Hlavni
zkousejici ani Personal zdravotnického zafizeni
nesméji v zadném pfipadé do vyfeSeni sporu o platbu
zadrzovat Udaje ze studie nebo Zaznamy.

i. AbbVie will make the Final Payment and send a financial

AbbVie uhradi Konec¢nou platbu a Zdravotnickému
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reconciliation to Institution after completion of the
performance of all services contemplated hereunder
and the delivery to AbbVie of all CRFs and all other
items described in Section 4(a). If AbbVie has paid
Institution less than Institution is entitled at the time of
financial reconciliation, AbbVie shall pay the remaining
amount due as part of the Final Payment. Any
overpayment due AbbVie at the time of final
reconciliation shall be made payable to AbbVie within
forty-five (45) days of AbbVie’'s notice of such
overpayment, along with an explanation of such
overpayment, to the AbbVie contact identified in
Exhibit A.

Institution will be reimbursed for EC approved actual
travel expenses incurred by Study subjects up to a
maximum of CZK 1500 per Study visit. Institution
shall maintain sufficient records substantiating
reimbursements made to Study subjects. To cover
the initial reimbursement to Study subjects, AbbVie
will provide Institution with an advance payment in
the amount of CZK 30 000. The advance payment
will be made following execution of this Agreement
and receipt of an invoice from Institution. Institution
will confirm receipt of the advance payment in writing
to AbbVie within thirty (30) days of receiving such
payment. In the event that the advance payment is
not earned by Institution, the advance payment will
be refunded to AbbVie in full or prorated based on
visits completed and travel reimbursement actually
made to the Study subjects. The entire advance
payment will be applied to all subsequent payments
until the advance payment is depleted. The advance
payment will only be used to reimburse Study
subjects’ travel expenses incurred.

Upon depletion of % of Advance payment, AbbVie
shall without undue delay supply new Advance
payment, upon basis of delivery of invoice issued by
the Institution. At the end of the Study, or upon
termination of this Agreement, or at AbbVie’s request,
Institution shall provide the financial reconciliation of
the funds received from AbbVie against payments
made to Study participants and shall refund any
overpayments made to Institution by
AbbVie. AbbVie retains the right to audit Institution’s
records to confirm compliance with the terms and
conditions of this Agreement.

zafizeni po poskytnuti vSech sluzeb zamysSlenych
touto Smlouvou, dodani vSech CRF spole¢nosti
AbbVie a dodani vSech dalSich poloZek popsanych
vélanku 4(a) této Smlouvy zasSle finanéni
odsouhlaseni.  V pfipadé, Zze spoleCnost AbbVie
zaplatila Zdravotnickému zafizeni méné, nez na co
méa Zdravotnické zafizeni pravo v dobé finanéniho
odsouhlaseni, AbbVie dluznou &astku uhradi v ramci
Kone¢né platby. V pfipadé, Ze v dobé konecného
odsouhlaseni bude existovat pfeplatek splatny ve
prospéch spolecnosti AbbVie, bude ji vyplacen do
Ctyficeti péti (45) dnd od oznameni o daném preplatku,
které spole¢nost AbbVie za$le spole¢né s vysvétlenim
takového preplatku. Preplatek se zaSle kontaktni
osobé spolecnosti AbbVie uvedené v Pfiloze A.

Zdravotnickému zafizeni bude na z&kladé schvaleni ze
strany EK poskytovana kompenzace za cestovni
nahrady skute¢né vynalozené subjekty studie, a to az
do maximalni &astky 1.500,- K& za jednu studijni
navstévu. Zdravotnické zafizeni se zavazuje, ze bude
vést vhodné a dostate¢né zaznamy prokazujici
vyplaceni prostfedkli subjektim studie. Za ucCelem
pokryti pocateCnich Uhrad studijnim subjektim,
spole¢nost AbbVie poskytne Zdravotnickému zafizeni
zalohovou platbu ve vysi 30.000,- K&. Zalohova platba
bude provedena v navaznosti na uzavieni této
Smlouvy a v navaznosti na pfijeti faktury vystavené
Zdravotnickym  zafizenim. Zdravotnické zafizeni
potvrdi pfijem zalohové platby pisemné spolecnosti
AbbVie, a to ve Ih(té ftficeti (30) od pfijeti takové
zalohové platby. V pfipadé, Ze nedojde ke vzniku,
resp. naplnéni celého néaroku krytého zalohovou
platbou, Zdravotnické zafizeni se zavazuje, Ze vrati
spole¢nosti AbbVie zalohovou platbu v celém rozsahu,
pfipadné jeji pomérnou ¢ast v navaznosti na skutecné
provedené dokoncené navstévy a skute¢né vyplacené
cestovni nahrady subjektim studie. Celkova zalohova
platba se bude aplikovat ve vztahu k jakymkoli dal&im
platbam, a to az do okamziku, nez buce cela zalohova
platba spotfebovana. Zalohova platba bude vyuZita
vyluéné pro ucely kompenzace narokl subjektl studie
v souvislosti s jejich skute¢né vynalozenymi cestovnimi
naklady.

Po vyCerpani % zalohové platby bude ze strany
AbbVie neprodlené poskytnuta nova zalohova platba,
a to vnavaznosti na doru€eni faktury vystavené
Zdravotnickym zafizenim. Faktury Zdravotnického
zafizeni nebudou obsahovat jakékoli informace
umozhujici individualni identifikaci jakéhokoli subjektu
studie. Na konci Studie, pfipadné pfi ukonceni
platnosti této Smlouvy, €i na zadost spoleCnosti
AbbVie, poskytne Zdravotnické zafizeni vyuctovani
finan¢nich prostfedkl obdrzenych od spole¢nosti
AbbVie oproti platbam realizovanym vuéi subjektiim
studie, pficemz v pfipadé zjisténi preplatku vrati
jakykoli takovy pfeplatek spole¢nosti AbbVie.
Spolecnost AbbVie si vyhrazuje pravo provést audit
zaznamu Zdravotnického zafizeni za ucelem potvrzeni
plnéni podminek a ujednani stanovenych touto
Smlouvou.
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k.

AbbVie and Institution hereby agree that for purposes
of publication of this Agreement in accordance with
340/2015 Coll. Act on Register of Contracts, the
anticipated total compensation to Institution for the
Study is the following: CZK 2,296,716.60

Spole¢nost AbbVie a Zdravotnické zafizeni timto pro
Ucely zvefejnéni této Smlouvy, a to v souladu s
ustanovenimi zakona ¢. 340/2015 Sb. o registru
smluv, souhlasi, Ze celkova ocekavana odména
uhrazena Zdravotnickému zafizeni za provedeni
Studie &ini: 2.296.716,60 K&.

Parties hereby agree and acknowledge, that should
during performance of the Study occurs requirement
to increase number of units related to payments set
forth in Attachment A — Budget summary and payment
schedule, Parties shall enter into Amendment to this
Study, which shall reflect such a change.

I. Strany timto souhlasi a berou na védomi, ze v pfipadé,

Ze v prubéhu provadéni Studie dojde k nutnosti
navysit poc€et jednotek uvedenych u plateb v Pfiloze
A Prehled rozpoctu a platebni harmonogram, Strany
uzaviou dodatek ktéto Smlouvé, ktery bude
reflektovat takovou zménu.

6. Confidentiality. 6. Micenlivost.

a. During the Term of this Agreement, including any | a Zdravotnické zafizeni, Hlavni zkou$ejici a Personal
extensions thereof, and for a period of [ zdravotnického zafizeni béhem doby trvani této
after the expiration or termination of this Agreement, Smlouvy véetné vsech jejich prodlouzeni, a po dobu
each of Institution, Principal Investigator and Institution I o jejim vyprseni nebo ukonéeni nesmi
Personnel shall not disclose to any third party (other bez predchoziho pisemného souhlasu spoleénosti
than AbbVie’s designated parties) or use Confidential AbbVie sdélit (nize definované) Dlvérné informace
Information (as defined below) for any purpose other zadné treti strané (kromé stran, které urCi spoleénost
than that indicated in this Agreement without AbbVie’s AbbVie) ani je pouzit pro zadny jiny ucel nez ten, ktery
prior written consent. Notwithstanding the foregoing, je uveden vtéto Smlouvé. Bez ohledu na vySe
obligations of confidentiality and non-use with respect uvedené budou zavazky miléenlivosti a nepouzivani
to any Confidential Information identified as a trade zadnych Davérnych informaci oznaenych spolec¢nosti
secret by AbbVie shall remain in place for so long as AbbVie jako obchodni tajemstvi v platnosti po takovou
the applicable Confidential Information retains its dobu, po jakou dané Duvérné informace budou mit
status as a trade secret under applicable Laws. podle pfisludnych Zakond charakter obchodniho
“Confidential __Information” shall include any tajemstvi. ,Divérné informace” budou zahrnovat
information  provided to Institution, Principal vSechny informace poskytnuté Zdravotnickému
Investigator or Institution Personnel by or on behalf of zafizeni, Hlavnimu zkou$ejicimu nebo Personalu
AbbVie including, without limitation, the Protocol, zdravotnického zafizeni spole¢nosti AbbVie nebo
Study Materials, Records, and all other materials, jejim jménem, zejména Protokol, Materidly studie,
data, results, and information concerning AbbVie or Zaznamy a vSechny materidly, data, vysledky a
the Study or developed as a result of conducting the informace, které se tykaji spolecnosti AbbVie nebo
Study (including Personal Data collected from Study Studie nebo které se objevily v dusledku provadéni
subjects), except any portion thereof that: Studie véetné Osobnich Udaju ziskanych od Subjektt

studie), kromé vSech jejich ¢asti, které:

(i) is known to Institution, Principal Investigator or (i) byly znamy Zdravotnickému zafizeni, Hlavnimu
Institution Personnel prior to receipt thereof under zkouSejicimu nebo Personalu zdravotnického
this Agreement, as evidenced by its written zafizeni pfed jejich obdrzenim vramci této
records; Smlouvy, a je mozno to dokazat pisemnymi

zdznamy;,

(i) is disclosed to Institution, Principal Investigator or (i) byly poskytnuty Zdravotnickému  zafizeni,
Institution Personnel after acceptance of this Hlavnimu  zkouSejicimu nebo Personalu
Agreement by a third party who has a right to zdravotnického zafizeni po schvaleni této
make such disclosure in a non-confidential Smilouvy tfeti stranou, ktera ma pravo na takové
manner; zverejnéni nedldvérnym zplsobem;

(iii) is or becomes part of the public domain through (i) jsou nebo se stanou vefejné znamymi, aniz by
no fault of Institution, Principal Investigator or doSlo k pochybeni Zdravotnického zafizeni,
Study Personnel; or Hlavniho zkouSejiciho nebo Personalu studie;

nebo

(iv) is independently developed by Institution, (iv) je Zdravotnické zafizeni, Hlavni zkouSejici nebo
Principal Investigator or Institution Personnel Personal zdravotnického zafizeni samostatné
without use of or reference to the Confidential vyvinuli, aniz by Davérné informace pouzili nebo
Information, as evidenced by Institution’s written na né odkazovali, a je mozno to dokazat
records. pisemnymi zaznamy;

b. Within forty-five (45) days following completion or | b  Zdravotnické zafizeni a/nebo Hlavni zkouS$ejici vrati

termination of the Study, Institution and/or Principal
Investigator shall return or destroy all Confidential
Information; provided, however, Institution and
Principal Investigator may retain one copy of
Confidential Information on a confidential basis to
ensure compliance with this Agreement and for

nebo zni¢i vS§echny Dlvérné informace do Gtyficeti péti
(45) dnl od provedeni nebo ukonceni Studie, avSak
za predpokladu, ze si Zdravotnické zafizeni a Hlavni
zkouSejici smi ponechat jednu kopii Duvérnych
informaci ve svém duavérném archivu, aby dodrzelo
tuto Smlouvu a pro archivni Gcely.
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archival purposes.

Nothing in this Agreement shall be construed to
restrict Institution or Principal Investigator from
disclosing Confidential Information as required by
applicable Laws or court order or other governmental
order or request, provided in each case Institution
and/or Principal Investigator shall give AbbVie prompt
written notice (and if possible and legally permissible,
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 any event,
Institution and Principal Investigator shall: (i) furnish
only that portion of the Confidential Information which
it is legally required to disclose, and (ii) permit AbbVie
to attempt to limit such disclosure by appropriate legal
means.

Nic z toho, co je uvedeno v této Smlouvé, nebude
vykladano jako omezeni Zdravotnického zafizeni nebo
Hlavniho zkou$ejiciho zvefejnit Dlvérné informace,
pokud to vyzaduji platné Zakony nebo soudni pfikaz
nebo jiny vladni pfikaz nebo Zadost, pficemz
Zdravotnické zafizeni a/nebo Hlavni zkouSejici to
v kazdém pfipadé spoleCnosti AbbVie okamzité
pisemné oznami (a pokud mozno a zakonem
povoleno minimalné pét (5) pracovnich dnd pfedem),
aby spole€nosti AbbVie umozZnilo podniknout kroky
potfebné podle vlastniho uvazeni k ochrané jejich
Davérnych informaci. Zdravotnické zafizeni a Hlavni
zkousejici v kazdém pfipadé: (i) poskytne jen tu ¢ast
Dlvérnych informaci, kterou ze zakona poskytnout
musi, a (ii) povoli spole¢nosti AbbVie, aby se pokusila
dostupnymi pravnimi prostfedky dané zvefejnéni
omezit.

None of Institution, Principal Investigator or any
Institution Personnel shalldisclose to AbbVie any
information which is confidential or proprietary to a
third party unless Institution first obtains the prior
written approval of such third party and AbbVie.
Should Institution be required to publish any part of
this Agreement, Institution shall notify AbbVie prior to
any such publication and shall permit AbbVie to redact
any business sensitive information, including but not
limited to, any information considered by the parties to
be a business secret.

Ani Zdravotnické zafizeni, ani Hlavni zkouSejici, ani
nikdo z Personalu zdravotnického zafizeni neposkytne
spolecnosti AbbVie zadné informace, které jsou pro
néjakou tfeti stranu duvérné nebo chranéné, pokud
Zdravotnické zafizeni neobdrzi pfedchozi pisemné
schvaleni takové treti strany a spole¢nosti AbbVie. V
pfipadé, Ze Instituce bude povinna zvefejnit jakoukoli
¢ast této Smlouvy, zavazuje se, Ze vyrozumi
spoleénost  AbbVie pfed jakymkoli takovym
zvefejnénim a umozni spole¢nosti AbbVie, aby
redigovala jakékoli citlivé informace obchodni povahy,
zejména informace povazované smluvnimi stranami
za obchodni tajemstuvi.

Subject Confidentiality; Data Protection.

Dlvérnost dat subjektd; Ochrana dat.

Where AbbVie on behalf of Sponsor or any Institution
Personnel Processes (as defined below) Personal
Data of Study subjects, the parties shall ensure such
processing is performed only in accordance with this
Agreement, all  applicable  Laws, 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.

Pokud AbbVie jménem Zadavatele nebo nékdo z
Personalu zdravotnického zafizeni bude Zpracovavat
(jak je definovano nize) Osobni Udaje Subjektl studie,
smluvni strany zajisti, aby takové Zpracovani
probihalo pouze v souladu s touto Smlouvou, v§emi
platnymi Zakony véetné pozadavku pfipadnych smiuv
na prfenos dat a pisemnymi pokyny spole€nosti
AbbVie. Pojmy ,Zpracovani, ,Osobni udaje“,
.Spravce udaju“ a ,Zasah do osobnich udaja“
budou pro Gcely této Smlouvy vykladany ve smyslu,
ktery je témto vyrazim uréen Pravnimi predpisy na
ochranu osobnich udaja.

Parties agree that Sponsor acts as Data Controller
with regard to key-coded Personal Data of Study
subjects collected in accordance with ICF and
Personal Data of Principal Investigator and Institution
Personnel collected under this Agreement, and has
delegated its rights and obligations under this
Agreement to AbbVie. Institution and/or Principal
Investigator act as Data Controller with respect to any
medical records they obtain from Study subjects and
any other personal data collected or generated by
them in the course of the Study for the purpose of
exercising their independent medical judgment in line
with the Study Protocol.

Smluvni strany souhlasi, ze Zadavatel bude jednat

jako Spravce dat s ohledem na klicové kdédované
Osobni udaje subjekttd hodnoceni ziskané v souladu
sICF a Osobni udaje Hlavniho zkouSejiciho a
Personalu zdravotnického zafizeni ziskané na zakladé
této Smlouvy, a Ze prevedl sva prava a povinnosti
vyplyvajici z této Smlouvy na AbbVie. Zdravotnické
zafizeni a/nebo Hlavni zkousSejici bude jednat jako
Spravce dat ve vztahu k jakymkoli zaznamim
zdravotnické dokumentace, jez budou ziskany od
Subjektll studie a jakékoli jiné osobni udaje jimi
ziskané ¢i vygenerované v prubéhu Studie pro ucely
zajisténi jejich nezavislého Iékafského uvazeni
v souladu s pozadavky Protokolu Studie.
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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 dostate¢nou uroven
technickych a organizacnich opatfeni za ucelem
ochrany Osobnich udaju. Smluvni strany souhlasi, ze
budou provadét pravidelnou kontrolu a vyhodnoceni
ucinnosti  takovych uplatnénych  bezpecnostnich
opatreni.

d. Parties shall notify each other within thirty-six (36) hours

of discovery of any potential Personal Data Breach. In
such case parties will cooperate in good faith to decide
whether notification to data subjects and/or government
authorities is required and if so agree on how such
notices should be given and any remedial actions to be
taken. Where the parties decide that notification is
required, Institution shall be responsible for providing
such notifications. Institution shall not disclose, without
AbbVie’s prior written approval, any information related
to the Personal Data Breach to any third party other
than a vendor hired to investigate/mitigate such
Personal Data Breach and bound by confidentiality
obligations, except as required by applicable Law.

d. Smluvni strany se zavazuji, ze si vzajemné odeSlou
oznameni nejpozdéji do ftficeti Sesti (36) hodin od
Zjisténi jakéhokoli potencialniho Zasahu do osobnich
udaju. V pfipadé takové situace se smluvni strany
zavazuji, Zze budou spolupracovat v dobré vife za
ucelem urceni, zda je zapotfebi odeslat oznameni
subjektam udaji a/nebo pfisluSnym spravnim uradum,
a v kladném pfipadé, dohodnout se na tom, jak budou
takova oznameni provedena a jak budou aplikovana
sjednana napravna opatfeni. Zdravotnické zafizeni
bude odpovédné za poskytnuti takovych oznameni.
Zdravotnické zafizeni se zavazuje, Ze nezvefejni,
nezpfistupni, neposkytne €&i nesdéli bez pfedchoziho
pisemného souhlasného stanoviska spoleCnosti
AbbVie, jakoukoli informaci tykajici se Zasahu do
osobnich udaji jakékoli tfeti strané odliSné od
poskytovatele smluvniho pinéni sjednaného za ucelem
prosetfeni / zmirnéni nasledkld takového Zasahu do
osobnich udaji a bude vazano povinnosti zachovavat
davérny rezim takovych skute¢nosti, kromé pfipada,
kdy je odlisSny postup pozadovan na zakladé
pfislusnych pravnich predpisU.

. Parties agree that AbbVie may request Institution to

manage requests from Study subjects 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
Institution.  Institution acknowledges that in order to
maintain the integrity of Study results, the ability to
amend, block, or delete Personal Data may be limited,
in accordance with applicable Law.

e. Smluvni strany souhlasi, Ze spole¢nost AbbVie je
opravnéna pozadovat po Zdravotnickém zafizeni
organizovat odpovédi na Zadosti Subjektl studie ve
vztahu Kk pfistupu, zméné, pfenosu, blokovani i
odstranéni Osobnich Udajl. Spole¢nost AbbVie mlze
postoupit jakékoli zadosti Subjektt studie tykajici se
Osobnich udaju, jez obdrzi spoleénost AbbVie ¢&i
Zadavatel, na Zdravotnické zafizeni. Zdravotnické
zarizeni bere na védomi, Zze za uéelem zachovavani
integrity Studijnich vysledkd, moznost zménit, blokovat
Ci 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 7.

f.  Smluvni strany se budou vzajemné pisemné informovat
odeslanim oznameni ohledné jakéhokoli poZzadavku &i
stiznosti od jakéhokoli spravniho dfadu ¢&i jiné treti
strany ve vztahu k jakémukoli Zpracovani osobnich
Uudaju a bude vdobré vife spolupracovat s, a
neprodlené poskytne ostatnim smluvnim stranam, a
jakémukoli pfisluSnému spravnimu dfadu v takovych
pfipadech, vcetné zpfistupnéni veskerych informaci
nezbytnych za ucelem prokazani souladného jednani
s timto Clankem 7.
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g. Principal Investigator acknowledges and consents to, | g. Hlavni zkou$ejici uznava a souhlasi, Ze on/ona i

and shall cause all Institution Personnel to
acknowledge and consent to, AbbVie's Processing of
Principal Investigator's and Institution Personnel’s
Personal Data including details of his/her name,
address, qualifications and clinical trial experience.
Additional uses or disclosures may include financial
information (including compensation and
reimbursement payments), public registration of the
Study on web sites designed for this purpose such as
www.clinicaltrials.gov, assessments by AbbVie of
Principal Investigator’s suitability for future studies, and
for purposes of complying with applicable Laws.
Principal Investigator understands and expressly
agrees and shall cause all Institution Personnel to
expressly agree that this information may, if necessary
for these purposes, be made available to ethics
committees, government authorities and members of
the AbbVie Group located both in the country in which
the Study is carried out and in other countries,
including in the United States or elsewhere as required
by applicable Laws, or as necessary for the purposes
of ICH-GCP or compliance with Data Protection Law.

vesSkery Personal zdravotnického zafizeni uznal a
souhlasil stim, Ze spole¢nost AbbVie bude
Zpracovavat Osobni udaje Hlavniho zkouSejiciho a
Personalu zdravotnického zafizeni v€etné podrobnosti
0 jménu, adrese, kvalifikaci a zkuSenosti s klinickymi
studiemi. DalSi pouziti nebo zvefejnéni mize
zahrnovat finanéni informace (véetné vyplat odmén a
nahrad), vefejnou registraci Studie na internetovych
strankach urlenych k tomuto ucelu, jako napf.
www.clinicaltrials.gov, hodnoceni vhodnosti Hlavniho
zkousejiciho pro budouci studie ze strany spole¢nosti
AbbVie, a mize slouzit i pro Ucely dodrzovani
platnych zakondl. Hlavni zkouSejici bere na védomi a
vyslovné souhlasi azavaze veSkery Personal
zdravotnického zafizeni, aby vyslovné souhlasil
s moznosti  poskytnout v pfipadé potieby tyto
informace pro uvedené ucely etickym komisim,
vladnim organim a jinym spoleénostem v ramci
Skupiny AbbVie, sidlicim jak v zemi, kde se Studie
provadi, tak v jinych zemich, véetné Spojenych stata
nebo kdekoliv jinde, jak vyzaduji platné zakony, nebo
podle potfeby pro ucely ICH-GCP nebo plInéni
povinnosti stanovenych Pravnimi pfedpisy na ochranu
osobnich udaju.

Publicity.
(a) Without the other party’s written consent, no party

may use the name, trademark, servicemark, nor logo
of the other party or the other party’s affiliates in any
publicity, advertising, or other information intended to
be used for commercial or promotional purposes. The
foregoing restriction shall also apply to Institution’s use
of the name, trademark, servicemark, and/or logo of
any third parties collaborating with AbbVie on the
Study and/or Study Product (“AbbVie Collaborators”).
Except as required by applicable Laws, neither
Institution nor Principal Investigator shall disclose the
terms of this Agreement without AbbVie’s prior written
approval. Institution and Principal Investigator
understand and agree that the terms and conditions of
this Agreement and the amount of any payment made
hereunder may be disclosed and made public by
AbbVie, AbbVie Collaborators or any member of the
AbbVie Group as reasonably necessary to comply
with applicable Laws and other obligations. As
AbbVie reasonably requests, Institution and Principal
Investigator shall cooperate in good faith with AbbVie
to promptly provide accurate and complete information
in connection with such disclosures.

(b) In accordance with the foregoing, Institution
agrees, subject to the terms of Section 6 of the
Agreement, to publish this Agreement in the Registry
of Agreements at smlouvy.gov.cz in accordance with
the terms of 340/2015 Coll. Act on Register of

Publicita.

(@) Ani jedna strana nesmi bez pisemného souhlasu
druhé strany pouZzit jméno, obchodni znacku,
sluzebni znaCku ani logo druhé strany nebo
pfidruzenych spole¢nosti druhé strany v zadné
reklamé, inzerci nebo jinych informacich uréenych
pro obchodni nebo propagacni ucely. Shora
uvedené omezeni se bude rovnéz aplikovat na
pouziti nazvu Zdravotnického zafizeni, ochranné
znamky, servisni znacky a/nebo loga jakékoli treti
strany spolupracujici se spole¢nosti AbbVie na
této Studii a/nebo ve vztahu k Hodnocenému
IéCivému pfipravku (“Subjekty spolupracujici se
spoleCnosti AbbVie”). Zdravotnické zafizeni ani
Hlavni zkouSejici kromé& pfipadd vyZzadovanych
platnymi Zakony nesmi prozradit podminky této
Smlouvy bez pfedchoziho pisemného souhlasu
spole€nosti AbbVie. Zdravotnické zafizeni a
Hlavni zkouS$ejici berou na védomi a souhlasi
s tim, Ze podminky této Smlouvy a vysSe jakékoliv
platby provedené na jejim zakladé mohou byt
sdéleny a zvefejnény spoleCnosti AbbVie,
Subjekty spolupracujicimi se spole¢nosti AbbVie
nebo ¢lenem Skupiny AbbVie v pfipadech, kdy to
AbbVie bude rozumné povazovat za potfebné
kvlili dodrzeni platnych Zakond a dalSich
povinnosti. Na pfiméFfenou zadost AbbVie bude
Zdravotnické zafizeni a Hlavni zkouSejici se
spolecnosti AbbVie v dobré vife spolupracovat,
aby vsouvislosti sdanym zvefejnénim co
nejdfive poskytlo Upiné informace.

(b) V souladu s pfedchazejici upravou, Zdravotnické
zarfizeni timto souhlasi, Ze na zakladé podminek
uvedenych v élanku 6 této Smlouvy, zvefejni tuto
Smlouvu v Registru smluv na smlouvy.gov.cz v
souladu s podminkami zakona €. 340/2015 Sh., o

Contracts (the “Act”) within two (2) business days of registru smluv (“Zakon”), a to do dvou (2)
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full execution of the Agreement and to promptly notify
AbbVie of publication. Should Institution fail to publish
this Agreement within thirty (30) days of fully execution
of the Agreement, AbbVie reserves the right to publish
this Agreement as required under the Act. AbbVie and
Institution hereby agree that: (i) Exhibit C attached
hereto represents: (i) a redacted version of the
Agreement, amended in accordance with the Act by
removing all sections and exhibits which include
confidential information, personal details and trade
secrets; and (i) the redacted Agreement attached
hereto as Exhibit C shall be the version of the
Agreement to be published in accordance with the
Act. For purposes of clarity, exhibits such as the
Budget, the Protocol, insurance certificates and
information regarding patient reimbursement shall not
be included in the redacted version of the Agreement
to be published in accordance with the Act.

pracovnich dnl od podpisu této Smlouvy jeji
posledni smluvni stranou, a Ze bez zbyte¢ného
odkladu vyrozumi  spole€nost AbbVie o
zvefejnéni. V pfipadé, Ze Zdravotnické zafizeni
nezvefejni tuto Smlouvu ve lhaté (30) dnd od
podpisu této Smlouvy posledni smluvni stranou,
spole¢nost AbbVie si timto vyhrazuje pravo
zvefejnit tuto Smlouvu v souladu s pozadavky
definovanymi v Zakoné. Spole¢nost AbbVie a
Zdravotnické zafizeni timto souhlasi, ze: (i)
Priloha C, jez je k této Smlouvé jako jeji pfiloha
pfipojena predstavuje: (i) redigovanou verzi této
Smlouvy, upravenou v souladu s podminkami
Zakona, a to formou odstranéni vSech ustanoveni
a pfiloh, které zahrnuji davérné udaje, osobni
udaje a obchodni tajemstvi; a (ii) ze redigovana
verze Smlouvy, zde pfipojena jako Pfiloha C bude
predstavovat verzi této Smlouvy, ktera bude
zvefejnéna v souladu s pfisluSnymi ustanovenimi
Zakona. Pro ucely presnosti a jasnosti, pfilohy
jako Rozpocet, Protokol, pojistné certifikaty a
Udaje tykajici se pacientskych nahrad nebudou
obsazeny v redigované verzi Smlouvy, ktera bude
podiéhat zvefejnéni na zakladé pfisluSnych
ustanoveni Zakona.

Ownership. 9. Vlastnictvi.
Each party hereto retains all right, title and interest in | a  Kazda strana této Smlouvy si ponechava vsechna
any patent, patent application, trade secret, know-how prava, pravni tituly a podily na v8ech patentech,
and other intellectual property that was owned by such patentovych pfihlaskach, obchodnich tajemstvich,
party prior to the Effective Date of this Agreement, and know-how a dal$im duSevnim vlastnictvi, které dana
no license grant or assignment, express or implied, by strana vlastnila pfed Datem uc&innosti této smlouvy.
estoppel or otherwise, is intended by, or shall be Kromé pfipadd zde specificky uvedenych tato
inferred from this Agreement, except as specifically Smlouva nezamysli vyslovné ani odvozené C¢i ze
set forth herein. zdkonné prekazky ani jinak udélit Zadnou licenci ani
cokoliv postoupit, ani nelze nic takového z této
Smlouvy odvodit.
Any information, invention, data or discovery (whether | b VSechny informace, vynélezy, Udaje nebo objevy (at

patentable or copyrightable or not), innovation,
communication or report, conceived, reduced to
practice, made, generated or developed by Institution,
Principal Investigator or Institution Personnel that
either results from use of any of the Study Materials,
using biological materials obtained from the Study, or
results from conduct of the Study (collectively,
“Intellectual Property”) shall be promptly disclosed to

patentovatelné nebo zplsobilé k zapisu autorského
prava Ci nikoliv), inovace, komunikace nebo zpravy,
koncipované, zredukované pro praxi, vypracované,
vytvofené nebo vyvinuté Zdravotnickym zafizenim,
Hlavnim zkousSejicim nebo Personalem
zdravotnického zafizeni, které jsou vysledkem pouZiti
libovolnych Materialtd studie, pouziti biologickych
materidll odebranych ¢&i ziskanych v ramci Studie

AbbVie, and each of Institution and Principal nebo vysledkd provadéni nebo vysledkt provadéni
Investigator hereby assigns to AbbVie all of Studie (spolecné ,Dusevni vlastnictvi‘), budou
Institution’s and Principal Investigator's rights, title, neprodlené piedany spole¢nosti AbbVie
and interest in and to such Intellectual Property. Upon a Zdravotnické zafizeni a Hlavni zkousSejici timto
AbbVie’s request and at AbbVie’'s expense, Institution postupuji  spole¢nosti  AbbVie vSechna prava

shall require Principal Investigator and/or Institution
Personnel to execute, or cause to have executed such
documents and to take such other actions as AbbVie
deems necessary or appropriate to obtain, record and
enforce patents, copyrights, assignments or other
proprietary protection in AbbVie’s name covering any
of the foregoing Intellectual Property.

Zdravotnického zafizeni a Hlavniho zkou$ejiciho na
dané DuSevni vlastnictvi, tituly k nim a u€asti v nich.
Zdravotnické zafizeni na Zzadost a na naklady
spole¢nosti AbbVie bude na Hlavnim zkouSejicim
a/nebo Personalu zdravotnického zafizeni pozadovat
podepsani takovych dokumentd a podniknuti takovych
ukonl, nebo necha Personal zdravotnického zafizeni
podepsat takové dokumenty a podniknout takové
ukony, které budou podle spole¢nosti AbbVie
nezbytné nebo vhodné k ziskani, zapsani a uplatnéni
patentd, autorskych prav, postoupeni nebo jiné
vlastnické ochrany vztahujici se na cokoliv z vySe
uvedeného DuSevniho vlastnictvi jménem spolecnosti
AbbVie.
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10. Publications and Presentations. For purposes of this | 10. Publikace a prezentace. ,Védecka publikace"

Agreement, “Scientific _Publication” means any
scientific publication or medical communication
regarding Study results in any form that is intended for
disclosure to third parties, including, without limitation,
manuscripts, abstracts, posters, slides or other
materials used for presentations.

znamena pro ucely této Smlouvy kazdou védeckou
publikaci nebo Iékafské sdéleni tykajici se vysledkl
Studie, v libovolné formé urCené ke sdéleni tfetim
stranam, zejména rukopisy, abstrakty, postery, snimky
nebo jiné materidly pouzivané pro prezentace.

AbbVie is committed to fostering the highest standard
of conduct related to Scientific Publications and
transparency, while at the same time, protecting its
Confidential Information. Authorship related to
Scientific  Publications shall be determined in
accordance with and governed by the criteria defined
by the International Committee of Medical Journal
Editors (ICMJE) “Recommendations for the Conduct,
Reporting, Editing, and Publication of Scholarly Work
in Medical Journals” and Institution shall require that
AbbVie's role in support of the Study be appropriately
disclosed in any Institution Publications (as defined
below).

Spole€nost AbbVie chce v souvislosti s Védeckymi
publikacemi a transparentnosti podporovat nejvysSi
standardy chovani, a zaroven chranit své Duvérné
informace.  Autorstvi k Védeckym publikacim se
ur€uje a Fidi podle kritérii definovanych Mezinarodnim
vyborem vydavatel( zdravotnickych ¢asopist (ICMJE)
Doporu€eni pro provadéni, hlaseni, vydavani
a publikaci odbornych praci v medicinskych
Casopisech a Zdravotnické zafizeni musi vyzadovat,
aby uloha spole€nosti AbbVie pfi podpofe Studie byla
v kazdé (nize definované) Publikaci Zdravotnického
zafizeni pfislusnym zplsobem oznamena.

Institution and Principal Investigator acknowledge that
the Study is a multi-site study and that AbbVie Group
retains the right to disclose the Study data and results
first in a Scientific Publication based on the Study data
and results from all appropriate sites (“Multi-Site
Publication”).

Zdravotnické zafizeni a Hlavni zkousejici berou na
védomi, ze Studie je multicentricka a Zze Skupina
AbbVie si ponechava pravo uverfejnit udaje a vysledky
Studie jako prvni ve Védecké publikaci zalozené na
udajich a vysledcich Studie ze vSech pfislusnych
pracovist (,Multicentricka publikace").

Following the earliest of (i) AbbVie's Multi-Site
Publication; or (ii) twelve (12) months after completion
or termination of the Study at all Study sites,
Institution, Principal Investigator and Institution
Personnel shall have the right to prepare and submit
Institution’s Study data for a Scientific Publication in
scientific journals or other professional publications
(an “Institution _Publication”). Institution and
Principal Investigator shall provide and shall require
Institution Personnel to provide AbbVie with a draft of
any proposed Institution Publication at least thirty (30)
days prior to submission of such publication for
AbbVie to ascertain whether any patentable subject
matter or Confidential Information (other than the
results of the Study generated hereunder) are
disclosed therein. AbbVie shall return comments to
Institution within thirty (30) days after receipt of the
draft Institution Publication (“Review Period”), and
Institution and Principal Investigator agree and shall
require Institution Personnel to agree that due
consideration shall be given to AbbVie’s comments.
Institution shall delay any proposed Institution
Publication an additional sixty (60) days beyond the
Review Period in the event AbbVie so requests to
enable AbbVie to secure patent or other proprietary
protection (“Delay Period”). Institution and Principal
Investigator agree and shall require Institution
Personnel to agree to: (A) keep the proposed
Institution Publication confidential until expiration of
the Review Period and any Delay Period, and (B)
delete Confidential Information (other than Institution’s
Study data) from any Institution Publication. In the
event that Institution, Principal Investigator or
Institution Personnel and AbbVie differ in their
conclusions or interpretation of data in the Institution
Publication, the parties shall use good faith efforts to
attempt to resolve such differences through
appropriate scientific debate, but, subject to the

Poté, co nastane dfivéjSi z moznosti (i) Multicentricka
publikace spole¢nosti AbbVie nebo (i) uplynuti
dvanacti (12) mésici po dokoncéeni nebo ukonéeni
Studie na vS8ech Pracovistich, Zdravotnické zafizeni,
Hlavni zkouSejici a Personal zdravotnického zafizeni
budou mit pravo pfipravit udaje o Studii provadéné ve
Zdravotnickém zafizeni a predlozit je k Védecké
publikaci ve védeckych ¢&asopisech nebo jinych
odbornych publikacich (,Publikace Zdravotnického
zarizeni“). Zdravotnické zafizeni a Hlavni zkouSejici
poskytnou a budou na Personalu zdravotnického
zafizeni vyzadovat, aby poskytl spole¢nosti AbbVie
koncept kazdé zamyslené Publikace Zdravotnického
zafizeni alespon tficet (30) dnl pfed jejim podanim,
aby se spolec¢nost AbbVie mohla uijistit, ze neobsahuje
zadny patentovatelny pfedmét nebo Duavérné
informace (kromé vysledkll Studie dosazenych na
zakladé této Smlouvy). Spole¢nost AbbVie do fficeti
(30) dnu po pfijeti navrhu Publikace Zdravotnického
zafizeni (,Kontrolni obdobi”) zaSle pfipominky zpét
Zdravotnickému zafizeni a Zdravotnické zafizeni a
Hlavni zkouSejici souhlasi a budou na Personalu
zdravotnického zafizeni pozadovat, aby souhlasil
stim, Zze pfipominkam spole¢nost AbbVie bude
vénovana fadna pozornost. Zdravotnické zafizeni a
Hlavni  zkouSejici odlozi vS8echny navrhované
Publikace Zdravotnického zafizeni o dalSich Sedesat
(60) dnl po uplynuti Kontrolniho obdobi v pfipadé, ze
to bude spole¢nost AbbVie vyzadovat, aby mohla
zajistit patentovou nebo jinou vlastnickou ochranu
(,Obdobi_odkladu”). Zdravotnické zafizeni a Hlavni
zkouSejici souhlasi a budou vyzadovat, aby Persondl
zdravotnického zafizeni souhlasil s tim, ze: (A) udrzi
navrhovanou Publikaci Zdravotnického zafizeni
v utajeni az do uplynuti Kontrolniho obdobi a
pfipadného Obdobi odkladu a (B) z kazdé Publikace
Zdravotnického zafizeni vymaze Davérné informace
(kromé Udaji ze Studie provadéné Zdravotnickym
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removal of Confidential Information (other than zafizenim). V pfipadé, ze se Zdravotnické zafizeni,
Institution’s  Study data), Institution, Principal Hlavni zkouSejici nebo Personal zdravotnického
Investigator or Institutional Personnel, as applicable, zarizeni a spole¢nost AbbVie budou ve svych

shall retain control over the final version of the
Institution Publication.

zavérech nebo interpretaci dat v  Publikaci
Zdravotnického zafizeni liSit, strany se pokusi tyto
rozdily feSit v dobré vife formou vhodné védecké
debaty, avSak - pod podminkou odstranéni
Dlvérnych informaci (kromé Udaji0 ze Studie
provadéné Zdravotnickym zafizenim) — Zdravotnické
zarizeni, Hlavni zkouSejici nebo Personal
zdravotnického zafizeni si podrzi kontrolu nad
kone&nou verzi Publikace Zdravotnického zafizeni.

11.

Representations and Warranties.

11.

Prohlaseni a zaruky.

Institution and Principal Investigator represent and
warrant that:

Zdravotnické zafizeni a Hlavni zkouSejici prohlasuji a
zarucuiji, ze:

(i) the terms of this Agreement are valid and binding
obligations  of Institution and  Principal
Investigator, and are not inconsistent with (A) any
other contractual or legal obligation it or Principal
Investigator may have; or (B) policies and
procedures of Institution or any organization with

(i) podminky této  Smlouvy jsou platnymi
a zavaznymi povinnostmi Zdravotnického
zafizeni a Hlavniho zkou$ejiciho a nejsou v
rozporu (A) s zadnym jinym smluvnim nebo
pravnim zavazkem, ktery mize Zdravotnické
zafizeni nebo Hlavni zkouSejici mit, nebo (B) s

which either Institution or Principal Investigator is politkami a postupy Zdravotnického zafizeni

affiliated,; nebo libovolné organizace, se kterou jsou
Zdravotnické zafizeni nebo Hlavni zkouSejici
spojeni;

(i) Institution’s, Principal Investigator's and Institution (i) poskytovani sluzeb a pfijeti odmény nebo
Personnel's performance of the services and nahrady vydaji Zdravotnickym  zafizenim,
acceptance of compensation or reimbursement of Hlavnim zkousejicim a Personalem
expenses as set forth in Exhibit A is in zdravotnického zafizeni tak, jak je uvedeno
compliance with all policies and procedures of v Priloze A, je v souladu se vSemi politikami a
Institution, and Principal Investigator’s postupy Zdravotnického zafizeni, aze
performance of such services does not present a poskytovani danych sluzeb ze strany Hlavniho
conflict of interest with Principal Investigator's zkousejiciho nepfedstavuje stret zajma
official duties; s oficialnimi povinnostmi Hlavniho zkousejiciho;

(i) Institution and Principal Investigator have (iii) Zdravotnické zafizeni a Hlavni zkousejici maiji
adequate facilities, resources, training and prostory, zdroje, vycvik a zkuSenosti vhodné
expertise to conduct the Study in accordance with k provadéni  Studie v souladu s Protokolem
the Protocol and applicable Laws; and a platnymi Zakony; a

(iv) Institution is a duly licensed health care services (iv) Zdravotnické =zafizeni je Fadné opravnénym

provider according to the Health Care Services
Law.

poskytovatelem zdravotnich sluzeb podle Zakona
0 zdravotnich sluzbach.

Institution and/or Principal Investigator shall promptly
notify AbbVie if at any time during the Term of this

Agreement,

Institution and/or Principal Investigator

learns that Institution and/or Principal Investigator would
no longer be able to truthfully make any of the
representations and warranties in this Section 11(a) and
AbbVie shall have the right to immediately terminate this
Agreement.

V ptipadé, Ze Zdravotnické zafizeni a/nebo Hlavni
zkouSejici béhem platnosti této Smlouvy Zzjisti, Zze by jiz
nadale Zdravotnické zafizeni a/nebo Hlavni zkouSejici
nebyli schopni dostat prohlasenim a zarukam uvedenym
v tomto €lanku 11(a), bude o tom okamzité informovat
spoleCnost AbbVie, a spole¢nost AbbVie bude mit pravo
tuto Smlouvu okamzité ukondit;

Institution and Principal Investigator each represent
and warrant, that none of Institution, Principal
Investigator or Institution Personnel are Debarred, or,
to the best of Institution’s knowledge, have been
Debarred or are the subject of a proceeding that could
lead to Institution, Principal Investigator or any
Institution Personnel becoming Debarred. For
purposes of this Agreement, “Debarred” means: (A)
debarred by the United States Food and Drug
Administration (“EDA”) under 21 U.S.C. § 335a or by
any other competent authority; (B) excluded,
debarred, suspended, or otherwise ineligible to
participate in the local or U.S. Federal health care
programs or in local or U.S. Federal procurement or

Zdravotnické zafizeni a Hlavni zkou$ejici kazdy za
sebe ujistuji a zaru€uji, Ze ani Zdravotnické zafizeni,
ani Hlavni zkouS$ejici ani Persondl zdravotnického
zafizeni nejsou Vylou€enymi osobami, ani podle
nejlepsiho védomi a svédomi Zdravotnického zafizeni
nebyly Vylou¢enymi osobami a ani nejsou pfedmétem
fizeni, které by mohlo pfipadné vést k vylouceni
Zdravotnického zafizeni, Hlavniho zkouSejiciho nebo
Personalu  zdravotnického  zafizeni. Termin
~Vylou€eny“ pro ucely této Smlouvy znamené: (A)
vylougeny americkym Ufadem pro kontrolu potravin a
ekl (,EDA") podle 21 U.S.C. § 335a nebo jinym
kompetentnim organem; (B) vylou€eny, s vyslovenym
zakazem nebo pozastavenou ¢&innosti nebo jinak
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non-procurement programs; (C) listed on the FDA’s
Disqualified and Restricted Lists for clinical
investigators; or (D) convicted of a criminal offense
that falls within the scope of 42 U.S.C. § 1320a-7(a) or
applicable local Laws that could lead to being
excluded, debarred, suspended, or otherwise declared
ineligible. In the event Institution and/or Principal
Investigator receives notice of, or otherwise becomes
aware of, the Debarment or proposed Debarment of
Institution. Principal Investigator or any Institution
Personnel, Institution shall notify AbbVie immediately
and AbbVie shall have the right to immediately
terminate this Agreement. The obligations of this
Section 11(b) shall survive termination or expiration of
the Agreement.

nezpusobily k uc¢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 klinickych zkouSejicich a klinickych
zkouS$ejicich s omezenim; nebo (D) odsouzeny za
trestny ¢in spadajici pod 42 U.S.C. § 1320a-7(a) nebo
platné mistni Zakony, a toto odsouzeni by mohlo vést
k vylou€eni, vysloveni zakazu ¢&i docasného
pozastaveni, nebo  Kkjinému prohlaseni  za
nezpusobilého. Pokud Zdravotnické zafizeni a/nebo
Hlavni zkou$ejici dostane oznameni nebo se jinak
dozvi o Vylou€eni nebo navrhovaném Vylou€eni
Zdravotnického zafizeni jako takového nebo Hlavniho
zkouSejiciho nebo nékterého ¢&lena Personélu
zdravotnického zafizeni, ihned to spole¢nosti AbbVie
oznami a AbbVie bude mit pravo tuto Smlouvu
s okamzitou platnosti ukoncit. Zavazek dle tohoto
¢lanku 11(b) zlstane v platnosti i po vyprSeni
platnosti Smlouvy.

c. AbbVie represents that the Study Product that is | ¢ AbbVie prohlasuje, Ze Hodnoceny légivy pfipravek
delivered to Institution and Principal Investigator will dodavany Zdravotnickému zafizeni a Hlavnimu
meet the product specification identified in the product zkouS$ejicimu bude v dobé dodani splfhovat specifikace
label at the time of delivery. pripravku uvedené na Stitku pfipravku.

12. Term and Termination. 12. Doba platnosti a ukonéeni.

a. Unless terminated earlier as provided in Sections | a Pokud tato Smlouva nebude ukonéena dfive
12(b) or 12(c) below, this Agreement shall be effective zpUsobem uvedenym nize v €élancich 12(b) nebo
on the Effective Date and shall terminate on the earlier 12(c), nabude Uucinnosti Datem ucinnosti a vyprsi
of: (i) one (1) year from the Effective Date, if there is nejpozdéji: (i) jeden (1) rok od Data ucinnosti, pokud
no subject enrollment at Institution under this se ve Zdravotnickém zatizeni nebude provadét nabor
Agreement; or (ii) at such time as the occurrence of subjektt podle této Smlouvy, nebo (ii) v okamziku
final data lock for the Study at all sites participating in kone¢ného wuzavieni Udaji Studie na vSech
the Study within the anticipated term of duration of the pracovistich, které se  Studie ugastni —
Study which is expected to end in the 3" Quarter of v pfedpokladaném terminu 3. &tvrtleti 2021 (,Doba
2021 (the “Term”). platnosti”).

b. This Agreement may be terminated: b  Tuto Smlouvu maze ukonéit:

(i) by either AbbVie, Institution or Principal (i) bud AbbVie, Zdravotnické zafizeni nebo Hlavni
Investigator upon written notice to the other party zkousejici podanim vypovédi druhé strané
if: (A) another party has breached a material v pfipadé, ze: (A) kterakoli strana porusila
term of this Agreement; (B) the Study is ddlezitou podminku této Smlouvy, (B) Studii
terminated by the FDA or any other ukon€il FDA nebo jakykoliv jiny vladni nebo
governmental or regulatory authority; (C) if any regulacni organ; nebo (C) néktera strana dojde
party, in its sole judgment, believes an adverse na zakladé vlastniho uvazeni k pfesvédceni, Ze
safety concern with respect to Study Product u Hodnoceného IéCivého pfipravku  existuji
makes continued testing unadvisable, provided problémy s bezpecnosti, kvili nimz je dalsi
that if Institution or Principal Investigator testovani nevhodné. Pokud Zdravotnické zafizeni
terminates for this reason, it shall be after the nebo Hlavni zkouSejici ukon&i Smlouvu z tohoto
Suspension  Period (defined below) in ddvodu, bude to po uplynuti Odkladného obdobi
accordance with Section 12(c). (definovaného nize) v souladu s €lankem 12(c).

(ii) by AbbVie: (A) without cause upon thirty (30) (i) AbbVie: (A) bez uvedeni divodu s tficetidenni
days prior written notice to Institution and (30) pisemnou vypoveédi podanou
Principal Investigator, or Zdravotnickému zafizeni a Hlavnimu
(B) as otherwise permitted in this Agreement. zkousejicimu, nebo (B) jinym zpUsobem

uvedenym v této Smlouveé.

c. In the event Institution or Principal Investigator have | ¢ Bude-li mit Zdravotnické zafizeni nebo Hlavni
concerns about the health, safety and welfare of the zkouSejici obavy o zdravi, bezpeCnost a blaho

Study subijects, Institution and/or Principal Investigator
shall give prompt notice to AbbVie of such concerns,
and may suspend enrollment of Study subjects for a
period not to exceed thirty (30) calendar days
(“Suspension Period”). During such Suspension
Period, the parties shall evaluate the concerns raised

Subjektu(t) studie, Zdravotnické zafizeni a/nebo
Hlavni zkouSejici to oznami neprodlené spole€nosti
AbbVie a smi zafazovani Subjektll studie pozastavit
na dobu nepfesahujici tficet (30) kalendarnich dna
(,Doba _pozastaveni*). Strany béhem Doby
pozastaveni posoudi obavy Zdravotnického zafizeni
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by Institution or Principal Investigator to determine
whether the Agreement should be terminated. In any
event, Institution and Principal Investigator shall
continue monitoring and follow-up in strict adherence
to the Protocol for currently enrolled Study subjects
during the Suspension Period. After the Suspension
Period and following written notice, including a
detailed written explanation, to AbbVie, Institution may
terminate this Agreement if Study subject health,
safety, and welfare remain a concern to Institution of
such magnitude to support such termination.

nebo Hlavniho zkou$ejiciho a rozhodnou o pfipadném
ukon&eni Smlouvy. Zdravotnické zafizeni a Hlavni
zkousejici béhem Doby pozastaveni budou v kazdém
pfipadé pokraCovat v monitorovani a sledovani jiz
zafazenych Subjektl studie, za pfisného dodrzovani
Protokolu. Zdravotnické zafizeni mize po uplynuti
Doby pozastaveni tuto Smlouvu ukonéit doru€enim
pisemné vypovédi, v€etné podrobného pisemného
vysvétleni, pokud bude mit stale obavy o zdravi,
bezpecnost a blaho Subjektd studie v takovém
rozsahu, Ze budou podporovat ukonceni ze strany
Zdravotnického zafizeni.

Termination or expiration of this Agreement shall not
affect any rights or obligations which have accrued
prior thereto or any other rights or remedies provided
at law or equity which either party may otherwise
have. In the event of premature termination of this
Agreement, Institution and Principal Investigator shall:
(i) appropriately withdraw and discontinue all then-
enrolled subjects, (ii) complete the Study for then-
enrolled Study subjects where required by accepted
medical practice, or (iii) reasonably cooperate with
AbbVie to arrange for then-enrolled Study subjects to
enroll at an alternative Study site.

Ukon&eni nebo vyprSeni platnosti této Smlouvy
nebude mit vliv na Zadna dfive vznikld prava ani
zdvazky ani na Zadna jind prava nebo opravné
prostfedky, které by jedna ze stran mohla jinak podle
zakona nebo prava ekvity mit. Pfi pfedCasném
ukongeni této Smlouvy jsou Zdravotnické zafizeni a
Hlavni zkouS$ejici povinni: (i) vhodnym zplsobem
kontaktovat a ukoncit u¢ast v té dobé zapojenych
subjektd, (i) Studii dokoncit u Subjektl studie v dané
dobé do Studie zapojenych, pokud to vyzaduje
uznavana lékafska praxe, nebo (iii)) pfiméfené se
spolecnosti AbbVie spolupracovat a zaradit Subjekty
studie vdané dobé do Studie zapojené do jiného
pracovisté Studie.

13.

Subject Injury; Indemnification.

13.

PoSkozeni subjektu; odSkodnéni.

If during the course of the Study any injury occurs to a
Study subject as a result of: (i) the administration of
the Study Materials or (ii) the performance of Protocol-
mandated procedures on Study subjects that such
Study subjects would not have received but for their
participation in the Study (“Procedures”), in each
case in accordance with the Protocol (“Study Injury”),
AbbVie agrees to pay all reasonable medical
expenses necessary to treat such Study Injury and
provide other mandatory compensation as required by
Law, if applicable, provided that (A) Institution has not
submitted and does not submit such medical
expenses to a third party payor, and (B) such Study
Injury is not due to the natural progression of any pre-
existing disease or any underlying illness.

V pfipadé, Ze Subjekt studie bude béhem Studie
poskozen v dusledku: (i) podavani Materiall studie
nebo (ii) provadéni procedur vyzadovanych zavazné
Protokolem, a Subjekt studie by pfitom takovym
proceduram nebyl podroben, kdyby se Studie
nezucastnil (,Procedury), a v kazdém pfipadé bude
postupovano v souladu s Protokolem (,Poskozeni
vlivem studie®), AbbVie sjednava, Ze uhradi vSechny
pfiméfené |éCebné vydaje na |éCbu takového
Poskozeni vlivem studie a poskytne dalSi povinnou
kompenzaci pfipadné vyzadovanou Zakonem, za
prfedpokladu, ze (A) Zdravotnické zafizeni takové
IéCebné vydaje nepfedlozilo a nepfedlozi platci — treti
strané, a (B) Poskozeni vlivem studie neni zptsobeno
pfirozenym postupem jiz dfive existujiciho nebo
vychoziho onemocnéni.

AbbVie shall indemnify, defend and hold harmless
Institution, Principal Investigator, Institution Personnel
and Institution’s  officers and  management
(“Indemnitees”) for the cost of defense (until such
time as AbbVie assumes the defense thereof) and for
damages awarded (collectively, “Losses”) as a result
of any claim or lawsuit made by a third party as a
result of: (i) Study Injury; (ii) AbbVie’s or its
representatives  negligent acts or omissions,
recklessness, or intentional misconduct during the
Study; or (iii) AbbVie’'s use of the Study results.
AbbVie’s indemnification obligation applies only if: (A)
Study Materials are administered by Principal
Investigator and Institution Personnel and Procedures
are performed during the Study in accordance with the
Protocol, with accepted medical practice, and with any
other written instructions furnished by AbbVie, and (B)
Study data and results communicated to AbbVie by
Principal Investigator and Institution Personnel are not
misleading, inaccurate, or incomplete.

Spole¢nost AbbVie odSkodni, bude branit a zajisti
Zdravotnické  zafizeni, Hlavniho  zkou$ejiciho,
Personal zdravotnického =zafizeni a  vedouci
pracovniky a vedeni Zdravotnického zafizeni
(,Prijemci _odskodnéni”’) pro pfipad nakladd na
obhajobu (do doby, nez ji pfevezme spoleCnost
AbbVie) a pfiznanych nahrad 3$kody (spole¢né
JZtraty”), vyplyvajicich zlibovolného naroku nebo
soudniho Fizeni vzneseného ftfeti stranou v disledku:
(i) Poskozeni vlivem studie; (ii) nedbalosti nebo
opomenuti, unahlenosti ¢i Umysiného nespravného
jednani spole€nosti AbbVie nebo jejich zastupcu
béhem Studie; nebo (iii) pouziti vysledkl Studie
spolec¢nosti AbbVie. Povinnost spole¢nosti AbbVie
poskytnout odSkodnéni plati jen v pfipadé, Ze: (A)
Materialy studie jsou podavany Hlavnim zkous$ejicim a
Personalem studie a Procedury jsou béhem Studie
provadény v souladu s Protokolem, uznavanou
Iékarskou praxi a se vSemi dalSimi pisemnymi pokyny
poskytnutymi spole¢nosti AbbVie, a (B) Udaje ze
studie a vysledky sdélené spole€nosti AbbVie Hlavnim
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zkousejicim a Personalem studie nejsou zavadéjici,
nepresné nebo neuplné.

c. The foregoing agreement to indemnify, defend, and | ¢ VySe uvedeny slib poskytnout oddkodnéni PFijemctm
hold harmless Indemnitees is conditioned upon the odsSkodnéni a hajit je a zajistit je podminén
following obligations of Indemnitees to: nasledujicimi povinnostmi PFijemcut od$kodnéni:

(i) advise AbbVie of any claim or lawsuit, in writing (i) informovat spoleCnost AbbVie o kazdém
addressed to AbbVie, s. r. 0., Metronom Business uplatnéném naroku nebo soudnim fizeni, a to
Center, Bucharova 2817/13, Stodllky, 158 00 pisemné na adresu AbbVie, s. r. 0., Metronom
Praha 5, Ceska republika, attn. Josef Svoboda, Business Center, Bucharova 2817/13, Stodulky,
MD, PhD., Clinical Operations Manager, who 158 00 Praha 5, Ceska republika, k rukam MUDr.
shall forward the notification to AbbVie Inc., Josefa Svobody, PhD., Clinical Operations, ktery
Attention: Risk Management, Dept. 317, Bldg. takovy narok ¢i informaci o této skuteCnosti
AP34, 1 N. Waukegan Road, North Chicago, postoupi: AbbVie Inc., Risk Management, Dept.
lllinois 60064-3500, U.S.A., with a copy to 317, Bldg. AP34, 1 N. Waukegan Road, North
Attention: Legal, Dept. V323, 1 N. Waukegan Chicago, lllinois 60064-3500 U.S.A., s kopii na
Road, North Chicago, lllinois 60064, U.S.A., adresu Legal, Dept. V323, 1 N. Waukegan Road,
within fifteen (15) days after Indemnitees has North Chicago, lllinois 60064, U.S.A., a to do
received notice of said claim or lawsuit, or within patnacti (15) dnl poté, co PFijemci odSkodnéni
such other time frame so that AbbVie’s ability and obdrzeli oznameni o daném naroku nebo
rights to defend or settle such claim or lawsuit are soudnim Fizeni, nebo do takové doby, aby nebyla
not prejudiced; poskozena schopnost a prava spole€nosti AbbVie

se hajit nebo urovnat takovy narok nebo soudni
spor,;

(i) assist AbbVie and its representatives in the (i) pomoci spolecnosti AbbVie a jejim zastupcim pfi
investigation and defense of any lawsuit or claim vySetfovani a vedeni procesni  obrany
for which indemnification is provided; and v libovolném soudnim sporu a/nebo vzneseném

naroku, za ktery se poskytuje odskodnéni; a

(iii) not compromise or otherwise settle any such (iii) neuzavirat smir ani jinak neurovnavat zadny
claim or lawsuit without AbbVie’s prior written takovy vzneseny narok nebo soudni fizeni bez
consent. predchoziho pisemného souhlasu spolecnosti

AbbVie.

d. AbbVie's obligations to pay reasonable medical | d Povinnost spole¢nosti AbbVie uhradit v souvislosti
expenses or other mandatory expenses as defined by s Poskozenim vlivem studie pfiméfené IéCebné nebo
applicable Law in connection with a Study Injury, or to jiné povinné vydaje podle platnych Zakon(, nebo
indemnify, defend, or hold harmless shall not apply in povinnost odskodnit, hajit nebo zaijistit se nevztahuje
the event any Losses or Study Injury, respectively, are na Ztraty nebo Poskozeni vlivem studie, pokud je Ize
attributable to: (i) the negligence, recklessness or pri¢ist: (i) nedbalosti, unahlenosti nebo Umysinému
willful misconduct of, or failure to follow the Protocol nespravnému jednani Pfijemct odSkodnéni nebo
by, any of the Indemnitees, or (ii) Institution’s, nedodrzeni Protokolu nékterym z Pfijemcu
Principal Investigator's or Institution Personnel’s odskodnéni, nebo (i) poruseni nékteré povinnosti
breach of any obligations under this Agreement. dané touto Smlouvou ze strany Zdravotnického

zafizeni, Hlavniho zkouSejiciho nebo Personalu
zdravotnického zafizeni.

e. Institution and Principal Investigator shall indemnify, | e Zdravotnické zafizeni a Hlavni zkous$ejici od$kodni,
defend and hold harmless AbbVie Group, its officers, bude branit a zajisti Skupinu AbbVie, jeji vedouci
directors, employees, agents, and representatives, pracovniky, jednatele, zaméstnance, zmocnénce a
from and against any and all suits, claims, liabilities, zastupce pro pfipad vS8ech pravnich spor,
costs, damages, judgments and other expenses vznesenych narokll, odpovédnosti, nakladl, nahrad
(including, but not limited to, legal expenses) arising Skody, rozsudkl a dalSich vydaji (zejména nakladd
from the negligence, recklessness, willful misconduct na pravni zastoupeni), vzeslych z nedbalosti,
or breach of this Agreement by Institution, Principal unahlenosti, zamérného nespravného jednani nebo
Investigator or any of Institution’s Personnel. poruseni této Smlouvy ze strany Zdravotnického

zafizeni, Hlavniho zkouSejictho nebo nékoho z
Personalu zdravotnického zafizeni.
14. Insurance. Institution and Principal Investigator as | 14. Pojisténi. Zdravotnické zafizeni a Hlavni zkousejici

employee of the Institution, as a health care services
provider according to the Health Care Services Law,
shall maintain valid and sufficient insurance of liability
for detriment to health and damage relating to such
services in accordance with applicable Laws. AbbVie
shall maintain liability insurance for the conduct of the
Study in accordance with Section 52(3), (f) of the Act
on Pharmaceuticals. Upon request by a party, the

jakozto zaméstnanec Zdravotnického zafizeni, jako
poskytovatel zdravotnich sluzeb podle Zakona
0 zdravotnich  sluzbach je povinno mit platné
a dostate¢né pojisténi odpovédnosti za ublizeni na
zdravi a Skodu vzniklou pfi poskytovani danych sluzeb
v souladu s platnymi Z&kony. AbbVie je povinna mit
pojisténi odpovédnosti za Skodu vzniklou pfi
provadéni Studie vsouladu s § 52(3), (f) Zakona
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other party shall furnish evidence of such party’s
applicable insurance. Each party’s insurance coverage
shall comply with applicable Laws and insurance
guidelines.

o léCivech. Na zadost jedné strany strana druha
pfedlozi dikaz o platném pojisténi dané strany.
Pojistné kryti kazdé strany musi odpovidat platnym
ZakonUm a doporu€enym pojistnym postuptim.

15. Independent Contractor. Each party’s relationship to | 15. Nezavisly dodavatel. Vztah jedné strany k ostatnim
the other parties is that of an independent contractor, stranam je vztahem nezavislého dodavatele a ani
and neither party has authority to bind or act on behalf jedna strana nema pravo jinou stranu zavazovat nebo
of the other party. jednat jejim jménem.

16. Assignment. Institution may not assign this | 16. Postoupeni. Zdravotnické zafizeni nesmi bez
Agreement to any other party, or subcontract any of its pfedchoziho pisemného souhlasu spole¢nosti AbbVie
services hereunder, without AbbVie's prior written tuto Smlouvu postoupit Zadné jiné strané, ani formou
consent. Principal Investigator may not assign or subdodavky zadat Zadnou ze svych sluzeb podle této
subcontract any of his/her duties under this Smlouvy. Hlavni zkouSejici neni opravnén postoupit
Agreement to any other party. Any attempted své zavazky a povinnosti vyplyvajici mulji z této
assignment without AbbVie's prior written consent will Smlouvy na jakykoli jiny subjekt. Jakykoliv pokus o
be null and void and will constitute a material breach postoupeni bez pfedchoziho pisemného souhlasu
of this Agreement. Any permitted assignee shall spole¢nosti AbbVie bude neplatny a neucinny a bude
assume all obligations of Institution under this predstavovat zavazné poruseni této Smlouvy. Kazdy
Agreement. Assignment shall not relieve Institution of schvaleny postupnik na sebe pfevezme veskeré
responsibility for the performance of any accrued povinnosti Zdravotnického zafizeni vyplyvajici z této
obligation. Smlouvy. Postoupeni nezbavuje Zdravotnické

zafizeni odpovédnosti za splnéni vS8ech vzniklych
zavazk.

17. Subcontracting. In the event Institution subcontracts | 17. Subdodavatelé. V pfipadé, Ze Zdravotnické zafizeni
any aspect of Study performance to a subcontractor, néjakou ¢&ast provedeni Studie zada formou
Institution shall: (a) ensure each subcontractor's subdodavky subdodavateli, je povinno: (a) zajistit, aby
compliance with the requirements of this Agreement, kazdy subdodavatel dodrzoval pozadavky této
and (b) be responsible for any subcontractor's non- Smlouvy, a (b) nést odpovédnost za neplnéni
compliance with the terms and conditions of this podminek této Smlouvy ze strany subdodavatele ve
Agreement to the same extent that Institution would be stejné mirfe, vjaké by Zdravotnické zafizeni neslo
responsible if Institution were performing the odpovédnost, kdyby sluzby zadané formou
subcontracted services directly. If a subcontractor subdodavky poskytovalo pfimo. V pfipadé, ze
does not strictly adhere to the provisions of this subdodavatel nebude pfesné dodrZovat ustanoveni
Agreement, Institution shall promptly notify AbbVie této Smlouvy, Zdravotnické zafizeni bude okamzité
and AbbVie may immediately terminate this informovat spole¢nost AbbVie a AbbVie bude mit
Agreement. pravo tuto Smlouvu okamzité ukoncgit;

18. Notices. 18. Oznameni.

a. Routine communications regarding the conduct of the | a  Rutinni komunikace tykajici se provadéni Studie,
Study, including replacement of the individuals véetné nahrazeni osob identifikovanych na prohlaseni
identified on financial disclosure form shall be sent to o finan¢énich zajmech se zasilaji pracovnikovi
the AbbVie individual identified to Institution by AbbVie spolecnosti  AbbVie, kterého  AbbVie  sdéli
as the primary contact for the Study. Zdravotnickému zafizeni jako primarni kontakt pro

Studii.

b. All legal notices under this Agreement shall be in | b VSechna zakonna oznameni podavana na zakladé
writing, refer to this Agreement, and be sent by této Smlouvy musi byt vpisemné formé&, musi
recognized national or international overnight courier odkazovat na tuto Smlouvu a musi byt zaslana
or registered or certified mail, postage prepaid, return s doruéenkou uzndavanou mistni nebo mezinarodni
receipt requested, or delivered by hand to the legal non-stop kuryrni sluzbou, postou nebo doru¢ena
notice address set forth below. osobné na niZze uvedenou adresu pro zasilani

zakonnych oznameni.

If to Institution: Oznameni

] Zdravotnickému zafizeni:

I I

I I

I I

| I

|

If to AbbVie: with a copy to: Oznameni pro AbbVie: S kopii na adresu:

I I I

I I I [

s __________________ N | I | D
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Legal notices under this Agreement shall be deemed to
be duly given: (i) when delivered by hand; (ii) two days
after deposit with a recognized national or international
courier; or (iii) on the delivery date indicated in the return
receipt for registered or certified mail. A party may
change its legal notice address immediately by sending
written notice to the other party’s legal notice address as
set forth in this Section.

Veskera zakonna oznameni podavana na zakladé této
Smlouvy se povazuji za fadné podana: (i) jsou-li
doru¢ena osobnég; (i) dva dny po podani uznavané
mistni nebo mezinarodni kuryrni sluzbé nebo posté;
nebo (iii) dnem dodani uvedenym na doru€ence u
doporu¢eného zaslani. Strana mlzZe svou adresu pro
zasilani zakonnych ozndmeni zménit neprodlenym
zaslanim pisemného oznameni na adresu druhé strany
pro zasilani zakonnych oznameni, uvedenou v tomto
¢lanku.

19. Survival. Any other terms which by their intent or
meaning are intended to survive termination or
expiration of this Agreement shall so survive,
including, without limitation, the parties’ obligations
with respect to financial disclosure reporting and
conflict of interest disclosure and management, record
retention and audit rights, confidentiality, subject
confidentiality/data protection publicity, ownership,
publications, notification requirements with respect to
such party’s representations and warranties set forth
in Section 11(b), indemnification, and Study Injuries.

19.

Pretrvani. VSechny podminky, které svym cilem nebo
vyznamem maji pretrvat ukonceni nebo vyprSeni
platnosti této Smlouvy, pretrvaji, zejména pak zavazky
stran tykajici se hlaseni finan¢nich zajml a stfetu
zajmu a jejich fizeni, uchovavani zaznamu a prava na
audit, mic€enlivost, ochranu duvérnych informaci /
osobnich Gdaji, publicita, vlastnictvi, publikace,
poZadavky na oznamovani ujisténi a zaruk stran podle
¢lanku 11(b), odSkodnéni a PoSkozeni vlivem studie.

N

0. 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 shall not be
affected thereby.

. Oddélitelnost. Pokud bude jakékoliv ustanoveni, pravo

nebo napravny prostfedek uvedeny v této Smlouvé
shledan soudem pfisludné jurisdikce nevynutitelnym
nebo neudc€innym, nebude tim ovlivnéna platnost a
vynutitelnost zbyvajicich ustanoveni.

N

1. Counterparts. This Agreement is executed inthree
counterparts, each party obtaining one counterpart..

. Stejnopisy. Tato Smlouva muze je podepsana ve tfech

vyhotovenich, z nichz kazda smluvni strana obdrzi po
jednom.

N

2. Governing Law and Dispute Resolution. This
Agreement shall be governed by and construed in
accordance with the laws of the Czech Republic. 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 before the competent courts of the Czech
Republic.

. Rozhodné pravo a reSeni sporl. Tato Smlouva se

bude Fidit zakony Ceské republiky a bude vykladana
v souladu s nimi. Kazdy spor, neshodu nebo narok
vyplyvajici z této Smlouvy nebo s ni souvisejici, ktery
neni mozno vyfeSit do tficeti (30) dnd vzajemnou
dohodou smluvnich stran, budou Fesit pfislusné soudy
Ceské republiky.

N

3. Entire Agreement. This Agreement including, without
limitation, all exhibits hereto, contains the entire
understanding of the parties with respect to the
subject matter herein and supersedes all previous
agreements and undertakings with respect thereto. In
the event of a conflict between provisions of the
Protocol and this Agreement or any Exhibits, the
Protocol shall control with respect to matters of
science, medical practice, and Study subject safety.
In all other matters, the provisions of this Agreement
shall control. Neither this Agreement nor any of its
terms, including any attachment or Exhibit, may be
amended, restated, or otherwise altered except by
written agreement signed by the parties. The Czech
language version of this Agreement shall govern all
disputes hereunder.

. Cela Smlouva. Tato Smlouva vcetné mj. vSech jejich

pfiloh obsahuje uplnou dohodu stran tykajici se jejiho
pfedmétu a nahrazuje veSkeré souvisejici pfedchozi
dohody a umluvy. V pfipadé stfetu mezi ustanovenimi
Protokolu a této Smlouvy nebo libovolnymi jejimi
pfilohami bude mit v zalezZitostech védy, l|ékarské
praxe a bezpecnosti subjektu Studie prednost
Protokol. Ve vSech ostatnich zalezitostech budou mit
prednost ustanoveni této Smlouvy. Nic v této
Smlouvé ani zadné jeji podminky, véetné vSech pfiloh,
nelze doplnit, pfeformulovat nebo zménit jinak nez
pisemnou dohodou podepsanou stranami. Veskeré
spory vzeslé z této Smlouvy se budou Fidit jeji Ceskou
verzi.
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IN WITNESS WHEREOF, the parties have caused this
Agreement to be executed by their duly authorized
representatives.

NA DUKAZ TOHO strany nechaly tuto Smlouvu podepsat
svymi fadné opravnénymi zéstupci.

AbbVie s.r.o.

By/Podepsal:

Name/Jméno: Mgr. Jan Balzer
Title/Funkce: Country Clinical Operations Manager

Upon the power of attorney/Na zakladé
plné moci

Date/Datum:

By/Podepsal:

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum:

Fakultni nemocnice Brno

By/Podepsal:

Name/Jméno: MUDr. Roman Kraus, MBA

Title/Funkce: Director/Reditel

Date/Datum:
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