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SMLOUVA O KLINICKE STUDII

CLINICAL STUDY AGREEMENT

uzaviena podle § 1746 odst. 2 zdkona €. 89/2012 Sb. ObZanského
zakoniku a § 12 odst. 2 vyhlasky €. 226/2008 Sb., o spravné
klinické praxi a bliZzSich podminkach klinického hodnoceni IéCivych
pripravki, ve znéni pozdéjsich predpisu.

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

Smluvni strany:

1. AbbVie Deutschland GmbH & Co. KG se sidlem XxXxxxxx
(AbbVie Deutschland GmbH & Co. KG dale take jen
“AbbVle” nebo “zadavatel’), ;

2. Nemocnice Ceské Budéjovice, a.s., se sidlem B.Némcové
585/54, 370 01 Ceské Budgjovice, Ceska republika,
zastoupena: pfedsedou predstavenstva MUDr.
Bretislavem Shonem a mistopfedsedou predstavenstva
MUDr. Jaroslavem Novakem, MBA, IC: 260 68 877, DIC:
CZ260 68 877, spole€nost zapsana v obchodnim rejstfiku
vedeném Krajskym soudem v Ceskych Budé&jovicich, oddil
B, vlozka 1349 (,Zdravotnické zafizeni”);

3. MUDr. Olga Shonova, xxxxxxxx (,Zkousejici*)

AbbVie si pfeje zapojit Zdravotnické zafizeni a ZkouSejiciho do
provadéni klinické studie sponzorované spolec¢nosti AbbVie
(,Studie”) a tykajici se vyrobku AbbVie xxxxxx (jednotlivé i spolecné
.Hodnoceny IéCivy pfipravek”). Datem u€innosti této smlouvy
(,Datum u¢innosti”) je datum podpisu této Smlouvy o klinické studii
(,Smlouva”) posledni ze smluvnich stran.

VZHLEDEM K TOMU, Ze Abbvie s.r.o. jedna v Ceské Republice
jako zplnomocnény zastupce AbbVie Deutschland GmbH & Co.
KG, pficemz AbbVie Deutschland GmbH & Co. KG je ve smyslu §
51 odst. 2 pism. d) zakona €. 378/2007 Sb., o I&Civech, v platném
znéni, zadavatelem klinické studie v Evropské unii;

VZHLEDEM K TOMU, Ze Studie se ma provadét podle protokolu ¢.
XXXXX S nazvem ,XxXxxxxxx“, ktery AbbVie muze &as od casu
pisemné zmeénit (,Protokol),

strany se PROTO NYNI s ohledem na vzajemné sliby uvedené
v této Smlouvé dohodly nasledovné:

Contract Parties:

1. AbbVie Deutschland GmbH & Co. KG, with a registered
office xxxxxxxx (AbbVie Deutschland GmbH & Co. KG
hereafter “AbbVie” or “Sponsor”);

2. Nemocnice Ceské Budéjovice, a.s., B.Nemcove 585/54,
Ceské Budejovice 370 01, Czech Republic, represented
by: MUDr. Bfetislav Shon , Chairman of Board of Directors
and MUDr. Jaroslav Novak, MBA, Vicechairman of Board
of Directors, ldentification No.: 260 68 877, VAT ID No.:
Cz260 68 877, company registred in the Commercial
Register kept by the Municipal Court in Ceské Budg&jovice,
Section B, file 1349 (,Institution®);

3. MUDr. Olga Shonova, xxxxxxxxxx Republic (,Investigator)

AbbVie wishes to engage Institution and Investigator to conduct an
AbbVie-sponsored clinical study (the “Study”) in relation to the
AbbVie product xxxxx (individually and collectively, the “Study
Product”) effective as of the date this Clinical Study Agreement (the
“Agreement”) is fully executed (the “Effective Date”).

WHEREAS, AbbVie s.r.o. is acting as an authorized agent in the
Czech Republic of AbbVie Deutschland GmbH & Co. KG, who is in
accordance to § 51/2 d) Act no. 378/2007 Coll. on Pharmaceuticals
the Study sponsor in the European Union;

WHEREAS, the Study is to be conducted pursuant to Protocol No.
xxxxxx entitled “xxxxxxx,” which may be amended from time to time
in writing by AbbVie (the “Protocol”); and

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

1. Provadéni studie.

1. Conduct of Study.

(@ Zdravotnické zafizeni a Zkousejici budou provadét Studii
podle podminek této Smlouvy za dodrzovani Protokolu a vSech
dalSich pisemnych a opravnénych pokyn(, které AbbVie nebo jeho
zmocnénec mize ¢as od ¢asu poskytnout, pficemz vSechny tyto
pokyny se odkazem stavaji sou€asti této Smlouvy. ZkouSejici timto
potvrzuje, Ze si Protokol prostudoval a porozumél mu, na dikaz
¢ehoz pfipojil svlj podpis na Podpisové strané Protokolu.

@ Institution and Investigator will conduct the Study pursuant
to the terms of this Agreement and in adherence to the Protocol and
any other written and reasonable instruction that may be provided
from time to time by AbbVie or an AbbVie designee, all of which are
incorporated herein by reference. Investigator hereby acknowledges
reviewing and understanding the Protocol, as evidenced by the
Investigator’'s signature on the Investigator Agreement(s) contained
within the Protocol.

(b) Zdravotnické zafizeni a ZkouSejici poskytnou spole€nosti
AbbVie v8echny potfebné regulatorni dokumenty, které budou mit
k dispozici, a vSechny dalSi informace, které AbbVie bude
vrozumné mife pozadovat za potfebné k dodrzeni platnych
zakonu, pokud poskytnuti takovych dokumentl nebude branit
zakonna nebo smluvné prevzata povinnost micenlivosti nebo jiny
zavazek Zdravotnického zafizeni nebo Zkousejiciho.

(b) Institution and Investigator shall provide AbbVie with all essential
regulatory documents, which will be available to the site and any
other information reasonably required by AbbVie to comply with
applicable Laws, unless provision of such documents is restricted by
an existing legal or contractual obligation of confidentiality or other
obligation Institution and Investigator are bound with.
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(c) Pokud Zdravotnické =zafizeni nebo ZkouSejici navrhnou
zvefejnéni inzeradtd pro nabor subjektd Studie (vCetné, a to bez
omezeni, zvefejnéni na internetu nebo pouziti socialnich médii),
AbbVie takové inzeraty musi pfed pfedlozenim pfislusné EK
(definované nize) zkontrolovat a pisemné schvalit.

(c) If Institution or Investigator propose to publish any Study subject
recruitment advertisements (including, without limitation, any
website postings or use of social media), such advertisements
require the prior review and written approval by AbbVie in advance
of submission to the applicable EC (defined below).

(d) Zdravotnické zafizeni a ZkouSejici berou na védomi, ze (i) se
jednd o multicentrickou studii, (i) nabor bude probihat
kompetitivnim zpUdsobem, a Ze (iii) jakmile bude dosazeno
celkového cilového poctu subjektd ve Studii, bude nabor ukonéen
ve vSech centrech, véetné Zdravotnického zafizeni, a to bez ohledu
na to, zda Zdravotnické zafizeni a ZkouS$ejici splnili svdj individualni
cil naboru. V takovém pfipadé Zdravotnické zafizeni a ZkouSejici
na zékladé oznameni od spole¢nosti AbbVie okamzité ukonc&i nabor
novych subjektl. Maximalni pocet subjektd, pro nabor Zkousejiciho
ve Zdravotnickém zafizeni , je uveden v Pfiloze A této smlouvy.
Nesplnéni tohoto naborového cile nebude povazovano za poruseni
z&vazku Zdravotnického zafizeni ani Zkou$ejiciho.

(d) Institution and Investigator acknowledge that (i) the Study
involves participation of multiple sites; (ii) recruitment is competitive;
and (iii) when the enrollment goal for the Study as a whole is
reached, enrollment will be closed at all sites, including the
Institution, regardless of whether the Institution and Investigator
have reached their individual enroliment goal. In such event, upon
notice from AbbVie, Institution and Investigator shall immediately
stop enrollment of any new subjects. The maximum number of
subjects to be recruited by Institution and Investigator is provided in
Exhibit A of this Agreement. Failure to meet the recruitment target
will not be considered as a breach of the Institution’s or
Investigator’s obligations hereunder.

(f) Zdravotnické zafizeni a ZkouSejici berou na védomi a souhlasi
s tim, Ze urcité zavazky AbbVie podle této smlouvy jsou delegovany
na INC Research UK Limited, se sidlem na adrese XXxXxxx
(,CRQ"), pficemz za plnéni téchto zavazki odpovida nadale
AbbVie. Nebude-li sdéleno Zdravotnickému zafizeni a
ZkouSejicimu jinak, bude jako CRO vystupovat vzdy INC Research
UK Limited.

(f) Institution and Investigator acknowledge and agree that certain
obligations of AbbVie under this Agreement are delegated to: INC
Research UK Limited, with registered offices located in the xxxxxx
(“CRQ"), AbbVie shall still be responsible for fulfilment of the
obligations delegated hereunder. Unless Institution and Investigator
are otherwise notified, INC Research UK Limited will act as CRO.

2. ZkouSejici: Zdravotnické zafizeni potvrzuje a zaruuje, Ze
ZkousSejici je zaméstnancem Zdravotnického zafizeni a bude
jménem Zdravotnického zafizeni odpovidat za provadéni Studie.
Zdravotnické zafizeni souhlasi stim, Ze ZkouSejici nesmi byt
nahrazen jinym zkouSejicim bez pfedchoziho pisemného souhlasu
AbbVie. Pokud Zkousejici nebude chtit nebo nebude moci plnit své
povinnosti vyzadované touto Smlouvou, Zdravotnické zafizeni o
tom bude ihned informovat AbbVie a v dobré vife bude ve
spolupraci s ni hledat nahradniho zkouSejiciho, pfijatelného pro
AbbVie.

2. Investigator.  Institution represents and warrants that
Investigator is an employee of Institution and shall be responsible on
Institution’s behalf for the conduct of the Study. Institution agrees
that no other investigator may be substituted for Investigator without
the prior written consent of AbbVie. If Investigator becomes
unwilling or unable to perform the duties required by this Agreement,
Institution shall promptly notify AbbVie and coordinate with AbbVie
in good faith to promptly find a replacement investigator acceptable
to AbbVie.

3. Dodrzovani zakon.

3. Compliance with Law.

(@ Zdravotnické zafizeni i ZkouSejici prohlasuji, zaruduji
a zavazuji se, Ze Zdravotnické zafizeni i ZkouSejici dodrzuji a pfi
plnéni této Smlouvy budou dodrzovat vSechny platné zakony,
predpisy a doporu¢ené postupy, véetné — a to bez omezeni -
zakona o léCivech ¢&. 378/2007 Sb. v platném znéni (,Zakon
o IéCivech®), zakona o zdravotnich sluzbach ¢&. 372/2011 Sb.
v platném znéni (,Zakon o zdravotnich sluzbach®), vyhlasky ¢&.
226/2008 Sb. o spravné klinické praxi a blizSich podminkach
klinického hodnoceni pfipravkl v platném znéni, vyhlasky ¢&.
84/2008 Sb. o spravné lékarenské praxi a zpUsobu predepisovani
Ié€ivych pfipravkd v platném znéni (,Spravna lékarenska praxe),
vyhlasky €. 86/2008 Sb. o stanoveni zasad spravné laboratorni
praxe v oblasti IéCiv, a doplnkovych pravidel a predpist, které
mohou byt také €as od Casu upraveny (spolecné ,Zakon(y)*).
AbbVie zajisti povoleni Statniho Gstavu pro kontrolu 1&&iv (,SUKL*)
a etické komise (,EK®), zfizené a ustanovené v souladu s platnymi
zakony. AbbVie ohlasi SUKLu a EK (i) do $edesati (60) dni od
zahajeni Studie v Ceské republice misto a datum zahajeni Studie
a (ii) zavedeni vyznamnych dodatk( do Protokolu podle poZadavku
platnych pFedpistd. Zdravotnické =zafizeni a ZkouSejici budou
dodrzovat pokyny EK tykajici se provadéni Studie a budou
informovat spole¢nost AbbVie, pokud se kterykoliv z téchto pokynu
bude liSit od Protokolu. Zdravotnické zafizeni zajisti, aby Zkousejici
dodrzoval postupy stanovené pro zaznam a hlaSeni udajl

€)) Each of Institution and Investigator represents, warrants
and covenants that Institution and Investigator are in compliance
with and shall continue to comply, in the performance of this
Agreement, with all applicable laws, regulations, and guidelines,
including, without limitation, the Act on Pharmaceuticals No.
378/2007 Coll., as amended (“Act on Pharmaceuticals”), the Act on
Health Care Services No. 372/2011 Coll., as amended (“Health
Care Services Law”), Decree No. 226/2008 Coll., as amended, on
Good Clinical Practice and Detailed Conditions of Clinical Trials on
Medicinal Products, Decree No. 84/2008 Coll. on Good Pharmacy
Practice, as amended (“Good Pharmacy Practice”), Decree No.
86/2008 Coll. on Good Laboratory Practice in the Area of Medicines
and ancillary rules and regulations, as the same may be amended
from time to time (collectively, “Law(s)”). AbbVie shall obtain the
approval of the State Institute for Drug Control (“SUKL") and Ethics
Committee (“EC”), established and constituted in accordance with
applicable Laws. AbbVie shall notify SUKL and EC of (i) the date
and place of commencement of the Study within sixty (60) days from
its start in the Czech Republic and (i) the introduction of substantial
amendments to the Protocol as required by applicable regulations.
Institution and Investigator will comply with the directives of the EC
with respect to the conduct of the Study, and will notify AbbVie to
the extent any such directives vary from the Protocol. Institution
shall cause Investigator to observe the procedures set forth for
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zplsobem poZadovanym pfislu§nymi predpisy.

recording and reporting data as required by applicable regulations.

(b) Zdravotnické zafizeni a ZkouSejici souhlasi s tim, ze
pokud spole¢nost AbbVie nebo nékdo jiny jejim jménem uhradi
nebo poskytne bezplatné Materialy studie, Zafizeni (jak je oboji
definovano nize), jiné polozky nebo sluzby, Zdravotnické zafizeni,
jeho zaméstnanci (vC€etné, a to bez omezeni, ZkouSejiciho),
zastupci ani jiny personal (v€etng, a to bez omezeni, dil€ich
dodavatell a pfidruzenych spole¢nosti) nebude samostatné uctovat
nebo jinak vyzadovat proplaceni téchto Materiald studie, Zafizeni,
jinych poloZek nebo sluzeb od Zadné tfeti strany, v€etné, a to bez
omezeni, subjektu, libovolného soukromého poskytovatele pojisténi
nebo Uhrady zdravotnickych sluzeb, ani z zadného vladniho
programu nebo od jiného vefejného poskytovatele pojisténi.
Zdravotnické zafizeni, jeho zaméstnanci (v€etné ZkouSejiciho),
zastupci ani jiny personal (v€etng, a to bez omezeni, dil€ich
dodavateld a pfidruzenych spole¢nosti) jsou povinni dodrzovat
pfislusna pravidla komeréniho ¢&i vladniho programu a dalSich
platct pfipadné vyzadujici zvefejnéni faktu, Zze dané Materialy
studie, Zafizeni, jiné polozky nebo sluzby byly zaplaceny nebo
bezplatné poskytnuty spole€nosti AbbVie nebo jejim jménem.

(b) Institution and Investigator agree that if any Study
Materials, Equipment (as both are defined below), other items, or
services are paid for or provided without charge by or on behalf of
AbbVie, none of Institution, its employees (including, without
limitation, Investigator), agents, or other personnel (including,
without limitation, subcontractors and affiliates) shall separately bill
or otherwise seek reimbursement for such Study Materials,
Equipment , other items, or services from any third party including,
without limitation, the subject, any private provider of insurance or
health coverage, or any government program or other public
provider of insurance. In addition, Institution, its employees,
(including, without limitation, Investigator), agents, and other
personnel (including, without limitation, subcontractors and affiliates)
shall follow applicable commercial, government program, and other
payor rules that may require disclosure that such Study Materials,
Equipment , other items or services were paid for or provided by, or
on behalf of AbbVie without charge.

4. ProhlaSeni o finanénich zajmech; stfet zajmu.
Zdravotnické zafizeni pfed zahajenim Studie zajisti, aby ZkouS$ejici
i v8ichni dalSi zkou3ejici vyplnili a spole€nosti AbbVie zaslali
Prohlaseni o finanénich zajmech, které doda AbbVie. ZkouSejici
bere na védomi a bude se od néj vyzadovat, aby potvrdil, Ze on ani
zadni dalSi zkouSejici provadéjici Studii, ani jejich blizci pfibuzni
nesméji mit pfimy vlastnicky podil (véetné — a to bez omezeni -
prav duSevniho vlastnictvi nebo prav na autorské honorafe) na
za4dném Hodnoceném léCivém pfipravku ani nesméji byt odménéni
akciemi spole€nosti AbbVie vyménou za to, Ze jsou Zkou$ejicim
nebo dalSim zkouSejicim ve Studii. ZkouSejici i vSichni dalSi
zkousejici béhem doby trvani Smlouvy (definované dale) a po dobu
jednoho (1) roku po dokonc&eni Studie okamzité oznami spolecnosti
AbbVie vSechny zmény v pFesnosti ProhlaSeni o finanénich
zajmech. Zdravotnické zafizeni bude kromé toho dodrzovat veSkeré
platné pozadavky tykajici se podavani zprav a fizeni stfetu zajmu.

4, Financial Disclosure Certification; Conflicts of Interest.
Prior to the initiation of the Study, Institution will ensure that each of
Investigator and any subinvestigator completes and returns to
AbbVie the Financial Disclosure Certification provided by AbbVie.
Investigator understands and will be required to certify that
Investigator and all subinvestigators conducting the Study, and their
immediate families may not have a direct ownership interest
(including, without limitation, intellectual property rights or royalty
rights) in any Study Product, nor may they be compensated with
AbbVie securities in exchange for being an Investigator or
subinvestigator in the Study. Each of Investigator and any
subinvestigator will promptly notify AbbVie of any change in the
accuracy of the Financial Disclosure Certification during the Term
(as defined below) and for one (1) year following completion of the
Study. In addition, Institution will comply with all applicable
requirements regarding reporting and management of conflicts of
interest.

5. Materialni_zajiSténi Studie Vybaveni. AbbVie, nebo CRO
jménem AbbVie poskytne ZkouSejicimu bezplatné a vyhradné pro
ucely provadéni Studie dostate¢né mnozstvi Hodnoceného Ié¢ivého
pripravku a brozur pro zkousSejiciho, pfistup k elektronickému
systému zaznamu dat subjektl studie (Case Report Form, CRF) i
vSechny dalSi latky a materidly, které uvadi Protokol nebo které
AbbVie povazuje za nezbytné k provadéni Studie (spole¢né
.Materidly studie”). AbbVie, nebo CRO jménem AbbVie doda
pfislusny Hodnoceny IéCivy pfipravek a latky na Pracovisté nebo do
lékarny uréené Zdravotnickym zafizenim a/nebo ZkouSejicim.
Zdravotnické zafizeni a ZkouSejici zajisti spravny pfijem,
manipulaci, skladovani a pfipravu Hodnoceného lécivého pfipravku
a vSech dalSich latek patficné kvalifikovanym Iékarnikem podle
zdsad Spravné lékarenské praxe. Kromé toho poskytne AbbVie
prostfednictvim CRO Zkousejicimu zdarma xxxxxx (,Vybaveni“), a
to pouze pro pouziti Zdravotnickym zafizenim a Zkou$ejicim
vyhradné pro potfeby studie. VesSkeré Materialy studie, Zafizeni a
dalsi informace, které poskytne spole¢nost AbbVie v souvislosti s
touto Smlouvou, jsou a zlistanou vyluénym vlastnictvim spole¢nosti
AbbVie. ZkouSejici i Zdravotnické zafizeni prohlasuji, zaruéuji a
zavazuji se, ze:

5. Study Supplies, Equipment. AbbVie, or CRO on AbbVie’s
behalf, will provide to Investigator, at no cost and solely for use in
the conduct of the Study, sufficient quantities of Study Product,
investigator brochures, access to an electronic data capture system
for completing Case Report Forms (“CRFs”), as well as any other
compounds and materials that the Protocol specifies or as AbbVie
deems necessary to conduct the Study (together, the “Study
Materials”). AbbVie, or CRO on AbbVie’s behalf, will deliver such
Study Product and compounds to the Study site or pharmacy
designated by the Institution and/or the Investigator. Institution and
Investigator will ensure proper receipt, handling and storage, and
dispensing of the Study Product and any other compounds by a duly
qualified pharmacist according to Good Pharmacy Practice. In
addition, AbbVie, through CRO, will provide the Investigator with an
xxxxx (the “Equipment”) at no cost solely for use by Institution and
Investigator in the conduct of the Study. All Study Materials,
Equipment and other information provided by AbbVie in connection
with this Agreement are and will remain the sole property of AbbVie.
Each of Investigator and Institution represents, warrants and
covenants that:

(@ ZkousSejici bude za poskytnuté Materialy studie a Zafizeni
odpovidat.  Zkou$ejici po pfijmu Materialll studie a Zafizeni
provede jejich kontrolu a CRO pfijem a kontrolu pisemné potvrdi.

€)) Investigator shall be responsible for the Study Materials
and Equipment provided. Upon receipt of delivery, Investigator shall
inspect the Study Materials and Equipment and provide CRO with
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Pokud ZkouS$ejici dale zjisti, ze Materialy studie nebo Zafizeni jsou
poskozené, neprodlené to pisemné& CRO oznami. Stejné tak budou
CRO neprodlené informovat v pfipad€, Zze dodané Materialy studie
nebo Zafizeni budou nedostate¢né.

written confirmation of receipt and inspection. Additionally,
Investigator shall provide CRO prompt written notice of any
damaged Study Materials or Equipment upon becoming aware of
such damage and shall promptly notify CRO if the supplied Study
Materials or Equipment are inadequate;

(b) Materialy studie (i) musi byt uchovavany a musi se s nimi
zachazet v souladu s pisemnymi pokyny CRO a/nebo AbbVie,
uvedenymi na Stitku pfisluSnych Materiald studie, a v souladu
s platnymi regulatornimi pozadavky, a (i) nesmi se pouzit po
uplynuti vyznacené doby pouzitelnosti.

(b) the Study Materials (i) shall be stored and handled in
accordance with CRO’s and/or AbbVie’s written instructions, as set
forth in the labeling of the applicable Study Materials and in
accordance with applicable regulatory requirement(s) and (ii) will not
be used past their respective labeled expiration dates;

(c) Po dokonceni Studie, ukongeni platnosti Smlouvy nebo na
zadost CRO a/nebo spole€nosti AbbVie budou veskeré zbyvajici
nebo proslé Materialy studie vraceny spolec¢nosti AbbVie v souladu
s Protokolem, pisemnymi pokyny spole¢nosti AbbVie a v souladu
s pfislusnymi predpisy tykajicimi se zasilani takovych Material(
studie.

(c) upon conclusion of the Study, termination of the Agreement
or at CRO’s and/or AbbVie’s request, any remaining or expired
Study Materials will be returned to AbbVie in accordance with the
Protocol, AbbVie’s written instructions and in compliance with
applicable requirements governing the shipment of such Study
Materials;

(d) ZkouSejici bude vést odpovidajici zaznamy o pouziti Materiald
studie, véetné — a to bez omezeni — dat, mnozZstvi a pouziti ze
strany subjekt(l Studie; a

(d) Investigator shall maintain adequate records of the disposition of
Study Materials including, without limitation, dates, quantity and use
by Study subjects; and

(e) Po dodani Vybaveni ZkouSejici bude (i) Vybaveni pouzivat
vyhradné k provadéni Studie a nikoliv pro jakékoli jiné studie nebo k
jakymkoli jinym uaceldm, (ii) pouzivat Vybaveni v souladu s
uzivatelskou pfiru€kou a/nebo jinymi pokyny, ktery byly poskytnuty
spole¢né s Vybavenim, (iii) zabezpecit Vybaveni tak, aby bylo
zajiSténo proti neopravnénému uziti (véetné jakéhokoli uziti, které
nesouvisi se studii), kradezi nebo poskozenim. V kazdém pfipadé,
Zkousejici bude pouzivat stejnou miru ochrany, jakou poskytuje
vlastnimu vybaveni nebo vybaveni Zdravotnického zafizeni
stejného druhu a hodnoty. Pokud dojde ke ztraté nebo odcizeni
Vybaveni, uhradi Zdravotnické zafizeni naklady na nahradu
Vybaveni v plné vysi, kterd je odhaduta na xxxxxx. Timto neni
dotéen regresni narok Zdravotnického zafizeni vic¢i ZkouSejicimu.
lhned po skonéeni Studie, nebo po pred€asném ukoncéeni této
smlouvy, Zdravotnické zafizeni vrati Vybaveni na adresu
specifikovanou CRO nebo AbbVie zplsobem pfiméfené uréenym
CRO nebo AbbVie, a to na naklady AbbVie. ABBVIE ANI CRO
NEBUDOU V ZADNEM PRIPADE ODPOVEDNI ZA ZADNE
NAHODNE, NEPRIME NEBO NASLEDNE SKODY VE SPOJENI S
POUZIVANIM VYBAVENI, A TO ANI KDYZ NA MOZNOST JEJICH
VZNIKU BYLI UPOZORNENI, POKUD TAKOVE SKODY VZNIKLY
NEDBALOSTI, NEOPATRNOSTi €I UMYSLNYM CINEM
POSKYTOVATELE ZDRAVOTNICH SLUZEB, ZKOUSEJICIHO
NEBO KTEREKOLI PRIJIMAJICI STRANY,

(e) Upon AbbVie’s or CRO’s delivery of the Equipment to
Investigator, Investigator shall (i) use the Equipment solely for the
conduct of the Study and not for any other study nor for any other
use, (i) use the Equipment in accordance with the user manual
and/or other instructions provided with the Equipment, and (iii)
maintain the Equipment in a secure manner designed to protect
such Equipment from unauthorized use (including any use that is
not related to the Study), theft, or damage. In any event,
Investigator shall exercise the same degree of care with respect to
the Equipment that Investigator exercises with respect to her own or
Institution’s equipment of similar type and value. If the Equipment is
lost or stolen, Institution shall pay the full replacement cost of the
Equipment, which is estimated at xxxxxx. Nothing in the present
Agreement affects the right of the Institution to seek recovery from
Investigator. Promptly following the completion of the Study or
earlier termination of this Agreement, Institution shall, at AbbVie’s
expense, return the Equipment to the address specified by CRO or
AbbVie and in a manner reasonable directed by CRO or AbbVie. IN
NO EVENT SHALL ABBVIE OR CRO BE LIABLE FOR ANY
INCIDENTAL, INDIRECT, OR CONSEQUENTIAL DAMAGES IN
CONJUNCTION WITH THE USE OF THE EQUIPMENT, EVEN IF
ADVISED OF THE POSSIBILITY OF THE SAME, IF SUCH
DAMAGES WERE CAUSED BY INSTITUTION’S,
INVESTIGATOR'S OR ANY RECEIVING PARTY’S NEGLIGENCE,
RECKLESSNESS OR WILFULL MISCONDUCT

6. Dodavani zprav o postupu: ZkouSejici na zadost
spole¢nosti AbbVie nebo CRO pfedlozi Ustni nebo pisemné zpravy
o postupu Studie. Pokud spole€nost AbbVie neda jiné pisemné
pokyny, ZkouSejici do Ctyficeti péti (45) dnd po provedeni nebo

6. Delivery of Progress Reports. Upon AbbVie’'s or CRO’s
request, Investigator will submit oral or written reports on the
progress of the Study. Within forty-five (45) days following the
completion or termination of the Study, Investigator will furnish

ukon€eni Studie poskytne spoleCnosti AbbVie nebo CRO | AbbVie with the following, unless AbbVie or CRO directs otherwise
nasledujici informace: in writing:

(@ kone&nou zpravu o Studii pfipravenou ZkousSejicim pro EK; | (a) the final report on the Study prepared by Investigator for
a the EC; and

(b) veSkeré Udaje, zpravy a jiné informace vytvorené | (b) all data, reports and other information generated in relation
v souvislosti se Studii. to the Study.

7. Monitorovani a audity; Uchovani zaznami. 7. Monitoring and Audits; Record Retention.
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@ Zdravotnické zafizeni umozni spolecnosti AbbVie a kazdé | (a) Upon reasonable advance notice and during normal

osobé& poveéfené spolec¢nosti AbbVie, vEetné CRO pfistup na
v8echna pracovisté, na kterych se provadi Studie, véetné vSech
Iékaren, které pfipravuji Hodnocené IéCivé pripravky a/nebo dalSi
latky, a to na zakladé oznameni podaného s dostatenym
predstihem a v bézné pracovni dobé (nebo v jinou sjednanou dobu)
a za UCelem monitorovani provadéni Studie, v&etné pfijmu,
manipulace, uchovavani a pfipravy Hodnoceného IéCivého
pFipravku a/nebo dalSich latek, a také za ucelem auditu zaznamd,
CRF, zdrojovych dokumentt a jinych dat tykajicich se Studie. Cilem
je ovéfit, zda Zdravotnické zafizeni a ZkouSejici pIni své povinnosti
uvedené v této Smlouvé. Zdravotnické zafizeni provadi revizi
takovych zaznami, zdrojovych dokumentd a jinych udajd,
potfebnou ze zakona za uUCelem ochrany Gdajii o subjektu
v souladu s Odstavcem 10 (Davérnost Udaju o subjektu; Ochrana
dat) této Smlouvy. Pokud spole€nost AbbVie nebo CRO jménem
AbbVie v dasledku svého monitorovani nebo auditu poZaduje
opravny nebo preventivni Ukon, Zdravotnické zafizeni v€as sestavi
a zavede plan opravnych a/nebo preventivnich Ukond. Pravo
spole€nosti AbbVie na provadéni auditu bude platit po celou dobu,
po kterou bude Zdravotnické zafizeni povinno podle Odstavce 7(c)
archivovat dokumenty Studie.

business hours (or as otherwise agreed), Institution will permit
AbbVie and any AbbVie designee, including CRO, 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 of the Study Product and/or other compounds, as
well as to audit records, CRFs, source documents, and other data
relating to the Study to verify Institution’s and Investigator's
compliance with their obligations herein. Institution shall redact
such records, source documents, and other data as may be legally
required to protect subject confidentiality consistent with Section 10
(Subject Confidentiality; Data Protection) of this Agreement. If, as a
result of monitoring or auditing, AbbVie or CRO on AbbVie’s behalf,
requests corrective or preventive action, Institution shall comply with
the timely creation and implementation of a corrective and/or
preventive action plan. AbbVie’s right to audit shall survive for as
long as Institution is required to retain the Study documents as set
forth in Section 7(c).

(b) Pokud to nezakazuje zakon, Zdravotnické zafizeni a/nebo
ZkouSejici bude informovat spoleénost AbbVie okamzité poté, co
obdrzi z kteréhokoliv regulatornino organu jakékoliv Zadosti
o kontrolu nebo pfistup k dokumentdm tykajicim se Studie, a
(i) umozni takovym organum provést kontrolu & mit pfistup na
Pracovisté a ke véem dokumentim souvisejicim se Studii, v¢etné
zdrojovych dokumentll a zprav, a (ii) poskytne spole¢nosti AbbVie
neprodlené kopii vSech dokumentu, které od takovych regulatornich
organt obdrzi, nebo které jim poskytne. V pfipadé vydani
regulatorniho vyjadfeni nebo oznameni tykajiciho se sluzeb
provadénych podle této Smlouvy souhlasi Zdravotnické zafizeni a
ZkouSejici s tim, Ze pokud to nebude zakdzadno zakonem,
poskytnou spole¢nosti AbbVie do patnacti (15) dnG od obdrzeni
daného regulatorniho vyjadfeni nebo oznameni jeho souhrn, ktery
obsahuje vysvétleni (i) problému zjiSténych regulatornim organem,
(i) v8ech navrhovanych reakci na vyznamné problémy zjisténé
regulatornim organem a (iii) uplatnitelnosti daného regulatorniho
vyjadfeni nebo oznameni na sluzby poskytované na zakladé této
Smiouvy.

(b) Unless prohibited by Law, Institution and/or Investigator will
notify AbbVie immediately upon receiving any requests by any
regulatory authority to inspect or have access to documents related
to the Study and will (i) allow such authorities to inspect or have
access to the Study site and any documents related to the Study,
including, source documents and reports and (ii) promptly provide
AbbVie with a copy of any documents received from or provided to
such regulatory authorities. In the event a regulatory citation or
notice is issued which relates to the services under this Agreement,
Institution and Investigator agree, unless prohibited by Law, to
furnish to AbbVie within fifteen (15) days of receipt of such
regulatory citation or notice, a summary of such regulatory citation
or notice that includes an explanation of (i) the issues identified by
the regulatory authority, (ii) any proposed response to the significant
issues identified by the regulatory authority, and (iii) the applicability
of such regulatory citation or notice to the service(s) provided
hereunder.

(c) Zdravotnické zafizeni a ZkousSejici budou dokumenty
Studie archivovat v souladu s platnymi zakony nebo Protokolem,
podle toho, ktera doba uchovani je delSi. Zdravotnické zafizeni
bude na zadost a na naklady spole¢nosti AbbVie dokumenty Studie
uchovavat i po dobu delSi, nez je vySe popsana doba ulozeni. Nez
Zdravotnické zafizeni odstrani né&jaké dokumenty Studie ze svého
archivu, oznami to spole¢nosti AbbVie minimalné Sedesat (60) dnu
predem.

(c) Institution and Investigator shall retain the Study
documents in accordance with the applicable Laws or the Protocol,
whichever retention period is longer. At AbbVie's request and
expense, Institution shall retain the Study documents for an even
longer period than the retention period described above. Institution
shall provide AbbVie at least sixty (60) days’ written notice before
deleting any Study documents from its files.

8. Odména.

8. Compensation.

(a) Platebni povinnosti dle této smlouvy byly delegovany
spole¢nosti AbbVie na CRO. Zdravotnické zafizeni souhlasi s tim,
ze se bude snazit uplatnit svoje pravo na odménu u CRO.
V pfipadé, ze CRO neprovede v(c¢i Zdravotnickému zafizeni
nékterou z plateb za sluzby provadéné v souladu s touto smlouvou
a ve vysi stanovené v rozpoctu Studie (,Rozpocet®) pfipojeny k této
smlouvé jako pfiloha A, AbbVie provede takovou platbu jako
zodpovédna osoba. Veskeré Castky uvadéné v této smlouvé jsou
bez DPH. DPH bude pfipo¢tena v pfipadech, kdy to vyZaduje
zakon.

€)) Payment obligations under this Agreement have been
delegated by AbbVie to CRO. The Institution agree that the
Institution shall first seek redress from the CRO for compensation.
In the event that CRO does not make any of the payments due to
Institution for services performed in accordance with this Agreement
and in the amounts set forth in the Study budget (“Budget”) attached
hereto as Exhibit A, AbbVie will make such payment as a
responsible entity. All amounts listed in this Agreement are VAT
exclusive.VAT will be added in cases where it is required by law.
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(b) Spole€nost AbbVie, prostfednictvim CRO za poskytnuté
sluzby  Zdravotnického zafizeni a  ZkouSejiciho  uhradi
Zdravotnickému  zafizeni odménu a naklady v souladu
s podminkami Rozpo¢tu a Platebniho harmonogramu, pfipojenych
k této Smlouvé jako Ptiloha A (“Rozpocet”). Rozpocet je zalozen
na Uplném poskytnuti sluzeb pfedvidanych touto Smlouvou a na
uplném splnéni podminek této Smlouvy (véetné Protokolu). Smluvni
strany souhlasi s tim, ze C&astky plateb uvedené v Rozpoctu
predstavuji pfiméfenou trzni hodnotu sluzeb, které maji byt
poskytnuty, a nebyly uréeny zplsobem, ktery bere v Gvahu objem
nebo hodnotu jakychkoliv doporu¢eni nebo obchodd jinak
pfedanych nebo uzavienych mezi Zdravotnickym zafizenim a
spole€nosti AbbVie.

(b) AbbVie, through CRO, shall pay Institution compensation
and costs for services performed by Institution and Investigator in
accordance with the terms of the Budget Summary and Payment
Schedule attached hereto as Exhibit A (the “Budget”). The Budget
is based on the full performance of services contemplated in this
Agreement and full compliance with the terms of this Agreement
(including the Protocol). The parties agree that the amounts for
payments set forth in the Budget 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 or among Institution and
AbbVie.

(c) Zdravotnické zafizeni a ZkouSejici berou na veédomi
a sjednavaji, Ze ani spole¢nost AbbVie ani CRO nebude kromé
Odstavce 14(c) provadét zadné pfimé platby Zkousejicimu, dalSim
zkous$ejicim ¢€i jinému persondlu pracujicimu na Studii. Jedinou
Uhradu za sluzby poskytnuté na zakladé této Smlouvy zaplati
AbbVie prostfednictvim CRO Zdravotnickému zafizeni tak, jak je
uvedeno ve Smlouvé. AbbVie ani CRO nebudou Zkous$ejicimu
poskytovat zadné platby za jim vykonanou Ccinnost dle této

(c) Subject to Section 14(c), Institution and Investigator
understand and agree that neither AbbVie nor CRO will not make
any direct payments to Investigator, subinvestigators or other
personnel working on the Study. The only payment for services
performed under this Agreement will be made by AbbVie, through
CRO, to Institution as set forth in the Agreement. Neither AbbVie or
CRO will provide Investigator with any payments for services
performed in accordance to this Agreement, Payments for

smlouvy,. Odména bude poskytnuta ZkouSejicimu pFimo | Investigator will be provided directly from the Institution in
Zdravotnickym zafizenim dle dohody mezi nimi sjednané. accordance with the agreement between Institution and Investigator.
(d) V pfipadé pred€asného ukonéeni této Smlouvy | (d) In the event of early termination of this Agreement for any
z jakéhokoliv divodu CRO uhradi Zdravotnickému zafizeni | reason, CRO shall pay Institution on a pro-rated basis for any

pomérnou ¢astku za sluzby, které byly poskytnuty v souladu
s podminkami této Smlouvy, a vydaje vzniklé v souladu s ¢astkami
uvedenymi v Rozpodtu.

services that have been performed in accordance with the terms of
this Agreement and reimburse expenses incurred in accordance
with the budgeted amounts set forth in the Budget.

(e) Ani Spole¢nost AbbVie ani CRO nebudou hradit navstévy
subjektd nebo jejich Ié€eni, které nebude odpovidat Protokolu, ani
nebude platit za neuplné a nepfesné udaje obsazené v CRF. Pokud
CRO jiz za takové sluzby dopfedu zaplatila, pfeplatek bude odecten
z konecné platby popsané v Odstavci 8(h) nize. Pokud Protokol
vyZzaduje poskytnuti dalSich sluzeb souvisejicich se Studii (napf.
zafazeni dalSich subjektd nebo dal$i testovani zafazenych
subjektd), pouziji se k vypoctu dalsi odmény naklady na procedury
uvedené v Dodatku 1 k Priloze A (Naklady na Subjekt). AbbVie
poskytne pouze uhradu za Pfimé poSkozeni subjektu (definované
nize) podle Odstavce 17 (Pfimé poSkozeni subjektu).

(e) Neither AbbVie nor CRO will not pay for subject visits or
treatments in violation of the Protocol or for the data contained in a
CRF that is not complete and accurate. If CRO has previously paid
for such services, the overpayment will be deducted from the final
payment, as described in Section 8(h) below. If additional services
related to the Study (e.g., for additional subjects enrolled or for
additional testing for enrolled subjects) are required by the Protocol,
then the per procedure costs set forth in Attachment 1 to Exhibit A
(Subject Costs) shall be used to calculate the additional
compensation. AbbVie shall only pay for Subject Direct Injury (as
defined below) as provided for in Section 17 (Subject Direct Injury).

) Zkousejici doda CRO podrobny prehled sluzeb, které
poskytl, a to na zakladé kontrol, na které se subjekty Studie
dostavily. CRO poskytne Zdravotnickému zafizeni podklady se
souhrnem CRF obdrzenych v ramci Studie na zakladé informaci od
Zkousejiciho. Tento souhrn bude slouzit Zdravotnickému zafizeni
jako podklad pro fakturaci a bude pfilozen k faktufe. Platba bude
provedena bankovnim pfevodem na cislo uctu Zdravotnického
zarizeni, uvedené v Rozpodtu.

) Investigator shall provide to CRO the detailed services
performed by Investigator based on visits completed by Study
subjects. CRO will provide supporting documents to Institution
summarizing the CRFs received for the Study based on the
information from the Investigator. This summary will serve as the
basis for the Institution to issue the invoice and will be attached to
the invoice. The payment will be made by bank transfer to the
account number of the Institution set forth in the Budget.

(9) Zdravotnické zafizeni a ZkouSejici souhlasi s tim, ze
v pfipadé sporu o platbu nebude Zdravotnické zafizeni ani
ZkouSejici do vyfeSeni sporu zadrzovat data Studie nebo
informace, protoze jejich zadrzeni mize Studii zplUsobit nevratnou
Skodu.

(9) Institution and Investigator agree that in the event of a
payment dispute, neither Institution nor Investigator shall withhold
Study data or information pending resolution of the dispute because
such withholding may cause irreparable harm to the Study.

(h) Konec¢na platba Zdravotnickému zafizeni na zakladé této
Smlouvy bude doprovazena finanénim odsouhlasenim a bude
splatna po poskytnuti vSech sluzeb zamyslenych touto Smlouvou,
dodani vSech CRF spole¢nosti AbbVie a dodani vSech dalSich
poloZek popsanych v Odstavci 6 (Zprav o postupu) této Smlouvy.
V pfipadé pred€asného ukonéeni smlouvy bude konecna platba

(h) The final payment due to Institution under this Agreement
will be accompanied by a financial reconciliation and shall be
payable upon completion of all services contemplated hereunder,
delivery to AbbVie of all CRFs, and all other items described in
Section 6 (Delivery of Progress Reports) of this Agreement. In case
of early termination hereof, the final payment shall be made for
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poskytnuta za  sluzby poskytnuté do pred€asného ukonceni
smlouvy. Pokud ma CRO narok na vraceni jakychkoliv zalohovych
poplatkl nebo preplatkll, Zdravotnické zafizeni takovou c¢astku
uhradi CRO na INC Research UK Limited, xxxxxxxx. VSechny
platby, které ma jedna strana uhradit druhé na zakladé finan¢niho
odsouhlaseni, budou zaplaceny do xxxxxx dnli od data oznameni a
faktury na splatnou ¢&astku. VSechny nahrady pro CRO musi
doprovazet podplrna dokumentace s kopii zaslanou na AbbVie
kontakt uvedeny v Odstavci 23 (Oznameni) této smlouvy.

services provided hereunder up to the time of the early termination.
If CRO is due a refund for any unearned fees or overpayments,
Institution shall remit the amount of such refund to CRO at: INC
Research UK Limited, xxxxxxx. Any payments due from one party
to the other under the reconciliation shall be made within xxxxxx
days of the notice and invoice of amount due. Any refunds to CRO
shall be accompanied by supporting documentation and copied to
the AbbVie contact set forth in Section 23 (Notices) of this
Agreement.

9. Micenlivost.

9. Confidentiality.

(a) Zdravotnické zafizeni, jeho zaméstnanci, v€etné - a to bez
omezeni - Zkou$ejiciho, dalSich zkous$ejicich, zastupcl a dalsiho
personalu (v€etné, a to bez omezeni, dil¢ich dodavatell
a pfidruzenych spole¢nosti) (spole¢né jako ,Pfijimajici strana”)
béhem doby trvani této Smlouvy véetné vSech jejich prodlouzeni,
a po dobu deseti (10) let po vyprSeni nebo ukonéeni této Smlouvy
nesmi bez pfedchoziho pisemného souhlasu spolecnosti AbbVie
sdélit Davérné informace Zzadné treti strané ani je pouzit pro
libovolny jiny ucel nez ten, ktery je uveden v této Smlouvé. Bez
ohledu na vySe uvedené budou zavazky mi€enlivosti a nepouzivani
zadnych Duvérnych informaci ozna¢enych spole¢nosti AbbVie jako
obchodni tajemstvi v platnosti po takovou dobu, po jakou dané
Dlvérné informace budou mit podle pFislusnych zakonl charakter
obchodniho tajemstvi. ,Divérné informace” budou zahrnovat
vSechny informace poskytnuté Pfijimajici strané spole¢nosti AbbVie
nebo CRO nebo jejim jménem, véetné — a to bez omezeni —
Protokolu, Material studie a vSech material(i, datovych vysledku a
informaci, které se tykaji spoleCnosti AbbVie nebo Studie nebo
které se objevily v disledku provadéni Studie, kromé jakychkoliv
jejich &asti, které:

€)) During the Term of this Agreement, including any
extensions thereof, and for a period of ten (10) years after the
expiration or termination of this Agreement, Institution, its
employees, including, without limitation, Investigator,
subinvestigators, agents, and other personnel (including, without
limitation, subcontractors and affiliates) (collectively, “Receiving
Party”) shall not disclose Confidential Information to any third party
or use Confidential Information for any purpose other than that
indicated in this Agreement without AbbVie's prior written consent.
Notwithstanding the foregoing, obligations of confidentiality and non-
use with respect to any Confidential Information identified as a trade
secret by AbbVie shall remain in place for so long as the applicable
Confidential Information retains its status as a trade secret under
applicable law. “Confidential Information” shall include any
information provided to Receiving Party by or on behalf of AbbVie or
CRO, including, without limitation, the Protocol, Study Materials, and
all materials, data results, and information concerning AbbVie or the
Study or developed as a result of conducting the Study, except any
portion thereof which:

0] byly znamy Pfijimajici strané pfed jejich pfijetim, coz
dokazuiji jeji pisemné zaznamy;

0] is known to the Receiving Party prior to receipt, as
evidenced by its written records;

(i) byly poskytnuty PFijimajici strané tfeti stranou, kterd ma
pravo na takové zvefejnéni nedivérnym zpusobem; nebo

(i) is disclosed to the Receiving Party by a third party who has
a right to make such disclosure in a nonconfidential manner; or

(iii) jsou nebo se stanou vefejné znamymi, aniz by doSlo
k pochybeni Pfijimajici strany.

(iii) is or becomes part of the public domain through no fault of
the Receiving Party.

(b) Zdravotnické zafizeni a ZkouS$ejici vrati nebo zni€i
vSechny Davérné informace do &tyficeti péti (45) dna od provedeni
nebo ukonéeni Studie, avSak za predpokladu, Zze si Zdravotnické
zafizeni a ZkouSejici ponechaji jednu (1) kopii Divérnych informaci
ve svém davérném archivu, a to vyhradné k tomu, aby dodrzeli
Odstavec 7 této Smlouvy, a pro archivni ucely.

(b) Within forty-five (45) days following the completion or
termination of the Study, Institution and Investigator shall return or
destroy all Confidential Information, provided, however, Institution
and Investigator shall retain one (1) copy of Confidential Information
in its confidential files solely to comply with Section 7 of this
Agreement and for archival purposes.

(c) Nic z toho, co je v této Smlouvé, nebude vykladano jako
omezeni Pfijimajici strany zvefejnit Davérné informace, pokud to
vyzaduje zakon nebo soudni pfikaz nebo jiny vladni pfikaz nebo
zadost, pficemz Pfijimajici strana to v kazdém pfipadé spolecnosti
AbbVie okamzité pisemné oznami (a v kazdém pfipadé minimalné
pét (5) pracovnich dnl pfedem, pokud to nezakazuje zakon), aby
umoznila spole€nosti AbbVie podniknout kroky k ochrané svych
Dlvérnych informaci. V pfipadé, Ze nebude ziskan zadny ochranny
pfikaz ani jiny opravny prostfedek, nebo pokud se spolecnost
AbbVie vzda dodrzeni podminek tohoto Odstavce 9, Pfijimajici
strana poskytne pouze tu ¢ast DUvérnych informaci, ktera je na
zakladé vyjadfeni pravniho poradce ze zakona pozadovana.
Prijimajici strana kromé toho adekvatné povoli spole¢nosti AbbVie,
aby se pokusila dostupnymi pravnimi prostfedky dané zvefejnéni
omezit.

(c) Nothing in this Agreement will be construed to restrict
Receiving Party from disclosing Confidential Information as required
by Law or court order or other governmental order or request,
provided in each case Receiving Party shall give AbbVie prompt
written notice (and in any case at least five (5) business days’ notice
unless prohibited by law) to allow AbbVie to take action to protect its
Confidential Information. In the event that no protective order or
other remedy is obtained, or AbbVie waives compliance with the
terms of this Section 9, Receiving Party shall furnish only that
portion of the Confidential Information which it is advised by counsel
as being legally required. In addition, Receiving Party shall
appropriately permit AbbVie to attempt to limit such disclosure by
appropriate legal means.
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(d) Zadna PFijimajici strana neposkytne spoleénosti AbbVie
nebo CRO zadné informace, které jsou pro néjakou treti stranu
divérné nebo chranéné, pokud Zdravotnické zafizeni neobdrzelo
pfedchozi pisemné schvaleni jak tfeti strany, tak i spoleCnosti
AbbVie.

(d) No Receiving Party will disclose to AbbVie or CRO any
information which is confidential or proprietary to a third party unless
Institution has first obtained the prior written approval of both such
third party and AbbVie.

10. Duavérnost dat subjektd; Ochrana dat.

10. Subject Confidentiality; Data Protection.

(@ Smluvni strany budou dodrzovat vSechny zakony tykajici
se utajeni subjektu Studie a ochrany dat, v€etné — a to bez omezeni
— téch opatfeni, ktera byla ulozena kontrolujicim osobam zakonem
€. 101/2000 Sb. o ochrané osobnich Udaji v platném znéni, a
zakonem ¢&. 372/2011 Sbh., o zdravotnich sluzbach, v platném znéni.
ZkouSejici bude odpovédny za to, Ze od kazdého subjektu Studie
pred jeho Ucasti ve Studii ziska podpis na formulafi informovaného
souhlasu a autorizaéniho dokumentu (,ICF*). ICF musi dovolit
spolec¢nosti AbbVie a jejim zastupclim, véetné CRO, zapojenym do
Studie nebo hodnoticim Studii, aby méli k idajim ze Studie pfistup,
zpracovavali je, ziskavali kopie, pfevadéli je a ukladali. Kazdy ICF
musi odpovidat (i) Protokolu, (ii) Harmonizovanym ftripartitnim
pokyndm pro Spravnou klinickou praxi (ICH) Mezinarodni
konference pro harmonizaci; (i) vSem platnym zakondm
a zakonnym nafizenim; a (iv) musi jej pisemné schvalit EK
a AbbVie. Zdravotnické zafizeni a ZkouSejici sjednavaji, Ze budou
subjekty Studie v ICF informovat o tom, ze Zdravotnické zafizeni
a ZkouSejici dostavaji pro provadéni Studie podporu od AbbVie.
Ugast subjektu Studie ve Studii bude mozna po podepsani fadného
ICF.

(a) The parties will comply with all Laws regarding Study
subject confidentiality and data protection including, without
limitation, those imposed on Data Controllers by Act No. 101/2000
Coll. on Protection of Personal Data, as amended from time to time
and Act No 372/2011 Coll. On Health services, as amended.
Investigator will be responsible for obtaining a signed Informed
Consent Form and authorization document (“ICE”) from each Study
subject prior to the subject’'s participation in the Study. The ICF
must permit AbbVie and its representatives, including CRO, involved
with or evaluating the Study to access, process, obtain copies,
transfer and retain Study data. Each ICF must conform and comply
with (i) the Protocol; (ii) International Conference on Harmonisation,
Harmonised Tripartite Guidelines for Good Clinical Practice (ICH);
(iii) all applicable Laws; and (iv) be approved in writing by the EC
and AbbVie. Institution and Investigator agree to inform the Study
subjects in the ICF that Investigator and Institution are receiving
support from AbbVie for their conduct of the Study. A Study
subject’s participation in the Study will be contingent upon execution
of a proper ICF.

(b) Pokud néjaky zaméstnanec (v€etné, a to bez omezeni,
Zkousejiciho), zastupce nebo jiny personal (véetné, a to bez
omezeni, dil¢éich dodavateld a pfidruzenych spole¢nosti)
Zdravotnického zafizeni a/nebo ZkousSejiciho bude Zpracovavat
(jak je definovano nize) informace, které identifikuji nebo
v kombinaci s jinymi informacemi umozni identifikovat Zijiciho
jedince Ucastniciho se Studie nebo do Studie zapojeného (,Osobni
udaje”), Zdravotnické zafizeni a ZkouSejici zajisti, aby takové
Zpracovani probihalo pouze v souladu s touto Smlouvou, vSemi
platnymi zakony a pisemnymi pokyny spole¢nosti AbbVie.
LZpracovani“ (a jeho odvozeniny obsahujici, a to bez omezeni,
slovo ,Zpracov--“) znamena pro UcCely této Smlouvy vSechny
operace nebo sady operaci, které se provadéji s Osobnimi udaji,
v€etné — ato bez omezeni — veSkerého sbéru, zaznamenavani,
zachovani, organizace, uchovavani, upravy, zmény, vyhledavani,
konzultaci, blokovani, vymazani, pouzivani, zvefejnéni, pfistupu,
prevodu €i destrukce, bez ohledu na to, zda se pouziji elektronické
prostfedky ¢i nikoliv. Zdravotnické zafizeni a ZkouSejici budou
pisemné informovat spole€¢nost AbbVie o jakémkoliv neopravnéném
pfistupu k Osobnim Udajim nebo k jejich poskytnuti (,Poruseni
zabezpeceni”), a to do tfi (3) pracovnich dnu od doby, kdy se
o takovém Poru$eni zabezpecCeni dozvédi. Takové oznameni musi
obsahovat dobu a povahu PoruSeni zabezpe&eni. Zdravotnické
zafizeni a Zkousejici pfijmou veskera pfiméfena opatfeni k napravé
Poruseni zabezpecéeni. Pokud platné zakony na ochranu udaja
vyzaduji, aby strany uzaviely dodatecné smlouvy nebo zavazky,
véetné — a to bez omezeni — smluv 0 mezinarodnim pfenosu dat,
ZkouSejici a Zdravotnické zafizeni zajisti, aby byly vSechny
nezbytné smlouvy uzavieny a dohody implementovany a na misté.

(b) Where any employee (including, without limitation,
Investigator), agent or other personnel (including, without limitation,
subcontractors and affiliates) of Institution and/or Investigator
Processes (as defined below) information identifying or, in
combination with other information, identifiable to a living individual
participating in or associated with the Study (“Personal Data”),
Institution and Investigator shall ensure such Processing is
performed only in accordance with this Agreement, all applicable
Laws and AbbVie’s written instructions. For the purposes of this
Agreement, “Processing” (and its conjugates, including, without
limitation, “Process”) shall mean any operation or set of operations
that is performed upon Personal Data, including, without limitation,
any collection, recording, retention, organization, storage,
adaptation, alteration, retrieval, consultation, blocking, erasure, use,
disclosure, access, transfer or destruction, whether or not by
electronic means. Institution and Investigator shall provide written
notice to AbbVie about any unauthorized access to or disclosure of
Personal Data (“Security Breach”) within three (3) business days of
becoming aware of such Security Breach. Such notice shall include
the timing and nature of the Security Breach. Institution and
Investigator shall take all reasonable measures to remedy the
Security Breach. Where applicable data protection Laws require
that the parties enter into additional agreements or undertakings,
including, without limitation, international data transfer agreements,
Investigator and Institution will undertake to ensure that all
necessary agreements are implemented and in place.

(c) Zkousejici bere na védomi a souhlasi a zajisti, aby vSichni
dalSi zkouSejici ve Studii vzali na védomi a souhlasili s tim, Ze
spole¢nost AbbVie bude po dobu neur€itou pro Ucely provadéni
Studie a pInéni této Smlouvy zpracovavat osobni Udaje
Zkousejiciho a dalSich zkouSejicich, véetné takovych podrobnosti

(c) Investigator acknowledges and consents to, and shall
ensure that all subinvestigators for the Study acknowledge and
consent to, AbbVie's Processing, for an indefinite period, of
Investigator's and subinvestigator's Personal Data including details
of his/her name, address, qualifications and clinical trials
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jako jméno, adresa, kvalifikace a zkuSenosti s klinickymi studiemi.
Dal$i zpracovani muze zahrnovat finanéni informace (véetné vyplat
odmén a nahrad), vefejnou registraci Studie na internetovych
strankach uréenych k tomuto ucelu, jako napf.
www.clinicaltrials.gov, hodnoceni vhodnosti Zkou$ejiciho pro
budouci studie ze strany spole¢nosti AbbVie, a muze slouzit i pro
Ucely dodrzovani platnych zakonl. ZkouSejici bere na védomi
a vyslovné souhlasi a zavaze vSechny dalSi zkousSejici pro Studii
k tomu, aby vyslovné souhlasili s tim, Ze tyto informace mohou byt
v pfipadé potfeby poskytnuty pro uvedené ucely etickym komisim,
vladnich organdm a jinym spole¢nostem v ramci skupiny
spolecnosti AbbVie, sidlicim jak v zemi, kde se Studie provadi, tak
v jinych zemich, v&etné Spojenych statd nebo jinde, jak vyzaduji
platné zakony, nebo podle potfeby pro ucely spravné klinické praxe
nebo auditt nebo kontrol ochrany udaja.

experience, for the purposes of carrying out the Study and
performing under this Agreement. Additional Processing may
include financial information (including compensation and
reimbursement payments), public registration of the Study on
websites designed for this purpose such as www.clinicaltrials.gov,
assessments by AbbVie of Investigator's suitability for future
studies, and for purposes of complying with applicable laws.
Investigator understands and expressly agrees and shall cause all
subinvestigators for the Study to expressly agree that this
information may, if necessary for these purposes, be made available
to ethics committees, government authorities and other companies
within the AbbVie group of companies 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 law or as
necessary for the purposes of Good Clinical Practice or data
protection audits or inspections.

11. Publicita. Zdravotnické zafizeni a ZkouSejici kromé
pfipadll vyzadovanych zakonem neprozradi podminky této Smlouvy
bez pfedchoziho pisemného souhlasu AbbVie. Ani Zdravotnické
zafizeni, ani ZkouSejici nesmi bez pfedchoziho pisemného
souhlasu AbbVie pouzivat nazev, obchodni znacku, servisni znacku
nebo logo spolecnosti AbbVie v zadné propagaci, inzerci nebo
informacich, které se budou Sifit k tfetim osobam nebo na
vefejnost. Zdravotnické zafizeni bere na védomi a souhlasi s tim,
Ze podminky této Smlouvy, véetné, a to bez omezeni, Castky
jakékoliv platby provedené na jejim zakladé, mohou byt sdéleny
a zvefejnény spole¢nosti AbbVie v pfipadech, kdy to AbbVie bude
rozumné povazovat za potfebné kvuli dodrzeni platnych zakonu
a dalSich povinnosti (véetné pozadavk( odvétvovych asociaci).
Zdravotnické zafizeni a ZkouSejici souhlasi s tim, ze budou na
pfiméfenou zadost AbbVie v dobré vife spolupracovat a co nejdfive
poskytnou Uplné informace v souvislosti s danym zvefejnénim
vyZzadovanym ze zakona nebo v souvislosti s jinymi povinnostmi.

11. Publicity. Except as required by Law, Institution and
Investigator shall not disclose the terms of this Agreement without
AbbVie’s prior written approval. Neither Institution nor Investigator
shall use the name, trademark, servicemark or logo of AbbVie in any
publicity, advertising or information, which is disseminated to any
third person or to the general public without AbbVie’s prior written
approval. Institution understands and agrees that the terms and
conditions of this Agreement, including, without limitation, the
amount of any payment made hereunder, may be disclosed and
made public by AbbVie where AbbVie reasonably deems necessary
for AbbVie to comply with applicable Laws and other obligations
(including industry association’s requirements). As reasonably
requested by AbbVie, Institution and Investigator agree to cooperate
in good faith with AbbVie to promptly provide accurate and complete
information in connection with such disclosures required by Law or
other obligations.

12. Vynalezy. VSechny informace, vynalezy, udaje nebo
objevy (at uz patentovatelné nebo zplsobilé k zapisu autorského
prava &i nikoliv), inovace, komunikace nebo zpravy, koncipované,
zredukované pro praxi, vypracovane, vytvofené nebo vyvinuté
Pfijimajici stranou, které jsou vysledkem pouziti libovolnych
Materiall studie nebo provedeni Studie (spole¢né ,DuSevni
vlastnictvi“), budou neprodlené predany spolecnosti AbbVie
a Zdravotnické zafizeni a Zkou$ejici timto postupuji spolecnosti
AbbVie v8echna prava Zdravotnického zafizeni a Zkousejiciho na
dané DusSevni vlastnictvi, tituly k nim a ucasti v nich. Zdravotnické
zafizeni souhlasi s tim, Ze na zadost a na naklady spoleCnosti
AbbVie bude na kazdé Pfijimajici strané, ktera bude pomahat
v provadéni Studie, pozadovat podepsani takovych dokumentl
a podniknuti takovych Ukon(, nebo necha kazdou Pfijimajici stranu
podepsat takové dokumenty a podniknout takové kroky, které
budou podle spole¢nosti AbbVie nezbytné nebo vhodné k ziskani
patentu nebo jiné vlastnické ochrany, vztahujici se na cokoliv
z vySe uvedeného, jménem spolecnosti AbbVie.

12. Inventions. Any information, invention, data or discovery
(whether patentable or copyrightable or not), innovation,
communication or report, conceived, reduced to practice, made,
generated or developed by the Receiving Party that either results
from use of any of the Study Materials or results from conduct of the
Study (collectively, “Intellectual Property”) will be promptly disclosed
to AbbVie,and Institution and Investigator hereby assign to AbbVie
all of Institution’s and Investigator’s rights, title, and interest in and to
such Intellectual Property. Upon AbbVie’'s request and at AbbVie’s
expense, Institution agrees to require any Receiving Party assisting
in the conduct of the Study to execute or cause to have executed
such documents and to take such other actions as AbbVie deems
necessary or appropriate to obtain patent or other proprietary
protection in AbbVie’s name covering any of the foregoing.

13. Publikace a prezentace.

13. Publications and Presentations.

(@ Pozadavky na publikace a doporuceni. Spole¢nost AbbVie
chce v souvislosti s védeckymi publikacemi podporovat nejvyssi
standardy chovani, a proto se zavazuje dodrzovat transparentnost
a etické publikaéni praktiky.

(i) Publikace fizené spole€nosti AbbVie. V pfipadé, Ze Pfijimajici
strana bude autorem néjaké Védecké publikace (definované nize)
fizené spole¢nosti AbbVie, Zdravotnické zafizeni se zavazuje
odpovidajicim zpusobem zajistit, aby dana Prijimajici strana

@ Publication Requirements and Recommendations. To
foster the highest standards of conduct related to scientific
publications, AbbVie is committed to transparency and ethical
publication practices.

(i) AbbVie Managed Publications. If a Receiving Party serves as an
author on any Scientific Publication (as defined below) managed by
AbbVie, then Institution will appropriately undertake to ensure that
such Receiving Party will enter into a separate agreement with
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podepsala s AbbVie samostatnou smlouvu definujici dale autorovy
povinnosti. ,Védecka publikace znamena kazdou védeckou
publikaci nebo I|ékafské sdéleni tykajici se vysledku Studie,
v libovolné formé véetné — a to bez omezeni — rukopisu, abstrakt(,
posterli, snimki nebo dalSich materiall pouzivanych pro
prezentace.

(i) Publikace fizené Prijimajici stranou. V pfipadé, ze Pfijimajici
strana bude autorem né&jaké Védecké publikace vychazejici ze
Studie a fizené Pfijimajici stranou, Zdravotnické zafizeni bude na
PFijimajici strané pozadovat, aby do kazdého zvefejnéni vysledki
Studie zafadila nasledujici uznavaci text (definovany nize)
a zvefejnila v8echny finanéni zajmy v souladu s pozadavky na
prispévky na kongresech/do €asopisu: ,Tento vyzkum sponzorovala
a financovala spole€nost AbbVie Inc.“ AbbVie kromé& toho
doporucuje dodrzovat Doporuceni pro Védecké publikace, uvedené
v Priloze B, pfipojené k této Smlouvé a tvofici jeji soucast.

AbbVie that further defines author obligations. “Scientific
Publication” means any scientific publication or medical
communication regarding Study results in any form including,
without limitation, manuscripts, abstracts, posters, slides or other
materials used for presentations.

(i) Receiving Party Managed Publications. If a Receiving Party
serves as an author on a Scientific Publication emanating from the
Study managed by Receiving Party, Institution shall require
Receiving Party to include the following acknowledgement language
in any Study Results Disclosure (defined below) and any financial
disclosure, subject to compliance with congress/journal submission
requirements: “This research was sponsored and funded by AbbVie
Inc.” In addition, AbbVie recommends compliance with the
Recommendations for Scientific Publications set forth in Exhibit B
attached hereto and incorporated herein.

(b) Postupy: Spole¢nost AbbVie jako zadavatel Studie si
vyhrazuje pravo jako prvni zvefejnit vysledky Studie prostfednictvim
Védecké publikace nebo jakoukoliv jinou vefejnou publikaci
(spole¢né ,Zverejnéni vysledkl Studie”). V této souvislosti, podle
toho, co nastane dfive, zda (i) Zvefejnéni vysledk( Studie
spolec¢nosti AbbVie, nebo (ii) uplynuti dvanacti (12) mésicl po
dokonceni nebo uzavieni Studie na vSech Pracovistich, bude mit
PFijimajici strana pravo pfipravit a predlozit vysledky Studie, které
PFijimajici strana vytvofila na zakladé této Smlouvy, k Védecké
publikaci v pfisluSnych védeckych ¢&asopisech nebo jinych
odbornych publikacich. Pokud Pfijimajici strana pfipravi Zvefejnéni
vysledkd Studie, Zdravotnické zafizeni poskytne nebo bude na
Pfijimajici strané vyzadovat, aby poskytla spole¢nosti AbbVie
minimalné Sedesat (60) dnu pred jakymkoliv predloZzenim prace
s cilem zvefejnit vysledky Studie jeji koncept ke kontrole
a pfipominkam ze strany spole¢nosti AbbVie, ktera bude zjistovat,
zda prace neobsahuje néjaky patentovatelny material nebo divérné
informace spole¢nosti AbbVie (jiné nez vysledky Studie vytvofené
PFijimajici stranou podle této Smlouvy). Spole¢nost AbbVie zasle
komentafe zpét Pfijimajici strané do Sedesati (60) dnd po pfijeti
navrhu Zverejnéni vysledkd Studie (,Kontrolni obdobi”). Pfijimajici
strana odlozi jakékoliv navrhované Zvefejnéni vysledkd Studie
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 souhlasi stim a bude po
PFijimajici strané poZadovat, aby udrZela Zvefejnéni vysledku
studie v davérnosti az do vyprseni Kontrolniho obdobi a, pokud se
tak spole¢nost AbbVie rozhodne, az do vyprSeni Obdobi odkladu.
Zdravotnické zafizeni souhlasi s tim a bude po Pf¥ijimajici strané
pozadovat, aby souhlasila s tim, zZe pfipominky spole¢nosti AbbVie
budou fadné posouzeny a ze Duvérné informace spolecnosti
AbbVie (jiné nez vysledky Studie vytvofené na zakladé této
Smlouvy) budou vyfaty z jakéhokoliv Zvefejnéni vysledkd Studie.
V pfipadé, Ze se Zdravotnické zafizeni nebo Pfijimajici strana
a spole¢nost AbbVie budou ve svém nazoru nebo interpretaci dat
ve Zvefejnéni vysledkd Studie liit, strany budou tyto rozdily fesit
v dobré vife formou vhodné védecké debaty.

(b) Procedures. As the Study sponsor, AbbVie retains the first
right to disclose the results of the Study through a Scientific
Publication or any other public disclosure (each, a “Study Results
Disclosure”). Accordingly, following the earliest of: (i) AbbVie’s
Study Results Disclosure; or (ii) twelve (12) months after completion
or termination of the Study at all Study sites, Receiving Party shall
have the right to prepare and submit the Study data generated
hereunder by Receiving Party for a Scientific Publication in
appropriate scientific journals or other professional publications. If
Receiving Party prepares a Study Results Disclosure, Institution
shall provide or shall require Receiving Party to provide AbbVie, at
least sixty (60) days prior to any submission of a work for a Study
Results Disclosure, with a draft of the same for AbbVie's review and
comment to ascertain whether any patentable subject matter or
AbbVie Confidential Information (other than the results of the Study
generated hereunder by Receiving Party) are disclosed therein.
AbbVie shall return comments to Receiving Party within sixty (60)
days after receipt of the draft Study Results Disclosure (“Review
Period”). Receiving Party shall delay any proposed Study Results
Disclosure 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 agrees
and shall require Receiving Party to agree to keep the proposed
Study Results Disclosure confidential until the Review Period and, if
elected by AbbVie, the Delay Period has expired. Institution agrees
and shall require Receiving Party to agree that due consideration
will be given to AbbVie comments; and further, AbbVie Confidential
Information (other than the results of the Study generated
hereunder) shall be deleted from any Study Results Disclosure. In
the event that Institution or Receiving Party and AbbVie differ in their
opinion or interpretation of data in the Study Results Disclosure, the
parties shall resolve such differences in good faith through
appropriate scientific debate.

14. ProhlaSeni a zaruky. Zdravotnické zafizeni a ZkouSejici | 14. Representations and Warranties. Institution  and
prohla8uji a zaruéuji, Ze: Investigator represent and warrant that:
@ kazda PFijimajici strana pracujici podle této Smlouvy bude | (a) each Receiving Party performing under this Agreement shall

dodrzovat vS§echny podminky uvedené v této Smlouvé;

abide by all the terms and conditions set forth in this Agreement;

(b) podminky této Smlouvy jsou plathymi a zévaznymi

(b) the terms of this Agreement are valid and binding
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povinnostmi Zdravotnického zafizeni a Zkousejiciho a nejsou v
rozporu (i) s jakymkoliv jinym smluvnim nebo pravnim zavazkem,
ktery muze Zdravotnické zafizeni nebo Zkous$ejici mit, nebo (ii) s
politikami a postupy Zdravotnického zafizeni nebo politikami a
postupy jakéhokoliv zdravotnického zafizeni nebo spole€nosti, se
kterou jsou Zdravotnické zafizeni nebo ZkouSejici spojeni;

obligations of Institution and Investigator, and are not inconsistent
with (i) any other contractual or legal obligation it or Investigator may
have; or (ii) Institution’s policies and procedures or the policies and
procedures of any institution or company with which either Institution
or Investigator is associated;

(c) poskytovani sluzeb a pfijeti odmény Zdravotnickym
zafizenim, v€etné — a to bez omezeni — pfijeti jakychkoliv jidel
a/nebo nahrad pfiméfenych vydajl, které mohou byt na setkanich
zkousSejicich nebo jinych setkdnich poZadovanych spoleénosti
AbbVie poskytovany Zkou$ejicimu nebo Zdravotnickému zafizeni
(vCetné jeho zaméstnancl, zastupclh a dal$iho personalu (véetné,
a to bez omezeni, dil¢ich dodavateltl a pfidruzenych spole¢nosti))
podle této Smlouvy, je v souladu se vSemi politikami a postupy
Zdravotnického zafizeni, a ze poskytovani danych sluzeb ze strany
ZkouSejiciho nepfedstavuje stfet zajma s oficialnimi povinnostmi
ZkouSejiciho;

(c) Institution’s performance of the services and acceptance of
compensation, including, without limitation, the acceptance of any
meals or reimbursement of reasonable expenses for investigator
meetings or other AbbVie required meetings, which may be
provided to Investigator or Institution (including its employees,
agents, and other personnel (including, without limitation,
subcontractors and affiliates) hereunder, is in compliance with all
policies and procedures of Institution, and that Investigator's
performance of such services does not present a conflict of interest
with Investigator’s official duties;

(d) ZkousSejici od Zdravotnického zafizeni obdrzel vSechna
pozadovana pisemna i jina povoleni k tomu, aby poskytoval sluzby
a pfijimal jakakoliv jidla a/nebo nahrady pfimérenych nakladu, které
mohou byt poskytovany ZkouSejicimu podle této Smlouvy na

(d) Investigator has received any required authorization,
written or otherwise, from Institution for Investigator's performance
of the services and acceptance of any meals and/or reimbursement
of reasonable expenses for investigator meetings or other AbbVie

setkanich zkouSejicich nebo jinych setkanich pozadovanych | required meetings, which may be provided to Investigator
spole¢nosti AbbVie; hereunder;
(e) Zdravotnické zafizeni, ZkousSejici a vSichni dalsi | (e) Institution, Investigator and all subinvestigators used by

zkousSejici, které Zdravotnické zafizeni vyuzije, (i) maji takovou
odbornou  prapravu a  zkuSenosti v pfislusném  oboru
a s pfedchozim védeckym vyzkumem nebo takové zkuSenosti
klinické, Ze mohou pfevzit odpovédnost za fadné vedeni Studie; (ii)
maji zkuSenosti s pfisluSnou populaci subjektd, takze je vysoka
pravdépodobnost, ze Zdravotnické zafizeni a Zkousejici naberou
vhodné ucastniky vyzkumu a budou je sledovat az do ukonceni
Studie; (iii) jsou schopni Studii provadét v souladu s platnymi
zakonnymi a regulatornimi pozadavky; (iv) maji vhodna vyzkumna
zafizeni a dostateéné zdroje, vCetné - a to bez omezeni —
dostate¢ného poctu kvalifikovaného persondlu a vybaveni na
predpokladanou dobu trvani Studie tak, aby Studie byla provedena
fadné a bezpeéné; (v) maji dostatek ¢asu k fadnému provadéni
a dokonceni Studie v ramci trvani Studie uvedeného v Protokolu;
a (vi) zajisti, aby veSkery personal pomahajici v provadéni Studie

Institution (i) have the training and expertise in the relevant field and
prior scientific research or clinical experience to assume
responsibility for the proper conduct of the Study; (ii) have the
experience with the relevant subject population so that the Institution
and Investigator have a reasonably high likelihood of recruiting the
appropriate research participants and following through to the
completion of the Study; (iii) have the ability to conduct the Study in
accordance with applicable legal and regulatory requirements; (iv)
have appropriate research faciliies and adequate resources,
including, without limitation, sufficient qualified personnel and
equipment, for the foreseen duration of the Study to efficiently and
expeditiously conduct the Study properly and safely; (v) have
sufficient time to properly conduct and complete the Study within the
Study period set forth in the Protocol; and (vi) shall ensure that all
personnel assisting in the conduct of the Study are adequately

byl dostate¢né informovan o Protokolu, Hodnoceném Iécivém | informed about the Protocol, Study Product and his/her respective
pripravku  asvych pfisluSnych  povinnostech a funkcich | Study-related duties and functions;

souvisejicich se Studii;

) Zkousejici je povinen plné dodrzovat vSechny platné | (f) Investigator shall fully comply with all applicable disclosure

povinnosti pro zvefejnéni svého vztahu s AbbVie, v€etné - a to bez
omezeni — plného zvefejnéni existence a povahy tohoto vztahu,
které (i) se mohou na ZkousSejiciho externé vztahovat vzhledem
k jeho ¢lenstvi (souCasnému nebo v pribéhu trvani Smlouvy)
v néjakém pravnim, farmaceutickém a terapeutickém vyboru, nebo
ve vyboru spojeném s vyvojem terapeutickych protokold nebo
standardl (vEetné klinickych doporuéenych postupll); nebo které (ii)
vyzaduje néjaka zdravotnickd instituce, Iékafsky vybor nebo jina
lékarska Ci védecka organizace, jejimz &lenem ZkouSejici je
(v soucasnosti nebo v priibéhu trvani Smlouvy). ZkouSejici rovnéz
souhlasi s tim, Ze bude dodrzovat postupy takového vyboru nebo
lékarské Ci védecké organizace, v jejichz dusledku mize byt
vylou€en z rozhodovani tykajicich se libovolného pfipravku, s nimz
ZkouSejici provadi Studii na zakladé této Smlouvy. PoZadavek na
zvefejnéni plati dva (2) roky po ukonéeni této Smlouvy nebo
vyprseni jeji platnosti. Pro pfipad, Ze zaméstnanci, zastupci nebo
jiny personal Zdravotnického zafizeni (v€etné - a to bez omezeni —
dil¢ich dodavateld a pfidruzenych spole€nosti), provadéjici tuto

obligations relating to his/her relationship with AbbVie, including,
without limitation, full disclosure of the existence and nature of this
relationship that (i) may be externally imposed on Investigator based
on his/her affiliation (now or during the Term) with any formulary,
pharmacy & therapeutic committee, or committee associated with
the development of treatment protocols or standards (including
clinical guidelines); or (ii) are required by any health care institution,
medical committee or other medical or scientific organization with
which Investigator is affiliated (now or during the Term). Investigator
also agrees to abide by such committee’s or medical or scientific
organization’s  procedures, which may include recusing
himself/herself from decisions relating to any product for which
Investigator is conducting the Study under this Agreement. This
disclosure requirement shall extend for two (2) years beyond
termination or expiration of this Agreement. If Institution’s
employees, agents, or other personnel (including, without limitation,
subcontractors and affiliates) performing the Study under this
Agreement are health care providers and are presently or become a
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Studii, jsou zdravotniky a jsou v sou€asnosti nebo se stanou &leny
vySe popsaného vyboru nebo organizace, Zdravotnické zafizeni
souhlasi, Ze na takovych zaméstnancich, zastupcich nebo jiném
personalu (v€etné - a to bez omezeni — diléich dodavateld
a pfidruzenych spole¢nosti) bude vyzadovat, aby dodrzeli podminky
tohoto pododstavce;

member of a committee or organization as described above,
Institution agrees to require that such employees, agents, or other
personnel (including, without limitation, subcontractors and affiliates)
comply with the terms of this subsection;

(9) (i) ZkouSejici a Zdravotnické zafizeni jsou Fadné
opravnénymi poskytovateli zdravotnich sluzeb dle Zakona
o0 zdravotnich sluzbach a (ii) jejich opravnéni jim nebylo odnato,
omezeno ani pozastaveno lékafskou radou nebo jinou povéfenou
agenturou, (iii) jejich vysadni prava nebo schopnosti provozovat
praxi jim nebyla odfiata, omezena ani pozastavena ufadem
zdravotni péce ani jinym poskytovatelem zdravotnich sluzeb, a (iv)
ZkouSejici podle svého nejlepSiho védomi a svédomi neni na Ufadu
zdravotni péfe nebo u jiného poskytovatele zdravotni péce
pfedmétem vysSetfovani, které by mohlo vést k odejmuti, omezeni,
nebo pozastaveni jeho Iékafského opravnéni nebo vysadnich prav
¢i schopnosti provozovat praxi. V pfipadé, Ze béhem platnosti této

(9) (i) Investigator and Institution are duly licensed health care
services providers according to the Health Care Services Law, (ii)
such license has never been revoked, restricted, or suspended by a
medical board or other licensing agency, (iii) his/her privileges or
ability to practice have never been revoked, restricted, or suspended
by a health care institution or other provider of health care services,
and (iv) to the best of his/her knowledge, Investigator is not under
an investigation that could lead to a revocation, restriction, or
suspension of his/her medical license or privileges or ability to
practice at a health care institution or other provider of health care
services. In the event that any of the foregoing changes during the
Term, Institution or Investigator shall immediately notify AbbVie, and

Smlouvy dojde k nékteré z vySe uvedenych zmén, Zdravotnické | AbbVie shall have the right to immediately terminate this
zafizeni nebo ZkouSejici budou okamzité informovat spolecnost | Agreement; and

AbbVie, a spoleCnost AbbVie bude mit pravo tuto Smlouvu

okamzité ukon€it; a

(h) pokud béhem trvani této Smlouvy dojde k né&jakym | (h) if any significant changes occur during the Term with

vyznamnym zménam okolnosti tykajicich se této Smlouvy (napf.
dojde ke zméné politiky nebo postupu, ktera by mohla byt
pfiméfené vylozena tak, Ze ovliviiuje zpUsobilost zapojeni
Zdravotnického zafizeni nebo ZkouSejiciho do této Smlouvy),
Zdravotnické zafizeni a ZkouSejici budou okamzité spole€nost
AbbVie o vSech takovych zménach pisemné informovat.

regard to the circumstances surrounding this Agreement (e.g., there
is a change in a policy or procedure that could reasonably be
interpreted to affect the propriety of Institution’s or Investigator's
involvement in this Agreement), Institution and Investigator agree to
immediately notify AbbVie in writing of any such changes.

15. Doba platnosti a ukoncéeni.

15. Term and Termination.

(@ Tato Smlouva bude u¢inna od Data ucinnosti a vyprsi
nejpozdéji: (i) jeden (1) rok od Data ucinnosti; (ii) k datu uzavieni
studijni databaze, pokud se provadi nabor subjektd podle této
Smlouvy, nebo (iii) k datu splnéni vSech zavazk( smluvnich stran
podle této Smlouvy (,Doba platnosti”), podle toho, co nastane
nejpozdéji, pokud neni ukoncéena dfive zplsobem uvedenym
v Odstavci 15(b) nize.

€) This Agreement will be effective on the Effective Date and
shall expire on the later of: (i) one (1) year from the Effective Date;
(ii) the date of Study database lock if there is subject enrollment
under this Agreement; or (iii) the date of completion of all the
obligations of the parties hereunder (the “Term”), unless terminated
earlier as provided in Section 15(b) below.

(b) Tuto smlouvu mGze ukongit:

(b) This Agreement may be terminated:

@ bud AbbVie nebo Zdravotnické zafizeni pisemnym
vyrozuménim s Ucinky ke dni doru€eni druhé strané v pfipadég, ze:
(A) druha strana porusila dulezitou podminku této Smlouvy, nebo
(B) Studii ukon&il SUKL, Ufad pro kontrolu potravin a lékd
Spojenych statl (,FEDA") nebo jakykoliv jiny vladni nebo zakonny
organ; nebo (C) néktera strana dojde na zakladé vlastniho uvazeni
k pfesvédCeni, Zze u Hodnoceného I[éCivého pfipravku existuji
problémy s bezpecénosti, kvuli nimz je dalSi testovani nevhodné.
Pokud Zdravotnické zafizeni ukon¢i Smlouvu z tohoto dlvodu,
bude to po uplynuti Doby pozastaveni (definované nize) v souladu
s Odstavcem 15c.

0] by either AbbVie or Institution upon written notice to the
other party with effect on the date of delivery of the notice if: (A) the
other party has breached a material term of this Agreement; (B) the
Study is terminated by SUKL, the United States Food and Drug
Administration (the “EDA”) or any other governmental or regulatory
authority; or (C) either party, in its sole judgment, believes an
adverse safety concern with respect to Study Product makes
continued testing unadvisable, provided that if Institution terminates
for this reason, it shall be after the Suspension Period (defined
below) in accordance with Section 15(c).

(i) AbbVie (A) bez uvedeni divodu minimalné s tficetidenni
(30) pisemnou vypovédi podanou Zdravotnickému zafizeni, nebo
(B) jinym zpusobem uvedenym v této Smiouvé.

(i) by AbbVie (A) without cause upon at least thirty (30) days
prior written notice to Institution or (B) as otherwise provided for in
this Agreement.

(c) Bude-li mit Zdravotnické zafizeni nebo ZkouSejici obavy
0 zdravi, bezpecnost a blaho subjektu(d) Studie, oznami to

(c) In the event Institution or Investigator have concerns about
the health, safety and welfare of the Study subject(s), Institution or
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neprodlené spole¢nosti AbbVie a smi zafazovani subjektt Studie
pozastavit na dobu nepfesahujici tficet (30) kalendafnich dnud
(,Doba pozastaveni“). AbbVie béhem Doby pozastaveni posoudi
obavy Zdravotnického zafizeni a Zkousejiciho a rozhodne, zda
Smlouva bude ukonéena podle Odstavce 15(b)(i). Zdravotnické
zafizeni a ZkouSejici béhem Doby pozastaveni budou v kazdém
pfipadé pokracovat v monitorovani a sledovani jiz zafazenych
subjektt Studie, za pfisného dodrZzovani Protokolu. Jestlize AbbVie
Smlouvu neukonéi podle Odstavce 15(b)(i) a obavy o zdravi,
bezpecnost a blaho subjektld Studie budou stale trvat v takovém
rozsahu, Ze budou podporovat ukonceni ze strany Zdravotnického
zafizeni, Zdravotnické zafizeni maze po uplynuti Doby pozastaveni

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 this
Suspension Period, AbbVie shall evaluate the concerns raised by
Institution and Investigator to determine whether the Agreement
should be terminated pursuant to Section 15(b)(i). In any event,
Institution and 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,
Institution may terminate this Agreement upon delivering prior
written notice, including a detailed written explanation, to AbbVie if
AbbVie does not terminate pursuant to Section 15(b)(i) and Study

tuto Smlouvu ukoncit doru€enim pisemné vypovédi, vcetné | subject health, safety, and welfare remains a concern of such
podrobného pisemného vysvétleni. magnitude to support termination by Institution.
(d) Ukonc&eni nebo vyprSeni platnosti této Smlouvy nebude | (d) Termination or expiration of this Agreement will not affect

mit vliv na Zadna dfive vzniklad prava ani zavazky. V pfipadé
predéasného ukoncéeni této Smlouvy Zdravotnické zafizeni bud
vhodnym zplisobem stahne vSechny v té dobé zapojené subjekty
a Studii pferusi, nebo tam, kde to vyzaduje uznavana lékarska
praxe, Studii dokonéi u subjektl v dané dobé do Studie zapojenych.

any rights or obligations which have accrued prior thereto. In the
event of premature termination of this Agreement, Institution will
either appropriately withdraw and discontinue all then-enrolled
subjects or complete the Study for then-enrolled Study subjects
where required by accepted medical practice.

16. Odskodnéni.

16. Indemnification.

(@ Spole¢nost AbbVie odSkodni, bude branit a zajisti
Zdravotnické  zafizeni, = Zkousejiciho, vedouci pracovniky
Zdravotnického zafizeni a vS8echny dalSi kvalifikované zaméstnance
Zdravotnického zafizeni pracujici pod pfimym dohledem
Zkousejiciho (,PFijemci odskodnéni”) v ramci provadéni této Studie
pro pfipad nakladd na obhajobu (dokud spole¢nost AbbVie
nepfevezme obhajobu) a pro pfipad pfiznanych kompenzaénich
nahrad Skody a jiné ujmy v&etné nemajetkové s pfisluSenstvim
(spole¢né ,Ztraty”), vyplyvajicich z libovolného naroku nebo
soudniho fizeni ze strany subjektu Studie nebo jiné tfeti osoby
opravnéné pozadovat nahradu ujmy nebo Skody podle Ceského
prava vychazejici z toho, Ze Subjektu Studie byla zplsobena Gjma
na zdravi v dasledku uzivani jakéhokoliv Hodnoceného lécivého
pfipravku nebo vykonavani procedur danych zavazné Protokolem

(,Procedury”) béhem Studie. Povinnost spolecnosti AbbVie
poskytnout odSkodnéni se uplatiiuje pouze tehdy, pokud se

Hodnoceny |éCivy pFipravek pouziva a Procedury vykonavaji béhem
Studie v souladu s Protokolem, platnymi Zakony, uznavanou
Iékarskou praxi a se vSemi dalSimi pisemnymi pokyny poskytnutymi
spoleCnosti AbbVie. Povinnost spoleCnosti AbbVie poskytnout
odskodnéni se nebude vztahovat na zadné Ztraty, které jsou pfimo
¢i nepfimo pfisouditelné nedbalosti, unahlenosti nebo zamérnému
nespravnému jednani kteréhokoliv z Pfijemct od$kodnéni nebo
jejich zaméstnancl, zastupct ¢&i jiného personalu (véetné, a to bez
omezeni, diléich dodavateld a pfidruzenych spole¢nosti) nebo
pridruzenych tfetich stran.

(a) AbbVie will indemnify, defend and hold harmless
Institution, Investigator, Institution’s officers, and all other qualified
employees of the Institution working under the direct supervision of
the Investigator (“Indemnitees”) in the conduct of the Study for the
cost of defense (until such time as AbbVie assumes the defense)
and for compensatory damages and other non-pecuniary damages,
including accessories awarded, if any, (collectively, “Losses”) arising
from any claim or lawsuit made by a Study subject or other third
party authorized to claim compensation for injury or damages under
applicable Czech law alleging Subject’s bodily injury sustained as a
result of the use of any Study Product or performance of Protocol
mandated procedures (“Procedures”) during the Study. AbbVie's
indemnification obligation applies only if Study Product is used and
Procedures performed during the Study in accordance with the
Protocol, applicable Laws, with accepted medical practice and with
any other written instructions furnished by AbbVie. AbbVie's
indemnification obligation will not apply to any Losses attributable,
whether directly or indirectly, to the negligence, recklessness or
willful misconduct of any of the Indemnitees or their employees,
agents, or other personnel (including, without limitation,
subcontractors and affiliates) or associated third parties..

(b) VySe uvedeny slib poskytnout od$kodnéni PFijemcim
odskodnéni je podminén nasledujicimi povinnostmi PFijemcu
odskodnéni a Pfijemci odSkodnéni se vzdavaji prava na

odskodnéni v pfipadé, Ze nesplni kteroukoliv z nasledujicich
povinnosti:

(b) The foregoing promise to indemnify Indemnitees is
conditioned upon the following obligations of Indemnitees, and the
Indemnitees waive the right to indemnification in case they fail to
comply with any of the following obligations to:

0] informovat spole€nost AbbVie o kazdém uplatnéném
naroku nebo soudnim fFizeni, a to pisemné na adresu Risk
Management, Dept. 317, Bldg. AP6D, 1 N. Waukegan Road, North
Chicago, lllinois 60064-3500 U.S.A., s kopiemi zaslanymi na adresy
uvedené v Odstavci 23 této Smlouvy, do patnacti (15) dna poté, co
Pfijemci odSkodnéni obdrzeli oznameni o daném naroku nebo
soudnim Fizeni, nebo do takové doby, aby nebyla poskozena
schopnost a prava spole€nosti AbbVie hajit se nebo urovnat takovy

0] advise AbbVie of any claim or lawsuit, in writing addressed
to AbbVie Inc., Attention: Risk Management, Dept. 317, Bldg. AP6D,
1 N. Waukegan Road, North Chicago, lllinois 60064-3500 U.S.A.,
with a copy to the addresses stated in Section 23 of this
Agreement, within fifteen (15) days after Indemnitees have received
notice of said claim or lawsuit, or within such other time frame so
that AbbVie's ability and rights to defend or settle such claim or
lawsuit, as determined in AbbVie's sole discretion, are not
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narok nebo soudni spor podle vysadniho rozhodnuti spoleénosti | prejudiced,;

AbbVie;

(i) pomoci spole¢nosti AbbVie a jejim zastupcim pfi | (ii) assist AbbVie and its representatives in the investigation
vySetfovani a obhajobé& v libovolném soudnim sporu a/nebo | and defense of any lawsuit or claim for which indemnification is

vzneseném naroku, za ktery se poskytuje odSkodnéni; a

provided; and

(i) neuzavirat smir ani jinak neurovnavat zadny takovy
vzneseny narok nebo soudni Fizeni bez pfedchoziho pisemného
souhlasu spole¢nosti AbbVie.

(i) not compromise or otherwise settle any such claim or
lawsuit without AbbVie's prior written consent.

(c) Zdravotnické zafizeni a ZkousSejici odSkodni, budou branit
a zajisti spole€nost AbbVie a jeji pfidruzené spolecnosti, vedouci
pracovniky, ¢leny pfedstavenstva, zaméstnance, agenty a zastupce
pro pfipad vS8ech pravnich sporli, vznesenych narokd,
odpovédnosti, nakladd, nahrad Skody, rozsudk( a dalSich vydajl
(vCetngé, a to bez omezeni, nakladl na pravni zastoupeni),
vynalozenych v souvislosti s jakoukoliv jmou na zdravi Subjektu
studie, vzeslé z nedbalosti, unahlenosti, zamérného nespravného
jednani nebo poruSeni této Smlouvy ze strany Zdravotnického
zafizeni, ZkouSejiciho nebo nékterého z jejich zaméstnancu,
zastupcu ¢i jiného persondlu Studie (v€etné, a to bez omezeni,
dil¢ich dodavatell, pfidruzenych spole€nostia pfidruzenych tretich
stran).

(c) Institution and Investigator shall indemnify, defend and hold
harmless AbbVie and its affiliates, officers, directors, employees,
agents, and representatives, from and against any and all suits,
claims, liabilities, costs, damages, judgments and other expenses
(including, but not limited to, legal expenses) incurred in connection
with any injury to a Study subject arising from the negligence,
recklessness, willful misconduct or breach of this Agreement by
Institution, Investigator or any of their employees, agents or other
Study personnel (including without limitation, subcontractors and
affiliates).

17. Pfimé poskozeni subjektu.

Pokud v prabéhu Studie utrpi Subjekt studie Ujmu na zdravi pfimo
zplsobenou Hodnocenym légivym pfipravkem nebo fadné
provadénymi postupy vyZzadovanymi Protokolem nebo libovolnym
pisemnym pokynem spolecnosti AbbVie nebo osoby opravnéné
spoleCnosti AbbVie (,Pfimé poSkozeni subjektu”), spole¢nost
AbbVie souhlasi s tim, ze — s omezenimi uvedenymi v Odstavci
17(c) — uhradi veSkeré pfiméfené lékarské vylohy nezbytné k [é¢bé
takového pfimého poskozeni Subjektu studie, za pfedpokladu, Ze
takova lé¢ba bude pfiméfena a nezbytna a bude spoleCnosti
AbbVie vyfakturovana zplsobem, ktery bude AbbVie v souladu se
svymi pisemnymi pokyny vyzadovat.

17. Subject Direct Injury.

@) If during the course of the Study a Study subject suffers an
injury as a direct result of the Study Product or properly performed
procedures required by the Protocol or any written direction from
AbbVie or from any AbbVie-authorized person (“Subject Direct
Injury”), AbbVie agrees, subject to the restrictions in Section 17(c),
to pay all reasonable medical expenses necessary to treat such
Subject Direct Injury, provided such treatment is reasonable and
necessary and invoiced to AbbVie in the manner required by AbbVie
pursuant to its written direction.

(b) Ujma na zdravi nebude povaZzovana za Pfimé poskozeni
subjektu, a AbbVie tudiz nebude za ni odpovidat, pokud k ni dojde
v disledku (i) nedbalosti, unahlenosti, zamérného nespravného
jednani Zdravotnického zafizeni, jeho vedoucich pracovnikd,
zastupcu, zaméstnancu (véetné - a to bez omezeni — Zkousejiciho)
nebo jiného personadlu (véetné — a to bez omezeni — dil€ich
dodavatelG a pfidruzenych spolecnosti); (ii) toho, Zze Zdravotnické
zafizeni nebo ZkouSejici nedodrzi Protokol, spravnou klinickou
praxi, libovolny platny zakon nebo pfedpis nebo libovolné pisemné
pokyny spolecnosti AbbVie nebo osoby opravnéné spolecnosti
AbbVie tykajici se Studie; (iii) nedodrzeni poZadavkl Protokolu ze
strany subjektu; nebo (iv) pfirozeného postupu néjakého predem
existujiciho nebo zakladniho onemocnéni bez ohledu na to, zda
bylo pfedem diagnostikovano &i nikoliv.

(b) Injury shall not be considered Subject Direct Injury, and thus
AbbVie shall not be responsible for such injury, where such injury is
due to (i) the negligence, recklessness or willful misconduct of
Institution, its officers, agents, employees (including, without
limitation, Investigator), or other personnel (including, without
limitation, subcontractors and affiliates); (i) the failure of the
Institution or Investigator to follow the Protocol, Good Clinical
Practice, any applicable laws or regulations, or any written
instruction by AbbVie or by any AbbVie-authorized person
concerning the Study; (iii) the subject's non-compliance with the
Protocol requirements; or (iv) natural disease progression of any
pre-existing disease or underlying illness, whether or not previously
diagnosed.

(c) U subjektl, ktefi jsou kryti zdravotnim pojisténim, se
povinnosti AbbVie uvedené v Odstavci 17(a) omezuji na uhradu
takovych zdravotnich nakladu, které jsou pfiméfené a nezbytné
k 1éEbé Pfimého poskozeni subjektu a nejsou jinak pokryty
zdravotnim pojisténim subjektu, do té miry, do jaké tyto vydaje
prfesahnou rozsah zakonné nahrady stanovené prislusnymi zakony.

(c) For subjects who are covered by health insurance, AbbVie's
obligations set forth in Section 17(a) are limited to payment for
those medical expenses that are reasonable and necessary to treat
the Subject Direct Injury and not otherwise covered by the terms of
the subject’'s health insurance or coverage to the extent such
expenses exceed the scope of statutory compensation set forth by
applicable Law.

18. Pojisténi. AbbVie, Zdravotnické zafizeni a ZkouSejici
souhlasi s tim, Ze kazdy z nich bude mit platnou pojisthou smlouvu

18. Insurance. AbbVie, Institution and Investigator each agree
to maintain a policy or policies of insurance or self-insurance
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nebo smlouvy nebo zvlastni fond pro pojistné udalosti, s dostatkem
prostfedkd k pokryti pfislusnych povinnosti a zavazka vyplyvajicich
z této Smlouvy, a to v rozsahu, v jakém jsou takové povinnosti
a zavazky komercné pojistitelné. AbbVie, Zdravotnické zafizeni
a ZkouS$ejici souhlasi s tim, Ze kazdy z nich poskytne druhé strané
do sedmi (7) pracovnich dnu po pfijeti jeji pisemné zadosti pisemny
dikaz o takovém pojisténi (v€etné pojistnych smluv nebo jinych
dlkazl poskytujicich pfimérené ujisténi). AbbVie, jako zadavatel
studie prohlaSuje, Zze ma dale sjednano pojisténi zadavatele ve
smyslu § 52 odst. 3 pism. f) Zakona o léc€ivech. Potvrzeni tohoto
pojisténi tvori Pfilohu C této smlouvy.

sufficient to satisfy its respective duties and obligations under this
Agreement to the extent such duties and obligations are
commercially insurable. AbbVie, Institution and Investigator each
further agrees to provide written evidence of such insurance
(including certificates of insurance or other evidence providing
reasonable assurances) to the other party within seven (7) business
days following receipt of written request by the other party therefore.
AbbVie, as sponsor of the Study, hereby declares that it has a policy
of insurance in accordance with § 52 f) of the Act on
Pharmaceuticals. The insurance certificate is attached to this
Agreement as Exhibit C.

19. Vylou€eni a vyfazeni. Zdravotnické zafizeni ujiStuje
a zaruCuje, ze k poskytovani sluzeb podle této Smlouvy
v souCasnosti neangaZuje a nebude angazovat pfimo ani nepfimo
nikoho (v€etné, a to bez omezeni, ZkouSejiciho a dalSich
zkousejicich), kdo nékdy v minulosti byl nebo podle nejlepsiho
védomi a svédomi Zdravotnického zafizeni je pfedmétem fizeni,
které by mohlo pfipadné vést (a) k vylouceni ze strany FDA podle
21 U.S.C. § 335a nebo ze strany jiného kompetentniho organu; (b)
k vyfazeni, zakazu, doCasnému pozastaveni nebo jiné
nezpuUsobilosti G€astnit se mistnich nebo americkych federalnich
zdravotnickych programli nebo mistnich nebo americkych
federalnich vefejnych nebo nevefejnych zakazek; (c) k zapsani do
seznamu FDA vylou€enych Kklinickych zkouSejicich a klinickych
zkousSejicich s omezenim; nebo (d) k odsouzeni za trestny ¢in
spadajici pod 42 U.S.C. § 1320a-7(a) nebo platné mistni zakony,
avSak dosud nebyl vyfazen, nebyl mu vysloven zakaz &i doCasné

pozastaveni, ani nebyl jinak prohldsen nezplsobilym. Pokud
Zdravotnické zafizeni dostane oznameni nebo se jinak dozvi
o vylou€eni, navrhovaném vylou€eni nebo jiném vyfazeni,
doCasném pozastaveni, omezeni nebo sankci uvalené na

Zdravotnické zafizeni jako takové nebo na libovolnou osobu
poskytujici sluzby souvisejici s plnénim této Smlouvy, ihned to
spole¢nosti AbbVie oznami a AbbVie bude mit pravo tuto Smlouvu
s okamzitou platnosti ukongit.

19. Debarment and Exclusion. Institution represents and
warrants that it is not, and it will not engage, directly or indirectly,
any person (including, without limitation, the Investigator and
subinvestigators) to perform services under this Agreement if that
person has ever been, is currently, or, to the best of Institution’s
knowledge, is the subject of a proceeding that could lead to that
person becoming, as applicable, (a) debarred by the FDA under 21
U.S.C. § 335a or by any other competent authority; (b) excluded,
debarred, suspended, or otherwise ineligible to participate in local or
U.S. Federal health care programs or in local or U.S. Federal
procurement or non-procurement programs; (c) listed on the FDA’s
Disqualified and Restricted Lists for clinical investigators; or (d)
convicted of a criminal offense that falls within the scope of 42
U.S.C. § 1320a-7(a), or applicable local laws but has not yet been
excluded, debarred, suspended, or otherwise declared ineligible. In
the event that Institution receives notice of, or otherwise becomes
aware of, the debarment, proposed debarment or such other
exclusion, suspension, restriction or sanction of itself or any person
providing services in connection with the performance of this
Agreement, Institution shall notify AbbVie immediately and AbbVie
shall have the right to immediately terminate this Agreement.

20. Nezavisly dodavatel. Jak vztah Zdravotnického zafizeni,
tak vztah ZkouSejiciho ke spoleCnosti AbbVie na zakladé této
Smlouvy je vztahem nezavislého dodavatele a Zdravotnické
zafizeni ani Zkousejici nemaji pravo zavazovat spoleénost AbbVie
nebo jednat jejim jménem.

20. Independent _Contractor. Each of Institution and
Investigator’s relationship to AbbVie under this Agreement is that of
an independent contractor, and neither Institution nor Investigator
has authority to bind or act on behalf of AbbVie.

21. Postoupeni. Zdravotnické zafizeni nebo ZkouSejici nesmi
bez pfedchoziho pisemného souhlasu spole€nosti AbbVie

(Zkousejici nesmi ani bez souhlasu Zdravotnického zafizeni) tuto
Smlouvu postoupit zadné jiné strané, ani formou subdodavky zadat
Zadnou ze svych sluzeb podle této Smlouvy. Jakykoliv pokus o
postoupeni bez predchoziho pisemného souhlasu spole€nosti
AbbVie bude neplatny a nelcinny a bude predstavovat zavazné
poruseni této Smlouvy. Libovolny povoleny postupnik na sebe

prevezme veSkeré povinnosti Zdravotnického zafizeni nebo
ZkouSejiciho vyplyvajici z této Smlouvy abude souhlasit
s dodrzovanim  jejich  podminek. Postoupeni  nezbavuje

Zdravotnické zafizeni nebo ZkousSejiciho odpovédnosti za plnéni
jakékoliv vzniklé povinnosti a Zdravotnické zafizeni nebo ZkouSejici
stéle ponese odpovédnost a bude rulit za ukony &i opomenuti
ukona diléiho dodavatele tak, jako kdyby takové ukony provedio
Zdravotnické zafizeni nebo ZkouSejici.

21. Assignment. Institution or Investigator may not assign this
Agreement to any other party, or subcontract any of its services
hereunder, without AbbVie’s prior written consent, and Investigator
may not assign or subcontract without Institution’s prior written
consent. Any attempted assignment without AbbVie’s prior written
consent will be null and void and will constitute a material breach of
this Agreement.  Any permitted assignee shall assume all
obligations of Institution or Investigator under this Agreement and
agree to comply with the terms of this Agreement. Assignment shall
not relieve Institution or Investigator of responsibility for the
performance of any accrued obligation, and Institution or
Investigator shall remain responsible and liable for the acts or
omissions of such subcontractor activities as if such activities had
been performed by Institution or Investigator.

22. Dal8i zkouSejici. Zdravotnické zafizeni nebude pro Studii
vyuzivat zadné dalSi zkouSejici bez predchoziho souhlasu
spole¢nosti AbbVie a zajisti, aby kazdy takovy dalSi zkouSejici
dodrzoval podminky této Smlouvy, véetné — a to bez omezeni —
podminek tykajicich se prav na duSevni vlastnictvi a zavazk(

22. Subinvestigators. Institution  will not use any
subinvestigator for the Study without AbbVie’s prior consent, and
shall ensure any such subinvestigator's compliance with the terms
and conditions of this Agreement, including, without limitation, the
terms regarding Intellectual Property ownership and confidentiality
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micenlivosti. U kazdého takového daldiho zkouSejiciho, ktery neni
zaméstnancem Zdravotnického zafizeni, bude Zdravotnické
zafizeni kromé& toho poZadovat, aby ziskal a pfFedloZil souhlas
svého zaméstnavatele s tim, Ze se dany dalSi zkousejici podili na
Studii a je povinen dodrzovat podminky této Smlouvy.

obligations. In addition, as to any such subinvestigator not
employed by Institution, Institution will require such subinvestigator
to obtain and provide a copy of an acknowledgement by such
subinvestigator’'s employer that such subinvestigator is participating
in the Study and is obligated to comply with the terms and
conditions of this Agreement.

23. Oznameni. Kazdé oznameni vyzadované nebo jinak
podané podle této Smlouvy bude mit pisemnou podobu, bude
doru¢eno osobné nebo zaslano na niZze uvedenou adresu postou
doporuc€ené s dorucenkou nebo pomoci uznavané kuryrni sluzby,
s fadnou adresou, nebo bude zaslano pomoci faxu s potvrzenym
prijetim. Oznameni budou povazovana za ucinna (a) k datu pfijeti,
pokud jsou osobné& doru¢ena nebo zaslana doporucenou postou
nebo uznavanym kuryrem, nebo (b) k datu potvrzeného doruceni,
pokud je zaslano faxem.

23. Notices. Any notice required or otherwise made pursuant
to this Agreement shall be in writing, personally delivered or sent by
certified mail, return receipt requested, or recognized courier
service, properly addressed, or by facsimile with confirmed answer-
back, to the other party at the address set forth below. Notices shall
be deemed effective (a) on the date received if personally delivered
or sent by certified mail or recognized courier, or (b) upon the date
of confirmed answer-back if sent by facsimile.

Oznameni pro Zdravotnické zafizeni:

Nemocnice Ceské Budéjovice, a.s.B.Némcové 585/54,
370 01 Ceské Budgjovice,

Ceska republika

XXXXXXX

Oznameni pro Zkousejiciho:
XXXX

B.Némcové 585/54,

370 01 Ceské Budgjovice,
Ceska republika

XXXXX

Oznameni pro AbbVie:

XXXXXXX

Senior Study Research Manager
XXXXXX

S kopii na adresu:

Vice President and
Associate General Counsel
Business Legal

If to Institution:

Nemocnice Ceské Budéjovice, a.s.
B.Némcové 585/54,

370 01 Ceské Budgjovice,

Czech Republic

XXXXXXX

If to Investigator:

XXXXX

B.Némcové 585/54,

370 01 Ceské Budé&jovice,
Czech Republic

XXXXXX

If to AbbVie:

XXXXXX

Senior Study Research Manager
XXXXXX

with a copy to:
Vice President and
Associate General Counsel

Dept. V323 Business Legal
AbbVie Inc. Dept. V323
XXXXXXX AbbVie Inc.
XXXXX
24, Pretrvani. Povinnosti uvedené v Odstavci 3 (Dodrzovani | 24. Survival. The obligations contained in Section 3

pravnich predpisti), Odstavci 4 (Prohlaseni o financnich
zajmech; Stret zajmu), Odstavci 7 (Monitorovani a audity;
Uchovavani zaznamt), Odstavci 9 (Ml€enlivost), Odstavci 10
(Davérnost dat subjektii; Ochrana dat), Odstavci 11 (Publicita),
Odstavci 12 (Vynalezy), Odstavci 13 (Publikace a prezentace),
Odstavei 14(f) (ProhlaSeni a zaruky), Odstavci 16
(Odskodnéni), Odstavci 17 (Pfimé poskozeni subjektu),
Odstavci 19 (Vylou€eni a vyrazeni), Odstavci 23 (Oznameni),
Odstavci 24 (Pretrvani), Odstavci 25 (Oddélitelnost), Odstavci
27 (Reseni sportl), Odstavci 28 (Rozhodné pravo), Odstavci 29
(Celad smlouva), jakoz i vSechny dalSi podminky, jejichz cilem nebo
zadmérem je pretrvat, pretrvaji ukon€eni nebo vyprseni platnosti této
Smiouvy.

(Compliance with Law), Section 4 (Financial Disclosure
Certification; Conflicts of Interest), Section 7 (Monitoring and
Audits; Record Retention), Section 9 (Confidentiality), Section
10 (Subject Confidentiality; Data Protection), Section 11
(Publicity), Section 12 (Inventions), Section 13 (Publications
and Presentations), Section 14(f) (Representations and
Warranties), Section 16 (Indemnification), Section 17 (Subject
Direct Injury), Section 19 (Debarment and Exclusion), Section
23 (Notices), Section 24 (Survival), Section 25 (Severability),
Section 27 (Dispute Resolution), Section 28 (Governing Law),
Section 29 (Entire Agreement), as well as any other terms which
by their intent or meaning are intended to so survive, shall survive
the termination or expiration of this Agreement.

25. Oddélitelnost. Pokud bude jakékoliv ustanoveni, pravo
nebo napravny prostfedek uvedeny v této Smlouvé shledan
soudem pfislusné jurisdikce nevynutitelnym nebo neuc€innym,

25. 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

nebude tim ovlivnéna platnost a vynutitelnost zbyvajicich | remaining provisions will not be affected thereby.
ustanoveni.
26. Vyhotoveni. Tato Smlouva mize byt podepsana | 26. Counterparts. This Agreement may be executed in any

. CONFIDENTIAL/DUVERNE
Legal Template/Sablona: CZ M14-115 CSA (1 Agr per site) (Bilingual) 17FEB2014

Document Name/Nazev dokumentu: XXXXXXXX
Page/Strana 16 of 23




Nemocnice Ceské Budéjovice, a.s.
XXXXXXX
19. ledna 2015

Nemocnice Ceské Budéjovice, a.s.

19 January 2015

v libovolném poctu vyhotoveni, z nichz kazdé bude povazovano za
original, a vSechny spoleéné budou predstavovat jednu a tutéz
smlouvu. Tato smlouva je vyhotovena v Ceské a anglické jazykové
verzi. V pfipadé rozpori ma prednost Ceska jazykova verze
smlouvy.

number of counterparts, each of which shall be deemed to be an
original, and all of which together shall constitute one and the same
agreement. This Agreement is made in English and Czech versions.
The Czech version shall prevail in any case of disputes.

27. Reseni sporti. 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 Ffesit
pfislusné soudy Ceské republiky.

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

28. Rozhodné pravo. Tato Smlouva se bude fidit zakony
Ceské republiky, vyjma jejich ustanoveni o stfetu zajma, a bude
vykladana v souladu s nimi.

28. Governing Law. This Agreement shall be governed by and
construed in accordance with the laws of the Czech Republic,
excluding its conflicts of laws provisions.

29. Cela Smiouva. Tato Smlouva véetné — a to bez omezeni -
vSech svych pfiloh obsahuje Uplnou dohodu stran tykajici se jejiho
pfedmétu a nahrazuje vesSkeré souvisejici predchozi dohody
a umluvy. V pfipadé stfetu mezi ustanovenimi Protokolu a této
Smlouvy nebo libovolnymi jejimi pfilohami bude mit v zalezitostech
védy, |ékarfské praxe a bezpecCnosti subjektu Studie prednost
Protokol. Ve vSech ostatnich zalezitostech budou mit pfednost
ustanoveni této Smlouvy. Nic v této Smlouvé ani zadné jeji
podminky, véetné vSech pfiloh, nelze doplnit, pfeformulovat nebo
zmeénit jinak nez pisemnou dohodou podepsanou stranami.

29. 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 hereto, 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. None of this Agreement or any of its terms, including any
attachment or exhibit hereto, may be amended, restated or
otherwise altered except by written agreement signed by the parties.

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

IN WITNESS WHEREOF, the parties have caused this Agreement
to be executed by their duly authorized representatives.

ABBVIE S. R. O.

By / podpis:

Name / jméno:

Title / funkce:

Date / datum:

By / podpis:

Name / jméno:

NEMOCNICE CESKE BUDEJOVICE, A.S.

Title / funkce:

Date / datum:

XXXXXX

By / podpis:

Name / jméno: XXxXXxx

Title / funkce: Investigator/hlavni zkousejici

Date / datum:
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PRILOHA B

EXHIBIT B

DOPORUCENI PRO VEDECKE PUBLIKACE

RECOMMENDATIONS FOR SCIENTIFIC PUBLICATIONS

1. Kritéria pro autorstvi. Na zakladé doporuc¢enych postupl
Mezinarodniho vyboru vydavatelll zdravotnickych Casopist
(ICMJE) musi byt autorstvi zaloZzeno na:

1. Criteria for Authorship. Based on the guidelines of
the International Committee of Medical Journal Editors
(ICMJE), authorship credit should be based on:

(@) vyznamnych pfispévcich ke koncepci a uspofadani, nebo
k ziskani dat, nebo k analyze a interpretaci dat; a na

(a) substantial contributions to conception and design, or
acquisition of data, or analysis and interpretation of data;
and

(b) sepsani nebo kritické revizi ¢lanku s dalezitym intelektualnim
obsahem; a na

(b) drafting or revising the article critically for important
intellectual content; and

(c) konecném schvaleni verze, ktera ma byt publikovana; a na

(c) final approval of the version to be published; and

(d) souhlasu autora s tim, Ze bude odpovédny za vSechny aspekty
prace stim, Ze zajisti, aby problémy tykajici se pfesnosti nebo
integrity libovolné &asti prace byly Fadné prozkoumany a vyfedeny.

(d) agreement to be accountable for all aspects of the work
in ensuring that questions related to the accuracy or integrity
of any part of the work are appropriately investigated and
resolved.

Aby mél potencialni autor zaru€eno autorstvi, musi splfiovat
vSechna Ctyfi vySe uvedena kritéria.

A person must meet all four of the above criteria to warrant
authorship.

2. Podékovani  zdravotnickym  autordm a  dalSim
pfispévateldm. Ti, ktefi vyznamnym zpusobem pfispéli ke Studii
nebo Védecké publikaci, ale nespliuji vySe uvedena kritéria
autorstvi, musi byt uvedeni v ¢asti podékovani, véetné zverejnéni
zdroju veskeré finanéni podpory, kterou tito pfispévatelé obdrzeli.
Kazdy musi poskytnout pisemné svoleni se svym uvedenim
v podékovani.

2. Acknowledgement of Medical Writers and Other
Contributors. Those individuals who have made a
significant contribution to the Study or Scientific Publication,
but do not meet the criteria for authorship noted above,
should be listed in an acknowledgments section, including
disclosure of the source of any financial support given to
such contributors. All persons must give written permission
to be acknowledged.

3. Stret zajmu autora. V zajmu transparentnosti a zachovani
nejvyssich moznych standardl chovani je tfeba, aby autofi uvadeél
vSechny finan¢ni, odborné nebo osobni vztahy, které by mohly
zpochybnit shodu autorovy prace s pfislusSnymi standardy ICMJE.
Kazdé uvedeni stfetu zajmd by mélo: (a) popsat autorGv vztah
s AbbVie; (b) popsat pfipadnou ulohu AbbVie v usporfadani studie,
vyzkumu, analyze, sbéru dat, interpretaci dat, nebo pfi psani, revizi
¢i schvalovani Védecké publikace; a (c) identifikovat osoby, které
poskytly redakéni nebo technickou pomoc s Védeckou publikaci,
a uvést zdroje financovani takové pomoci.

3. Author Disclosures. In the interest of transparency
and maintaining the highest possible standards of conduct,
authors should disclose any financial, professional or
personal relationship that might be perceived to bias the
author's work consistent with ICMJE standards, as
applicable.  Each disclosure should: (a) describe the
author’s relationship with AbbVie; (b) describe the role of
AbbVie, if any, such as in study design, research, analysis,
data collection, interpretation of data, or writing, reviewing,
or approving of the Scientific Publication; and (c) identify
individuals who provided editorial or other technical
assistance with the Scientific Publication and disclose the
funding source for such assistance.

4. Zavazek sestavovat vyrovnané a véasné publikace.
VSechny Védecké publikace by meély byt zvefejnény vcas,
v souladu se standardy daného odvétvi a soucasnymi védeckymi

4. Commitment to Balanced and Timely Publication.
All Scientific Publications should be published in a timely
manner, in accordance with industry standards, and present

informacemi, a to pfesnym a vyrovnanym zpUsobem, ktery | scientific information in an accurate and balanced way that
nevyluCuje ani nevhodné nepodcenuje negativni informace | does not exclude or inappropriately downplay negative
0 bezpec€nosti a zdravi. safety or health information.

5. Soukromi. Autofi musi zajistit vyslovny pisemny souhlas | 5. Privacy. Authors should ensure that the

pacientd/subjektl se zafazenim libovolnych osobu identifikujicich
informaci do Védecké publikace.

patient(s)/subject(s) have provided explicit written consent
permitting any personally identifiable information to be
included in the Scientific Publication.
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6. Nadbyte€na publikace. Duplicitni nebo nadbyte¢na | 6. Redundant Publication. Duplicate or redundant

publikace vysledkl Studie vrecenzovanych cCasopisech se
nedoporuc€uje. Védecké publikace, které by se mohly jevit jako
nadbyteéné nebo duplicitni Védecké publikace, jsou pFipustné
v pfipadé, Ze je to povoleno politikou védeckych kongresd nebo
v pfipadé, ze stim souhlasi pfislusné casopisy, a to za
nasledujicich podminek: (a) ucelem je publikaci sdilet s odliSnym
nebo S&irSim publikem; (b) Védecka publikace je dokoncenou
zpravou predchozi pfedbézné Védecké publikace; (c) predchozi
Védecka publikace byla zaslana do registru klinickych studii; (d)
Védecké publikace obsahuje sekundarni nebo novou analyzu dfive
zvefejnénych (dajl; a (e) Védecka publikace je prekladem jiz
zvefejnéné Védecké publikace do nového jazyka.

Scientific Publication of the Study results in peer-reviewed
journals is not recommended. Scientific Publications which
might first appear as a redundant or duplicate Scientific
Publication are acceptable, when permitted by scientific
congress policy or when agreed to by the applicable
journals, under the following circumstances: (a) the intent is
to share with a different or wider audience; (b) the Scientific
Publication is a complete report of a previous preliminary
Scientific Publication; (c) the previous Scientific Publication
was posted in a clinical trial registry; (d) the Scientific
Publication contains secondary or new analysis of
previously published data; and (e) the Scientific Publication
is a translation into a new language of an already published
Scientific Publication.
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EXHIBIT C - Certificate of Insurance
PRILOHA C - Pojistny certifikat
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