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SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (dale jen "Smlouva") se uzavira
mezi spole¢nosti AbbVie, s. r. 0., se sidlem Hadovka Office Park,
Evropska 2591/33d, 160 00, Praha 6, Ceska republika, IC:
24148725, DIC: CZ24148725 (dale jen ,AbbVie") a Masarykovym
onkologickym Ustavem, se sidlem Zluty kopec 7, 656 53 Brno,
Ceska republika, 1C: 00209805, DIC: CZ00209805 (dale jen
Poskytovatel zdravotnich sluzeb") a

(dale jen "ZkouSejici") a jejim pfedmétem je
provadéni klinického hodnoceni humanniho Ié¢ivého pfipravku (dale
jen ,Studie™), konkrétné vyrobku spole¢nosti AbbVie ABT 888 (dale
jen ,Studijni produkt(y)") s datem ucinnosti k datu Uplného podpisu
(,Datum u¢innosti").

S ohledem na vzajemné sliby uvedené v této Smlouvé se smluvni
strany dohodly nasledovné:

1. Provadéni studie.

(@) Poskytovatel zdravotnich sluzeb a ZkouSejici (definovani
nize) budou provadét Studii podle podminek této Smlouvy, pfi¢emz
budou pfisné dodrzovat Protokol ¢ M14011 s nazvem
.Randomizovand, placebem kontrolovana, dvojité zaslepena
studie fdaze 3 hodnotici bezpecnost a ucinnost pridani
Veliparibu a Carboplatinu oproti pridani Carboplatinu ke
standardni neoadjuvantni chemoterapii a oproti standardni
neoadjuvantni chemoterapii u pacientek s triple negativni
rakovinou prsu (TNBC) v raném stadiu“ (,Protokol"), ktery muze
byt €as od ¢asu aktualizovan spole¢nosti AbbVie pisemnou formou,
a jakykoliv jiny pisemny pokyn, ktery mize ¢as od ¢asu poskytnout
spole¢nost AbbVie Poskytovateli zdravotnich sluzeb. ZkouSejici
timto potvrzuje, Zze si Protokol pfecetl a porozumél mu, na diukaz
¢ehoz pfipojil svlj podpis v Souhlasném prohlaSeni ZkouSejiciho
obsazeném v Protokolu, jehoz platné znéni se miize ¢as od Casu
ménit, a vSechny pfipadné dodatky Protokolu jsou pfipojeny k této
Smlouvé odkazem.

(b) Poskytovatel zdravotnich sluzeb a ZkouSejici berou na védomi,
Ze (i) se jedna o multicentrickou studii, (i) nabor bude probihat
kompetitivnim zplUsobem, a (iii) jakmile bude dosazeno celkového
cilového poctu subjektd ve Studii, bude nabor ukonéen ve vSech
centrech, véetné Poskytovatele zdravotnich sluzeb, a to bez ohledu
na to, zda Poskytovatel zdravotnich sluzeb a ZkouS$ejici naplnili sv(j
individualni cil ndboru. V takovém pfipadé Poskytovatel zdravotnich
sluzeb a ZkouSejici na zakladé oznameni od spole¢nosti AbbVie
okamzité ukoné&i nabor novych subjektu.

(c) Poskytovatel zdravotnich sluzeb uznava a souhlasi s tim,
Ze urcité zavazky AbbVie, zejména, nikoliv vS8ak vyluéné platby,

CLINICAL STUDY AGREEMENT

This clinical study agreement (the Agreement”) has been
concluded between AbbVie s.r.o., registered office:
Hadovka Office Park, Evropska 2591/33d, 160 00, Prague 6,
Czech Republic, Business Registration Number: 24148725,
Tax Registration Number: CZ24148725 (hereinafter

"AbbVie") and the Masaryk’'s Oncology Institute,

registered office: Zluty kopec 7, 656 53 Brno, Czech
Republic,
Registration No.:

No.:
the

Business Registration
CZ00209805

00209805, Tax
"Medical Services

(hereainafter
"Investigator"). The subject-matter of this Agreement is
performance of a clinical study of a medicinal product for
human use (herainafter the "Study") in relation to the AbbVie
product ABT 888 (hereinafter the "Study Product(s)")
effective as of the date this Agreement is fully executed (the
"Effective Date").

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

1. Conduct of Study.
(@ Medical Services Provider and Investigator (defined

below) will conduct the Study pursuant to the terms of this
Agreement and in strict adherence to Protocol No. M14-011
entited "A Randomized, Placebo-Controlled, Double-
Blind, Phase 3 Study Evaluating Safety and Efficacy of
the Addition of Veliparib Plus Carboplatin Versus the

Addition of Carboplatin to Standard Neoadjuvant
Chemotherapy Versus Standard Neoadjuvant
Chemotherapy in Subjects with Early Stage Triple

Negative Breast Cancer (TNBC)" (the "Protocol"), as the
same may be amended from time to time in writing by
AbbVie, and any other written instruction that may be

provided to Medical Services Provider by AbbVie.
Investigator  hereby  acknowledges reviewing and
understanding the Protocol, as evidenced by the

Investigator's signature on the Investigator Agreement(s)
contained within the Protocol, as may be amended from time
to time, all of which are incorporated herein by reference.

(b) Medical Services Provider and Investigator
acknowledge that (i) the Study involves participation of
multiple sites; (ii) recruitment is competitive; and (iii) when
the enrolment goal for the Study as a whole is reached,
enrolment will be closed at all sites, including the Medical
Services Provider, regardless of whether the Medical
Services Provider and Investigator have reached their
individual enrolment goal. In such event, upon notice from
AbbVie, Medical Services Provider and Investigator shall
immediately stop enroliment of any new subjects.

(c) Medical Services Provider acknowledges and
agrees that certain obligations of AbbVie, including but not
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vyplyvajici z této Smlouvy musi byt delegovany na: INC Research
Ceska republika s.r.o., Zeleny Pruh 1560/99, 140 00 Praha 4, Ceska
republika (,CRQO").

2. ZkouSejici; Kontakty. Spole€nost AbbVie uzavird tuto

Smlouvu s Poskytovatelem zdravotnich sluzeb s tim védomim, Ze
I  o.<ciic") buce odpovédna
jménem Poskytovatele zdravotnich sluzeb za provadéni Studie.
Pokud nejsou z jakéhokoliv diivodu tyto sluzby dostupné, spole¢nost
AbbVie mulze ukonéit tuto Smlouvu. Kontakt/y pro Poskytovatel
zdravotnich sluzeb u spole¢nosti AbbVie budou Josef Svoboda,
AbbVie, s. r. 0. Hadovka OfficePark, Evropska 2591/33d, 160 00,
Praha 6, Ceska republika, tel.: +420 233 098 186fax: +420 233 098
141 nebo kohokoli by spole¢nost AbbVie pisemné povéfila a v CRO
bude Tim Allen, Projektovy Manazer, INC Research Limited, River
View, Meadows Business Park, Station Approach , Camberley
GUL17 9AB, UK Tel.: +44 (0)1276 481194, nebo kohokoliv
spole¢nost CRO pisemné uréi. Kontakt/y spole¢nosti AbbVie a CRO
u Poskytovatele zdravotnich sluzeb bude Mgr. Michaela Hanakova,
Zluty kopec 7, 656 53 Brno, tel. 543 136 226 nebo kohokoliv
Poskytovatel zdravotnich sluzeb pisemné uréi. Poskytovatel
zdravotnich sluzeb potvrzuje a zaruCuje, Ze ZkouSejici je
zaméstnancem Poskytovatele zdravotnich sluzeb. Pokud ZkouSejici
rozvaze pracovni pomeér s Poskytovatelem zdravotnich sluzeb
béhem doby platnosti Smlouvy (jak je definovana nize), pak

Poskytovatel zdravotnich sluzeb okamzité pisemné uvédomi
spole¢nost AbbVie.

3. Dodrzovani pravnich predpisu.

@) Poskytovatel zdravotnich sluzeb i ZkouSejici prohlaSuiji,

zaruCuji a zavazuji se, ze provedou tuto Studii a budou plnit své
zavazky podle této Smlouvy v souladu se vSemi platnymi zakony,
nafizenimi a smérnicemi, véetné a bez omezeni Zakona o lé¢ivech
¢. 378/2007 Sb., v aktualnim znéni, Zakona o zdravotnich sluzbach
¢. 372/2011 Sbh., v aktudlnim znéni, vyhlasky ¢. 226/2008 Sb. o
spravné klinické praxi a blizSich podminkach klinického hodnoceni
pfipravkl, vyhlasky €. 84/2008 Sb. o spravné lékarenské praxi a
zpUsobu pfedepisovani IéCivych pripravkl a dopliikova pravidla a
regulacni opatfeni, které mohou byt také ¢as od Casu upraveny.
AbbVie zajisti schvéleni Statniho ustavu pro kontrolu 1é&iv (,SUKL")
a etické komise (,EK"), zfizené a ustanovené v souladu s platnymi
zakony a nafizenimi. AbbVie déale ohlasi SUKLu a EK uvedeni
vyznamnych dodatkli Protokolu podle pozadavk( pfisluSnych
regulacnich nafizeni. Poskytovatel zdravotnich sluzeb bude plnit
smérnice EK, pfi¢emz bude respektovat provadéni Studie, a oznami
spole¢nosti AbbVie, v jakém rozsahu se kterékoliv z t€chto smérnic
lisSi od Protokolu. Poskytovatel zdravotnich sluzeb zajisti, aby
ZkouSejici dodrzoval postupy stanovené pro zaznam a hlaseni
Udaju poZzadované pfislusnymi regulaénimi nafizenimi.

(b) Poskytovatel zdravotnich sluzeb a ZkousSejici souhlasi s
tim, Ze pokud spole¢nost AbbVie uhradi nebo poskytne nebo
budou jejim jménem poskytnuty bezplatné studijni materidly a/nebo
sluzby (jak je definovano nize), Poskytovatel zdravotnich sluzeb,
jeho zastupci ani ZkouSejici nebudou samostatné ucétovat nebo
vyZadovat proplaceni téchto studijnich materiald nebo sluzeb od

limited to payments, under this Agreement shall be
delegated to: INC Research Czech Republic s.r.0., Zeleny
Pruh 1560/99, 140 00 Prague 4 Czech Republic ("CRQO").

2. Investigator; Contacts. AbbVie is entering into this
Services Provider with the

Agreement with Medical
understanding that
("Investigator") will be responsible on Medical Services
Provider's behalf for the conduct of the Study. If such
personal services are not available for any reason, AbbVie
may terminate this Agreement. Medical Services Provider's
contact(s) at AbbVie will be Josef Svoboda, AbbVie s.r.o.
Hadovka OfficePark, Evropska 2591/33d, 160 00, Praha 6,
Czech Republic, phone.: +420 233 098 186, fax: +420 233
098 141, or whomever AbbVie may designate in writing, and
at CRO will be Tim Allen, Project Manager, INC Research
Limited, River View, Meadows Business Park, Station
Approach , Camberley GU17 9AB, United Kingdom Phone:
+44 (0)1276 481194, or whomever CRO may designate in
writing. AbbVie’'s and CRO’s contact(s) at Medical Services
Provider will be Mgr.Michaela Hanakova, Zluty kopec 7, 656
53 Brno, tel. 543 136 226, or whomever Medical Services
Provider may designate in writing. Medical Services Provider
represents and warrants that Investigator is an employee of
Medical Services Provider. If Investigator leaves Medical
Services Provider's employment during the Term (as defined
below), then Medical Services Provider will promptly notify
AbbVie.

3. Compliance with Law.

@) Each of Medical Services Provider and Investigator
represents, warrants and covenants that it will conduct the
Study and perform its obligations under this Agreement in
compliance with all applicable laws, regulations and
guidelines, including but not limited to, including, without
limitation, the Act on Pharmaceuticals No. 378/2007, as
amended, the Act on Health Care Services No. 372/2011, as
amended,, Decree No. 226/2008 on Good Clinical Practices
and on Detailed Conditions for Evaluation of Pharmaceutical
Products, Decree No. 84/2008 on Good Pharmacy Practice
and ancillary rules and regulations, as the same may be
amended from time to time. 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 and regulations. AbbVie
shall notify SUKL and EC of the introduction of substantial
amendments to the Protocol as required by applicable
regulations. Medical Services Provider will comply with the
directives of the EC respecting the conduct of the Study, and
will notify AbbVie to the extent any such directives vary from
the Protocol. Medical Services Provider shall cause
Investigator to observe the procedures set forth for recording
and reporting data as required by applicable regulations.

(b) Medical Services Provider and Investigator agree
that if Study Materials (as defined below) and/or services are
paid for or provided without charge by or on behalf of
AbbVie, none of Medical Services Provider its agents or
Investigator shall separately bill or seek reimbursement for
such Study Materials or services from any third party
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jakékoliv treti strany, jakéhokoliv subjektu, jakéhokoliv soukromého
poskytovatele pojisténi nebo z jakéhokoliv vliadniho programu nebo
od jiného vefejného poskytovatele pojisténi.

4. ProhlaSeni o finanénich zajmech. ZkouSejici sam se
zavazuje a zajisti aby jakykoliv dalSi zkouSejici (a) vyplnil a zaslal
zpét spolecnosti AbbVie Prohlaseni o finanénich zajmech a (b)
poskytl spole¢nosti AbbVie veSkeré nezbytné zakonné dokumenty,
které vyzaduje spole€¢nost AbbVie k zajisténi plnéni vyhlasky
federalnich organli (CFR), kapitola 21, ¢ast 54, véetné aktualniho
Zivotopisu a zdravotnické licence nebo odpovidajicich dokument.
ZkouSejici bere na védomi a bude se od né&j vyzadovat, aby potvrdil,
Ze on ani zadni dalSi zkouSejici provadéjici Studii a jejich blizci
pfibuzni nemaji pfimy vlastnicky podil (napf. prava duSevniho
vlastnictvi) na Studijnim produktu ani nebyli odménéni akciemi
spoleénosti AbbVie vyménou za svou pozici ZkouSejiciho nebo
dalSiho zkouSejiciho ve Studii. Jak ZkouSejici, tak jakykoliv dalSi
zkousSejici okamzité oznami spole€nosti AbbVie jakoukoliv zménu
ohledné pfesnosti ProhlaSeni o finan€nich zajmech béhem doby
trvani Smlouvy a po dobu jednoho (1) roku po dokonceni Studie.
Poskytovatel zdravotnich sluzeb bude plnit veSkeré platné
pozadavky tykajici se podavani zprav a Fizeni stfetu zajma.

5. Materialni zajiSténi hodnoceni. Spole¢nost AbbVie nebo
CRO jménem spolecnosti AbbVie poskytne dostate¢né mnoZstvi
Studijniho produktu/produktd a zdznamovych listd subjektu nebo
pfipadné pfistup k elektronickému systému zdznamu dat (CRF) a
také jakékoliv jiné latky, materidly a informace, které uvadi Protokol
nebo jiné materialy, které spole¢nost AbbVie povazuje za nezbytné
k provadéni Studie (spole¢né jako ,studijni materialy").

Spolecnost AbbVie se zavazuje pro Ucely Studie:

- Dodavat Poskytovateli zdravotnich sluzeb studijni produkt
(hodnoceny |égivy pfipravek) Veliparib ABT 888

- Dodavat Poskytovateli zdravotnich sluzeb dodavky lé€ivych
pfipravkl s ucinnou latkou: Karboplatina, Paclitaxel,
Doxorubicin, Cyklofosfamid.

Spole¢nost AbbVie nebo CRO jménem spole¢nosti AbbVie dodéa
studijni  produkt, Karboplatinu, Paclitaxel, Doxorubicin a
Cyklofosfamid do Ustavni Iékarny Poskytovatele zdravotnich sluzeb,
a to v pracovni dny v dobé od 7:00 do 15:30 hod. Studijni produkt
bude jednozna¢né identifikovan a adresovan zaméstnanci
Poskytovatele zdravotnich sluzeb odpovédnému za farmaceutickou
¢ast Studie.

Poskytovatel zdravotnich sluZzeb a ZkouSejici zajisti spravny pfijem,
manipulaci a skladovani a pfidéleni studijniho produktu a vSech
dalSich latek patficné kvalifikovanym Iékarnikem podle zasad
Spravné |ékédrenské praxe. Spole€nost AbbVie poskytne studijni
materialy zcela zdarma vyluéné pro pouZiti ze strany Poskytovatele
zdravotnich sluzeb a ZkouS$ejiciho pfi provadéni Studie.
Poskytovatel zdravotnich sluzeb ani ZkouSejici nepouziji zadné
studijni materialy pro jakékoliv Ucely jiné, nez je provadéni Studie
podle Protokolu. Veskeré studijni materidly a jiné informace, které
poskytne spole€nost AbbVie v souvislosti s touto Smlouvou, jsou a

including, without limitation, the subject, any private provider
of insurance, or any government program or other public
provider of insurance.

4. Financial Disclosure Certification. Investigator
undertakes and shall ensure that any subinvestigator (a)
completes and returns to AbbVie the Financial Disclosure
Certification and (b) provides AbbVie with all essential
regulatory documents requested by AbbVie to ensure
compliance with 21 C.F.R. Part 54, including but not limited
to current Curriculum Vitae and medical license or its
equivalent. 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 (e.g., intellectual property rights) in
the 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 and for one (1) year following completion of the
Study. Medical Services Provider will comply with all

applicable  requirements  regarding reporting  and
management of conflicts of interest.
5. Study Supplies. AbbVie, or CRO on AbbVie's

behalf, will provide sufficient quantity of the Study Product(s)
and case report forms or access to an electronic data
capture system, as applicable ("CREs"), as well as any other
compounds, materials and information specified by the
Protocol or other materials AbbVie deems necessary to
conduct the Study (together, the "Study Materials").

For the purposes of the study, AbbVie undertakes:

- to provide the Medical Services Provider with the Study
Product (investigational medicinal product) Veliparib ABT
888

- to provide the Medical Services Provider with the deliveries
of the medicinal products with active ingredient: Carboplatin,
Paclitaxel, Doxorubicin, Cyclophosphamide.

AbbVie, or CRO on AbbVie’'s behalf, will deliver the Study
Product, Carboplatin, Paclitaxel, Doxorubicin  and
Cyclophosphamide to the Institute Pharmacy at the Medical
Services Provider on working days from 7:00 to 15:30. The
Study Product will be clearly identified and addressed to the
employee of the Medical Services Provider responsible for
the pharmaceutical part of the Study.

Medical Services Provider 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. AbbVie
will provide the Study Materials at no cost solely for use by
Medical Services Provider and Investigator in the conduct of
the Study. Neither Medical Services Provider nor Investigator
will use any of the Study Materials for any purpose other
than to conduct the Study pursuant to the Protocol. All Study
Materials and other information provided by AbbVie in
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zUstanou vyluénym vlastnictvim spolecnosti AbbVie. ZkouSejici a
Poskytovatel zdravotnich sluzeb prohlasuji, zaru€uji a zavazuji se,
ze:

(@) Ze studijni materidly budou skladovany a bude s nimi
zachazeno v souladu s pisemnymi pokyny spole¢nosti AbbVie, jak
uvadi znacéeni studijnich materidll, a v souladu s platnymi
zakonnymi pozadavky;

(b) studijni materialy nebudou pouzity po vyznaceném datu
expirace; a

(c) po dokoné&eni studie nebo ukongeni platnosti této smlouvy,
nebo na zakladé vyzvy spoleCnosti AbbVie, bude veSkery
nespotfebovany nebo expirovany studijni material vracen
spole¢nosti  AbbVie vsouladu s Protokolem a vsouladu s
prislusnymi pfedpisy tykajicimi se odesilani takového studijniho
materialu. Pokud strany odsouhlasi, ze vraceni takového studijniho
materialu neni proveditelné nebo neni dovoleno mistnimi zakony a
predpisy, bude veskery nespotfebovany nebo exspirovany studijni
material zlikvidovan na naklady Poskytovatele zdravotnich sluzeb
v souladu s mistnimi zakony a predpisy, bud: (i) Poskytovatelem
zdravotnich sluzeb, za pfedpokladu, Ze Poskytovatel zdravotnich
sluzeb ma nezbytné vybaveni, kvalifikaci a Ufedni povoleni potfebné
pro destrukci studijnich materidll; nebo (i) tfeti stranou
nasmlouvanou Poskytovatelem zdravotnich sluzeb (schvéalenou
spole¢nosti  AbbVie v pfiméfené mife), za predpokladu, Zze
Poskytovatel zdravotnich sluZzeb je uveden jako puvodce studijnich
materidll a za predpokladu, Ze Poskytovatel zdravotnich sluzeb
potvrdi, Ze tfeti strana ma nezbytné vybaveni, kvalifikaci a Ufedni
povoleni potfebné pro destrukci studijnich materiald. Poskytovatel
zdravotnich sluzeb odSkodni, zprosti a zajisti bezlhonnost
spoleCnosti AbbVie za jakékoliv naroky a Fizeni proti spoleCnosti
AbbVie v souvislosti s poSkozenim Zzivotniho prostfedi, které mohlo
nastat v disledku destrukce studijniho materialu Poskytovatelem
zdravotnich  sluzeb  nebo  tfeti stranou  nasmlouvanou
Poskytovatelem zdravotnich sluzeb. Po jakékoliv takové destrukci
Poskytovatelem zdravotnich sluzeb nebo tfeti stranou, Poskytovatel
zdravotnich sluzeb obratem poskytne spole¢nosti AbbVie certifikat o
destrukci nebo obdobny dokument stvrzujici finalni likvidaci
studijniho  materidlu. Poskytovatel zdravotnich sluzeb bude
dokumentovat takové vraceni nebo destrukci podle pokyn0
spolec¢nosti AbbVie. Bez ohledu na vySe uvedené, v pfipadé, ze
Studijni produkt neni ve formé tablet, zajisti Poskytovatel
zdravotnich  sluzeb likvidaci nacatého a nespotfebovaného
Studijniho produktu ihned po jeho pfipravé ¢i Upravé;

(d) Poskytovatel zdravotnich sluzeb a/nebo ZkousSejici budou vést
odpovidajici zaznamy o pouziti studijnich materialt, véetné dat,
mnoZzstvi a pouziti ze strany subjekta.

6. Dodavani prubéznych zprav a postudijnich zprav. Na
zadost spole€nosti AbbVie nebo CRO predlozi Poskytovatel
zdravotnich sluzeb Ustni nebo pisemné zpravy o postupu Studie. Do
Ctyficeti péti (45) dna po dokonéeni a uzavreni Studie Poskytovatel
zdravotnich sluzeb poskytne spole¢nosti AbbVie nasledujici, pokud
spole¢nost AbbVie nebo CRO neda jiné pisemné pokyny:

(a) kone€nou zpravu EK o Studii pfipravenou Zkou$ejicim pro

connection with this Agreement are and will remain the sole
property of AbbVie. Each of Investigator and Medical
Services Provider represents, warrants and covenants that:

(@ the Study Materials will be stored and handled in
accordance with AbbVie's written instructions, as set forth in
the labeling of the Study Materials, and in accordance with
applicable regulatory requirements;

(b) the Study Materials will not be used past the
labeled expiration date;

(c) upon conclusion of the Study or termination of the
Agreement or at AbbVie's request, any remaining or expired
Study Materials will be returned to AbbVie in accordance
with the Protocol and in compliance with applicable
requirements governing the shipment of such Study
Materials. If the parties agree that the return of such Study
Materials is not practicable or is prohibited under local laws
or regulations, any remaining or expired Study Materials will
be destroyed at Medical Services Provider's sole costs and
expense and in full compliance with applicable laws and
regulations by either (i) the Medical Services Provider,
provided that Medical Services Provider has the necessary
facilities, expertise and regulatory approvals required to
destroy Study Materials; or (ii) by a third party contracted by
the Medical Services Provider (approved by AbbVie in its
reasonable discretion), provided that the Medical Services
Provider is identified as the generator of the Study Materials
and further provided that the Medical Services Provider
confirms that the third party has the necessary facilities,
expertise and regulatory approvals required to destroy Study
Materials. Medical Services Provider will indemnify, release
and hold harmless AbbVie for any claims made or
proceedings brought against AbbVie related to
environmental contamination that may arise from the
destruction of Study Materials by Medical Services Provider
or third parties contracted by Medical Services Provider.
Upon any such destruction by Medical Services Provider or
by a third party, Medical Services Provider will promptly
provide AbbVie with a certificate of destruction or similar
document verifying the final disposition of the Study
Materials. Medical Services Provider will document such
return or destruction pursuant to AbbVie's direction.
Nothwithstanding the foregoing, in case Study Products are
not in tablet form, Medical Services Provider shall ensure
disposal of such opened and unused Study Product
immediately after its preparation or treatment;

(d) Medical Services Provider and/or Investigator shall
maintain adequate records of the disposition of Study
Materials including dates, quantity and use by subjects.

6. Delivery of Progress and Post-Study Reports. Upon
the request of AbbVie or CRO, Medical Services Provider
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, Medical Services Provider will
furnish AbbVie with the following, unless AbbVie or CRO
direct otherwise in writing:

(@ the final EC report on the Study prepared by the
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EK;

(b) vSechny dokoncené, pouzité nebo nepouzité CRF dfive
nedodané do spole¢nosti AbbVie;

(c) veSkeré Udaje, zpravy a jiné informace generované v
souvislosti se Studif; a

(d) vesSkeré jiné materidly a informace, které poskytla
spole¢nost AbbVie.

7. Monitorovani a audity; Uchovani zdznam.

(@ Poskytovatel zdravotnich sluzeb umozni spole¢nosti

AbbVie a jakékoliv osobé povéfené spolecnosti AbbVie, vetné
CRO, pfistup na pracovisté, kde se provadi Studie, v€etné jakékoli
lékarny, ktera pridéluje studijni produkt a/nebo dalSi latky a to
bé&éhem bézné pracovni doby za ucelem monitorovani provadéni
Studie, v€etné pfijmu, manipulace, uchovavani a pfidélovani
studijniho produktu a/nebo dalSich latek, a také za ucelem auditu
zaznam(l, CRF, zdrojovych dokumentl a jinych dat tykajicich se
Studie za ucelem ovéfeni toho, Ze Poskytovatel zdravotnich sluzeb
a ZkouSejici plni své povinnosti uvedené v této Smlouvé.
Poskytovatel zdravotnich sluzeb zajisti, aby byly Gdaje subjektu,
které pozaduje Protokol, vlozeny do CRF (at uz v elektronické nebo
tiSténé formé) do péti (5) pracovnich dnl od navstévy subjektu.
Poskytovatel zdravotnich sluzeb muze revidovat tyto zaznamy,
zdrojové dokumenty a jiné Udaje, které se mohou pravoplatné
vyZadovat za ucelem ochrany dlvérnosti v souladu s Oddilem 10
(Davérnost dat subjektu; Ochrana dat) této Smlouvy. Pokud
spole¢nost AbbVie nebo CRO jménem spole€nosti AbbVie vyZaduje
opravny a/nebo preventivni krok v dusledku svého monitorovani
nebo auditnich ¢innosti, Poskytovatel zdravotnich sluzeb bude vcéas
vytvaret a zavadét opravné kroky a/nebo plan preventivnich kroka.
Pravo spole¢nosti AbbVie na provadéni auditu bude v platnosti i po
vyprSeni této Smlouvy.

(b) Pokud to nezakazuje zakon, Poskytovatel zdravotnich
sluZzeb bude informovat spolecnost AbbVie okamzité poté, co obdrzi
jakékoliv Zadosti z kteréhokoliv zakonného organu o kontrolu nebo
pfistup k dokumentim tykajicim se Studie a okamzité poskytne
spole¢nosti AbbVie kopii takové zadosti a pfilozi kopie jakychkoliv
dokumentll, které obdrzi od zakonnych organt nebo které jim
poskytne. V pfipadé, Ze je vydano zakonné vyjadieni nebo
oznameni, které se tyka sluzeb provadénych podle této Smiouvy,
Poskytovatel zdravotnich sluzeb souhlasi s tim, Ze predlozi prehled,
ktery obsahuje vysvétleni zdlezitosti identifikovanych zakonnym
organem, jakoukoliv reakci na vyznamné zdalezitosti identifikované
zakonnym organem a vysvétleni uplatnitelnosti takového zakonného
vyjadfeni nebo oznameni ke sluzbam poskytovanym na zakladé této
Smlouvy. Poskytovatel zdravotnich sluzeb souhlasi s tim, Zze
poskytne spole¢nosti AbbVie tento pfehled do patnacti (15) dnl ode
dne, kdy Poskytovatel zdravotnich sluzeb obdrzi jakékoliv zdkonné
vyjadfeni nebo oznameni.

(c) Poskytovatel  zdravotnich  sluzeb  uchova  studijni
dokumenty v souladu s platnymi zakony a nafizenimi nebo
Protokolem, a to podle toho, ktera doba uchovani je delSi. Na zadost
a na naklady spole¢nosti AbbVie Poskytovatel zdravotnich sluzeb
uchova studijni dokumenty i po dobu delSi, nez je doba ulozeni
popsana vySe. Pro tyto Ucely Poskytovatel zdravotnich sluzeb
informuje spole¢nost AbbVie minimalné Sedesat (60) dnl pred tim,

Investigator for the EC;

(b) all completed, used and unused CRFs not
previously delivered to AbbVie;

(c) all data, reports and other information generated in
relation to the Study; and

(d) all other materials and information provided by
AbbVie.

7. Monitoring and Audits; Record Retention.

(@ Medical Services Provider will permit AbbVie and

any AbbVie designee, including CRO, access to Study sites,
including any pharmacy dispensing the Study Product and/or
other compounds, during normal business hours 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
Medical Services Provider's and Investigator's compliance
with their obligations herein. Medical Services Provider will
ensure that subject data, as required in the Protocol, is
entered into the CRFs (whether electronic or paper) within
five (5) business days of subject visit. Medical Services
Provider may 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
AbbVie, or CRO on AbbVie's behalf, requests corrective
and/or preventive action as a result of its monitoring or audit
activities, Medical Services Provider shall comply with the
timely creation and implementation of a corrective action
and/or preventive action plan. AbbVie's right to audit shall
survive the expiration of this Agreement.

(b) Unless prohibited by law, Medical Services Provider
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 promptly provide
AbbVie with a copy of any such request, to include copies of
any documents received from or provided to regulatory
authorities. In the event a regulatory citation or notice is
issued which relates to the services under this Agreement,
Medical Services Provider agrees to produce a summary
that includes an explanation of the issues identified by the
regulatory authority, any response to the significant issues
identified by the regulatory authority, and an explanation of
the applicability of such regulatory citation or notice to the
service(s) provided hereunder. Medical Services Provider
agrees to provide AbbVie with such summary within fifteen
(15) days of Medical Services Provider's receipt of any
regulatory citation or notice.

(c) Medical Services Provider shall retain the Study
documents in accordance with the applicable laws and
regulations or the Protocol, whichever retention period is
longer. At AbbVie's request and expense, Medical Services
Provider shall retain the Study documents for an even longer
period than the retention period described above. For these
purposes, Medical Services Provider shall inform AbbVie at
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nez odstrani jakékoliv studijni dokumenty ze svych zaznamu.

8.

@

Document Name:

Odména.

Spole¢nost AbbVie se prostfednictvim CRO, na které byly
platebni zavazky podle této Smlouvy delegovany spole€nosti
AbbVie, zavazuje uhradit Poskytovateli zdravotnich sluzeb za
provadéni Studie, tj. za studijni navstévy, vySetfeni a dalSi
sluzby poskytnuté na zakladé této Smlouvy, odménu v souladu
s rozpoc¢tem, ktery tvofi Pfilohu A této Smlouvy (,Rozpocet®)-

Odména za provadéni Studie bude hrazena C&tvrtletné, vzdy za
navstévy, vySetfeni a dal$i sluzby poskytnuté podle této
Smlouvy v pfislusném kalendarnim Ctvrtleti.

Spolecnost AbbVie je povinna, a provede tak prostfednictvim
CRO, zaslat Poskytovateli zdravotnich sluzeb po ukonéeni
kalendarniho Ctvrtleti podklady potfebné pro vypocet odmény.
V navaznosti na tyto podklady Poskytovatel zdravotnich sluzeb
vystavi a zasSle spole¢nosti CRO fakturu.

Podklady potfebné pro vypoCet odmény musi zahrnovat
poloZzkové vyuctovani vSech navstév, vySetfeni a dalSich
sluzeb provedenych v pfislusném kalendafnim C&tvrtleti.
Vyuctovani musi byt provedeno zvlast pro kazdy subjekt
Studie, ktery musi byt oznaCen svym d&islem subjektu. U
kazdého subjektu Studie musi byt uvedeno, jaké navstévy Ci
vySetfeni absolvoval spolu s informaci, kdy tyto navstévy a
vySetfeni absolvoval a rovnéz ocenéni téchto navstév a
vySetfeni v souladu s Rozpoétem uvedenym v Pfiloze A této
Smlouvy. Byly-li poskytnuty n&jaké dalsi sluzby, museji byt tyto
v polozkovém vyuctovani rovnéz uvedeny spolu s datem jejich
poskytnuti a ocenénim dle Rozpoctu uvedenym v Pfiloze A
této Smlouvy.

V pfipadé, Ze Spole¢nost AbbVie prostfednictvim CRO
nezasle Poskytovateli zdravotnich sluzeb podklady potfebné
pro vypocet odmény do patnacti (15) dni ode dne ukonceni
daného kalendarniho d&tvrtleti, je Poskytovatel zdravotnich
sluzeb opravnén vystavit fakturu za vSechny navstévy,
vySetfeni a dalSi sluzby provedené podle této Smlouvy v
prislusném kalendarnim Ctvrtleti.

V pfipadé, Ze Poskytovatel zdravotnich sluzeb zjisti, Zze jsou v
podkladech pro vypolet odmény jakékoli nedostatky, tyto
oznami bez zbyte¢ného odkladu CRO, a spole¢nosti AbbVie.
Spole€nost AbbVie a CRO jsou povinny tyto nedostatky
prostfednictvim CRO bezodkladné odstranit. Ma-li spole¢nost
AbbVie a/nebo CRO zato, Ze v podkladech zadné nedostatky

nejsou, je povinna toto sdélit prostfednictvim CRO
Poskytovateli zdravotnich sluzeb. Smluvni strany jsou
nasledné povinny si navzajem poskytnout soucinnost

nezbytnou k odstranéni téchto rozpor(.
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least sixty (60) days before deleting any Study documents

from its files.
8. Compensation.

(@) AbbVie agrees to reimburse Medical Services Provider

CONFIDENTIAL
Legal Template: AbbVie Czech_Republic_CSA_1Agreementpersite__1Budget_Bilingual_170CT2012

Page 6 of 31

through CRO, to whom payment obligations under this
Agreement have been delegated by AbbVie, for the
Study conduct, i.e, for study visits, examinations and
any additional services provided under this Agreement,
compensation as set forth in the budget, which is
attached hereto as Exhibit A ((the “Budget”).

The remuneration for conducting the Study will be paid
quarterly, always for the visits, examinations and other
services provided under the Agreement in the relevant
calendar quarter.

AbbVie, is required to send, and will do so through
CRO, the Medical Services Provider, after the end of a
calendar quarter, the documents needed for the
calculation of remuneration. The Medical Services
Provider shall issue an invoice to CRO based on these
documents.

The documentation needed for calculating the
remuneration must include an itemised list of billing
statement of all visits, examinations and other services
performed in the relevant calendar quarter. Invoicing
must be done separately for each study subject, who
must be indicated by his/her subject number. For each
study subject the visits or examinations completed
must be specified, along with the timing when these
examinations and visits were completed as well as the
pricing of these visits and examinations in accordance
with the Budget set forth in Exhibit A hereto. If
additional services were provided, they must be listed
in the itemised billing statement along with the date of
provision and its pricing according to the Budget as set
forth in Exhibit A hereto.

In the event that AbbVie, fails to send the data needed
for calculating the remuneration through CRO, to the
Medical Services Provider within fifteen (15) days after
the end of the relevant calendar quarter, the Medical
Services Provider shall be entitled to issue an invoice
for all visits, examinations and other services
performed under the Agreement in the relevant
calendar quarter.

In the event that the Medical Services Provider
ascertains that there are any deficiencies in the
documentation for calculating the remuneration, they
shall inform CRO and AbbVie without undue delay, and
AbbVie and CRO are obliged, through CRO, to remove
these deficiencies without undue delay. If AbbVie
and/or CRO believe that there are no deficiencies, it is
required to inform the Medical Services Provider,
through CRO, of this fact. The parties are then obliged
to provide each other with assistance necessary to
rectify the discrepancies.
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Neodstrani-li spoleénost Abbvie nebo CRO nedostatky v
podkladech pro vypocet odmény ani ve IhGté 15 dnli ode dne
oznameni dle pfedchoziho odstavce, nebo v téZe Ihaté nesdéli
Poskytovateli zdravotnich sluzeb, Ze v podkladech zadné
nedostatky nespatfuje, je Poskytovatel zdravotnich sluzeb
opravnén vystavit fakturu za vSechny navstévy, vySetfeni a
dalSi sluzby provedené dle Poskytovatele zdravotnich sluzeb v
prislusném kalendarnim &tvrtleti.

Odména je splatna vzdy ve lhdté tficeti (30) dnli ode dne
doruceni faktury CRO.

Smluvni strany se dohodly, Zze ke vSem cenam uvedenych v
této smlouvé bude pfipoc¢itana DPH ve vysi dle pravnich
predpisu uc€innych ke dni uskute¢néni zdanitelného plnéni,
ktera bude s témito rovnéz uhrazena.

Smluvni strany se dohodly, Ze Poskytovatel zdravotnich
sluzeb pfimo obdrzi vSechny platby z této Smlouvy. Odména
ZkouSejiciho za provadéni sluzeb tykajicich se této Studie
bude ZkouSejicimu uhrazena Poskytovatelem zdravotnich
sluzeb v souladu s jeho vnitfnimi predpisy.

Smluvni strany se dale dohodly, Ze spole¢nost AbbVie
prostfednictvim CRO uhradi Poskytovateli zdravotnich sluzeb
cenu ve vySi za Ukony souvisejici se zahajenim
Studie (start-up faze). Tato cena je splatna na zakladé faktury
vystavené Poskytovatelem zdravotnich sluzeb po uzavieni
této Smlouvy, a to ve Ih{té tficeti (30) dnt ode dne doruceni
faktury CRO.

AbbVie prostrednictvim CRO, se zavazuje vyplatit
Poskytovateli zdravotnich sluzeb paus$alni &astku ve vysSi
*, ktera bude vyuZita vyhradn& na dhradu nakladu
subjektd  Studie spojenych s cestou k Poskytovateli
zdravotnich sluzeb a zpét (dale jen ,cestovni naklady").
Pausalni ¢astka na Uhradu cestovnich nakladd (dale jen
Jpausal”) bude spolec¢nosti AbbVie prostfednictvim CRO
vyplacena na zakladé faktury vystavené Poskytovatelem
zdravotnich sluZzeb. Pausal se v souladu s § 36 odst. 11
zékona ¢&. 235/2004 Sb., o dani z pfidané hodnoty, ve znéni
pozdéjSich predpist, nezahrnuje do zakladu dané z pfidané
hodnoty.

Poskytovatel zdravotnich sluzeb se zavazuje proplacet
subjektum Studie cestovni naklady, a to po kazdé navstéve
subjektu Studie uskute¢néné v souladu s protokolem Studie.
Cestovni naklady budou uhrazeny subjektu Studie
bezprostfedné po uskuteCnéni navstévy na zakladé a ve vysi
dle predlozené jizdenky ¢&i jiného obdobného dokladu
prokazujiciho vynaloZzené naklady. VySe nahrady lacena
jednotlivému subjektu Studie nesmi prekrogit &
v ramci jedné studijni navstévy.

Poskytovatel zdravotnich sluzeb poskytne dokumentaci CRO,
které jedna jménem spoleCnosti Abbvie, o vyplacenych
cestovnich nakladech (s podrobnym rozpisem ¢astek

(b)

(©

(d
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If AbbVie or CRO fails to rectify the deficiencies in the
documentation for calculation of remuneration within 15
days after the date of notification under the preceding
paragraph, or within the same period fails to inform the
Medical Services Provider that it sees no deficiencies in
the documentation, the Medical Services Provider shall
be entitted to issue an invoice for all Vvisits,
examinations and other services performed according
to the Medical Services Provider in the relevant
calendar quarter.

The remuneration shall be payable within thirty (30)
days of CRO'’s receipt of the invoice.

The parties agree that VAT shall be added to all
charges listed herein in accordance with the
legislation in force at the date of the chargeable
event, which will also be paid with these charges.

The parties agree that the Medical Services Provider
shall directly receive all payments from this Agreement.
The Investigator's remuneration for Study services
performed will be paid to the Investigator by the
Medical Services
Provider in accordance with its internal regulations.

The parties have also agreed that AbbVie, through
CRO, shall pay the Medical Services Provider i

for acts related to the initiation of the Study (start-
up phase). This amount is payable on the basis of an
invoice issued by the Medical Services
Provider after this Agreement has been fully executed,
and is due within thirty (30) days of receipt of the
invoice by CRO.

AbbVie, through CRO agrees to pay the Medical
Services Provider a lump sum in the amount of CZK

to be used only for reimbursement of
expenses incurred by the Study subjects associated
with their travel to the Medical Services Provider and
back (hereinafter referred to as "Travel Expenses").
The lump sum for Travel Expenses (the "Lump Sum")
will be paid by AbbVie, through CRO on the basis of an
invoice issued by the Medical Services Provider. The
Lump Sum, in accordance with Section 36(11) of Act
No. 235/2004, on Value Added Tax, as amended, is not
included in the VAT tax base.

The Medical Services Provider agrees to reimburse
Travel Expenses to the Study subjects after each visit
made by the Study subject in accordance with the
Study Protocol. Travel Expenses will be reimbursed to
the Study subject, immediately after the visit on the
basis of and in the amount of a submitted travel ticket
or other similar document showing proof of the expense
incurred. The amount reimbursed to each subject may
not exceed for one Study visit.

The Medical Services Provider will provide
documentation to CRO, who is acting on behalf of
AbbVie, of the paid Travel Expenses (with a breakdown
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vynaloZzenych jednotlivymi subjekty Studie za dané platebni
obdobi), a to vzdy ke konci pfislusného kalendainiho Ctvrtleti
na zakladé pozadavku spole¢nosti CRO nebo Abbvie. Pri
poskytovani téchto informaci Poskytovatel zdravotnich sluzeb
nesmi poskytnout 7zadné osobni Udaje subjektu Studie
spole¢nosti CRO nebo AbbVie.

Po vycCerpani tfi Ctvrtin pausalu je Poskytovatel zdravotnich
sluzeb opravnén vystavit dalsi fakturu, a to ve stejné vysi, v
jaké byla vystavena predchozi faktura na pausal pro uhrazeni
cestovnich naklad. AbbVie prostfednictvim CRO je poté
povinna fakturu uhradit do ftficeti (30) dnd ode dne doruceni
faktury.

Jakakoliv nepouzita c¢astka z pausalu uhrazeného
Poskytovateli zdravotnich sluzeb bude CRO vracena do fficeti
(30) dnd od ukonéeni této Smlouvy.

Vedle vySe uvedené odmény mizZou byt zaméstnancim
Poskytovatele zdravotnich sluzeb, vcetné Zkousejiciho,
proplaceny pfiméfené a nezbytné vydaje souvisejici s
dopravou, v souladu s cestovni politikou spole¢nosti AbbVie
(v€etné ekonomické tfidy v dopravnim letadle, pfiméfenych a
obvyklych nakladu na ubytovani a stravovani podle zemépisné
oblasti cesty) a muze jim byt poskytnuto jidlo na setkanich
ZkouSejicich nebo jinych setkanich vyZzadovanych spole¢nosti
AbbVie. Smluvni strany souhlasi s tim, Ze castky plateb
uvedené v rozpoCtu predstavuji pfiméfenou trzni hodnotu
sluzeb, které maji byt poskytnuty, a nebyly uréeny zptsobem,
ktery bere v UGvahu objem nebo hodnotu jakychkoliv
doporu¢eni nebo obchodu jinak vytvofeného mezi
Poskytovatelem zdravotnich sluzeb a spole¢nosti AbbVie.
Zkousejici rozumi a souhlasi, s tim, ze ani ZkouSejici ani dalSi
zkousSejici neobdrzi zadnou dodate¢nou platbu od spole¢nosti
AbbVie jinou nez je platba Poskytovateli zdravotnich sluzeb
stanovena v Rozpodtu za jakoukoli jejich praci souvisejici se
Studii. Kompenzace ZkouSejicimu je soucasti kompenzace
Poskytovateli zdravotnich sluzeb podle tohoto ¢lanku.

V pfipadé ukon&eni této Smlouvy spole€nost AbbVie,
prostfednictvim CRO, uhradi Poskytovateli zdravotnich sluzeb
¢astku podle rozsahu poskytnutych sluzeb a vydaju vzniklych
az do dne ukon€eni vsouladu s ¢astkami uvedenymi
v Rozpodtu.

Ani spole¢nost AbbVie, ani CRO nebude hradit navstévy
subjektu nebo lé€eni, které jsou v rozporu s Protokolem ani
nebude platit za Udaje obsazené v CRF, které nejsou Uplné a
presné. Pokud spole¢nost CRO dfive zaplatila za tyto sluzby,
preplatek bude odecten z néasledujici platby (nebo z konecéné
platby, jak je popsana nize).

VSechny platby budou provedeny v souladu s podminkami v
Priloze A a pouze poté, co vSechny strany podepsaly tuto
Smlouvu. Platby budou provedeny formou bankovniho
pfevodu na ¢&islo U6tu Poskytovatele zdravotnich sluzeb
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of the amounts spent by each subject for the relevant
payment period), always at the end of the calendar
quarter based on CRO’s or AbbVie's request. In
providing this information, Medical Services Provider
shall not provide any subject personal data information
to CRO or AbbVie.

After three-quarters of the Lump Sum has been used
up, the Medical Services Provider is entitled to issue
another invoice for the same amount as the previous
invoice for the Travel Expense Lump Sum. AbbVie
through CRO, is then required to pay the invoice within
thirty (30) days of receipt of the invoice.

Any unused amount of the Lump Sum paid to Medical
Services Provider shall be repaid to CRO within thirty
(30) days of the termination of the Agreement.

(e) In addition to the aforementioned remuneration, Medical

)

@

(h)
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Services Provider's employees, including Investigator,
may be reimbursed for reasonable and necessary
expenses related to travel, consistent with AbbVie's
travel policy (including economy coach air travel,
reasonable and customary lodging and meal rates
based on the geographic region of travel), and may be
provided meals at investigator meetings or other
AbbVie required meetings. 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 Medical Services Provider and AbbVie.
Investigator understands and agrees that neither
Investigator nor any subinvestigator shall receive any
additional funds from AbbVie other than the funds paid
to Medical Services Provider set forth in the Budget, for
any of their work relating to this Study. The
compensation for Investigator is included in Medical
Services Provider's compensation under this Section.

In the event of termination of this Agreement, AbbVie,
through CRO, shall pay Medical Services Provider
according to the extent of services performed and
expenses incurred up to the date of termination in
accordance with the amounts set forth in the Budget.

Neither AbbVie nor CRO will be responsible for paying
for subject visits or treatments in violation of the
Protocol or for the data contained in a CRF which is not
complete and accurate. If CRO has previously paid for
such services, the overpayment will be deducted from
the next payment (or the final payment, as described
below).

All payments shall be made in accordance with the
terms of Exhibit A and only after all parties have
signed this Agreement. The payments will be made by
bank transfer to the account number of the Medical
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uvedeného v Rozpoctu. Proplaceni poplatki EK zavisi na
provedeni posouzeni EK a kone¢ném rozhodnuti tykajicim se
vSech predlozenych studijnich dokumentt, véetné Protokolu
a/nebo revizi Protokolu.

(i)  Poskytovatel zdravotnich sluzeb a ZkouSejici souhlasi s tim,
Ze v pfipadé sporu o platbu nebude Poskytovatel zdravotnich
sluZzeb ani ZkouSejici zadrzovat studijni data nebo informace
do vyfeSeni sporu, protoZze jejich zadrzeni mulze zpusobit
nevratné poSkozeni Studie. Smluvni strany se dohodly, ze
budou pracovat na vyfeSeni jakychkoliv platebnich spor( za
véasu.

() Kone¢na platha, tj. posledni platba, na kterou vznikl
Poskytovateli zdravotnich sluzeb narok na zakladé této
Smlouvy, bude Poskytovateli zdravotnich sluzeb uhrazena po
provedeni vSech sluzeb zamySlenych touto Smlouvou,
dodavce vSech CRF spole¢nosti CRO a/nebo AbbVie a
zaslani vSech polozek popsanych v Oddilu 6 (Dodavani
pribéznych zprav a postudijnich zprav) spole¢nosti AbbVie.

(k) Konecna platba bude spojena s finanénim vyuctovanim, které
provede spole¢nost CRO. Pokud je celkova &astka, kterou
uhradila spole¢nost AbbVie prostfednictvim CRO, nizSi nez
Castka, na kterou ma Poskytovatel zdravotnich sluzeb narok
podle této Smlouvy a podle vyuétovani, spoleénost AbbVie
prostfednictvim CRO tuto zbyvajici C&astku Poskytovateli
zdravotnich sluzeb uhradi. Pokud ma spole¢nost AbbVie narok
na vraceni jakychkoliv zalohovanych poplatkdl nebo preplatkd,
Poskytovatel zdravotnich sluzeb uhradi takovou castku ve
prospéch CRO na:

Jakékoliv platby, které jsou splatné jednou smluvni stranou strané
druhé podle kone¢ného vyuctovani, budou provedeny do Ctyficeti
péti (45) dnu od oznameni a fakturace dluzné Castky. K jakymkoliv
¢astkam vracenym spolecnosti AbbVie bude pfilozena podpulrna

dokumentace a kontaktni osoba spoleCnosti AbbVie uvedena
v Clanku 2 (ZkouSejici; Kontakty) této Smlouvy bude uvedena v
kopii.

9. Duavérnost.

@ Béhem doby trvani této Smlouvy, v€etné jakychkoliv jejich
prodlouzeni, a po dobu deseti (10) let po vyprSeni nebo ukonceni
této Smlouvy Poskytovatel zdravotnich sluzeb, jeho zaméstnanci,
véetné ZkouSejiciho, zastupcl, smluvnich dodavatelll a pobocek
(spole¢né jako ,Prijimajici strana") nezvefejni Divérné informace

Services Provider set forth in the Budget.
Reimbursement of EC fees is contingent upon
completion of the EC's review and final decision
regarding all submitted Study documents including, but
not limited to, the Protocol and/or Protocol revisions.

(i) Medical Services Provider and Investigator agree that
in the event of a payment dispute, Medical Services
Provider and Investigator shall not withhold Study data
or information pending resolution of the dispute
because such withholding may cause irreparable harm
to the Study. The parties agree to work to resolve any
payment disputes in a timely manner.

() The final payment, ie. the last payment to which is the
Medical Services Provider entitled under this
Agreement, shall be paid to the Medical Services
Provider upon completion of all services contemplated
hereunder, delivery to CRO and/or AbbVie of all CRFs,
and return to AbbVie of all items described in Section 6
(Delivery of Progress and Post-Study Reports).

(k) The final payment will be accompanied by a financial
reconciliation performed by CRO. If the total amount
AbbVie has paid through CRO is less than the amount
to which Medical Services Provider is entitled
hereunder as revealed by the reconciliation, AbbVie
through CRO shall pay the outstanding amount due. If
AbbVie is due a refund for any unearned fees or
overpayments, Medical Services Provider shall remit
the amount of such refund to CRO at:

Any payments due from one contracting party to the other
under the final reconciliation shall be made within forty-five
(45) days of the notice and invoice of amount due. Any
refunds to AbbVie shall be accompanied by supporting
documentation and copied to the AbbVie contact set forth in
Section 2 (Investigator; Contacts) of this Agreement.

9. Confidentiality.
@) 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, Medical
Services Provider, its employees, including Investigator,
agents, subcontractors and affiliates (collectively, "Receiving
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bez pfedchoziho pisemného souhlasu spole¢nosti AbbVie. ,Duvérné
informace" budou zahrnovat jakékoliv informace oznacené jako
Ldavérné“, avSak za predpokladu, Ze strany souhlasi, Ze neoznaceni
dokumentl nebo selhani zuzit ustni sdéleni do pisemné formy,
nezbavuje Pfijimajici stranu zavazkd podle tohoto ¢lanku 9, pokud
by zvefejnéné informace mohly byt rozumné povazovany za
davérné na zakladé povahy téchto informaci nebo na zakladé
okolnosti souvisejicich s jejich zvefejnénim, a poskytnuté Prijimajici
strané ze strany spolecnosti nebo jménem spole¢nosti AbbVie
anebo CRO, vcéetné Protokolu, studijnich materiald a vSech
materialll a informaci, které se tykaji spolecnosti AbbVie nebo
Studie nebo vytvofené v dlsledku provadéni Studie, kromé
jakychkoliv jejich ¢asti, které:

0] byly znamy Pfijimajici strané pfed jejich pfijetim, coz je
podloZeno jejimi pisemnymi zaznamy;

(i) byly poskytnuty Pfijimajici strané tfeti stranou, ktera ma
pravo na takové zverejnéni nedivérnym zpisobem; nebo

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

(b) Pfijimajici strana nebude pouzivat D{vérné informace pro
jakykoliv ucel jiny nez ten, ktery je uveden v této Smlouve, a to bez
predchoziho pisemného schvaleni spole¢nosti AbbVie.

(c) Nic v této Smlouvé nebude vyklddano jako omezeni
PFijimajici strany zvefejnit Davérné informace, pokud to vyZaduje
zakon nebo soudni pfikaz nebo jiny vladni pfikaz nebo Zadost,
pficemz v kazdém pfipadé PFijimajici strana poda spolecnosti
AbbVie okamzité pisemné oznameni (a umozni-li to pravni pfedpisy,
minimalné pét (5) pracovnich dnli pfedem), aby mohla spole¢nost
AbbVie podniknout kroky za uU¢elem ochrany svych Duvérnych
informaci. V pfipadé, Ze nebude pfijat zadny pfikaz ochrany nebo
jiné napravné opatieni, nebo pokud se spolecnost AbbVie vzda
plnéni podminek podle tohoto Oddilu 9, Pfijimajici strana poskytne

pouze tu ¢&ast Duvérnych informaci, které jsou ze zakona
pozadovany.
(d) Z&dné z pfijimacich stran neposkytne spoleénosti AbbVie

ani CRO zadné informace, které jsou davérné nebo interni pro treti
stranu, pokud Poskytovatel zdravotnich sluzeb neobdrzel pfedchozi
pisemné schvaleni jak tfeti strany, tak spole&nosti AbbVie.

10. Duvérnost dat subjektli; Ochrana dat.

@) Smluvni strany budou plnit vSechny platné zakony a
narizeni tykajici se dlvérnosti subjektu Studie a ochrany dat, véetné
a bez omezeni téch opatfeni, ktera byla ulozena kontrolory dat
podle zdkona &. 101/2000 Sb. o ochrané osobnich udaji ve znéni
pozdéjSich  zdkonl(. ZkouSejici bude odpovédny jménem
Poskytovatele zdravotnich sluzeb za ziskani podepsaného
formulafe informovaného souhlasu a autorizacniho dokumentu
(L,ICE") od kazdého subjektu Studie pfed ucasti subjektu ve Studii.
Spole¢nost Abbvie, nebo CRO jménem spoleCnosti Abbvie,
poskytne Poskytovateli zdravotnich sluzeb navrh akceptovatelného
ICF pro pouziti podle této Smlouvy, ktery povoli spoleénosti AbbVie
a jeho zastupclm zapojenym do Studie nebo hodnoticim Studii,

Party") shall not disclose Confidential Information without
AbbVie's prior written consent. "Confidential Information"”
shall include any information marked as “Confidential”,
provided however it is agreed that failure to mark documents
or reduce oral disclosures to writing shall not alleviate
Receiving Party of their obligations under this Section 9 if the
disclosed information would reasonably be considered
confidential based upon the nature of the information or the
circumstances surrounding its disclosure, and provided to
Receiving Party by or on behalf of AbbVie or CRO, including
the Protocol, Study Materials, and all materials and
information concerning AbbVie or the Study or developed as
a result of conducting the Study, except any portion thereof
which:

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

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

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

(b) The Receiving Party shall not use Confidential
Information for any purpose other than that indicated in this
Agreement without AbbVie’s prior written approval.

(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
if permitted under applicable laws at least five (5) business
days’ notice) 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
is legally required.

(d) None of Receiving Parties will disclose to AbbVie or
CRO any information which is confidential or proprietary to a
third party unless Medical Services Provider has first
obtained the prior written approval of both such third party
and AbbVie.

10. Subject Confidentiality; Data Protection.

@) The parties will comply with all applicable laws and
regulations 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. Investigator
will be responsible on behalf of the Medical Services
Provider for obtaining a signed Informed Consent Form and
authorization document ("ICF") from each Study subject prior
to the subject’s participation in the Study. AbbVie, or CRO on
behalf of AbbVie, will provide a draft of the acceptable ICF to
Medical Services Provider for use under this Agreement,
which must permit AbbVie and its representatives, including

CONFIDENTIAL

Legal Template: AbbVie Czech_Republic_CSA_1Agreementpersite__1Budget_Bilingual_170CT2012
CZE_AbbVie_M14-011_1003256_INS-INV CTA_26Mar2015_Final



Masarykiv onkologicky ustav

M14-011
26. bfezna 2015

Masaryk‘s Oncology Institute

M14-011
26 March 2015

véetné CRO, aby méli pfistup, zpracovavali, ziskavali kopie,
prevadéli a ukladali studijni udaje. Kazdy ICF musi odpovidat
Protokolu a musi byt v souladu s: Harmonizovanymi tripartitnimi
pokyny pro Spravnou klinickou praxi (ICH) Mezinarodni konference
pro harmonizaci; vSemi platnymi zdkony a zakonnymi nafizenimi; a
musi byt schvalen pisemnou formou ze strany EK a spoleCnosti
AbbVie. Ugast subjektu Studie ve Studii bude zavisla na podepsani
fadného ICF.

(b) Pokud Poskytovatel zdravotnich sluzeb a/nebo Zkousejici
shromazdi, ulozi, zpracuje nebo poskytne informace, které
identifikuji nebo v kombinaci s jinymi informacemi identifikuji zijiciho
jedince, v€etné subjektt Studie a jinych osob ucastnicich se Studie
nebo do ni zapojenych (,0sobni Udaje"), ucini tak pouze v souladu s
touto Smlouvou, se vSemi platnymi zakony a s pisemnymi pokyny
spolecnosti AbbVie. Poskytovatel zdravotnich sluzeb a ZkouSejici
budou mit zavedena bezpecnostni opatfeni k zajisténi diivérnosti a
bezpecénosti osobnich udajii. Poskytovatel zdravotnich sluzeb a
ZkouSejici budou okamzité informovat spole¢nost AbbVie o
jakémkoliv neopravnéném pristupu nebo poskytnuti osobnich udajl
(,PoruSeni zabezpeceni"), v€etné doby a povahy poruseni
zabezpecleni, a podniknou veSkeré pfiméfené kroky k napravé
poruseni zabezpeceni.

(c) Zkousejici bere na védomi a souhlasi s tim, ze pfiméje
vSechny dalsi zkousSejici, aby vzali na védomi a souhlasili s tim, ze
spole¢nost AbbVie bude shromazdovat, pouzivat, zpracovavat a
zvefejiiovat osobni Udaje ZkouSejictho a dalSich zkouSejicich,
véetné detaill, jako je jeholjeji jméno, adresa, kvalifikace a
zkuSenosti s klinickymi studiemi. DalSi pouZiti nebo zvefejnéni maze
zahrnovat finanéni informace (vCéetné vyplat odmén a nahrad),
vefejnou registraci Studie na internetovych strankach uréenych k
tomuto Ucelu, jako napf. www.clinicaltrials.gov, hodnoceni vhodnosti
Zkousejiciho pro budouci studie ze strany spole¢nosti AbbVie a pro
Ucely plnéni platnych zakonl. ZkouSejici souhlasi a vyvine
maximalni asili, aby vSichni dal$i zkousejici v ramci Studie vyslovné
souhlasili s tim, Ze tyto informace mohou byt v pfipadé potieby
poskytnuty pro tyto Ucely etickym komisim, vladnich organim a
jinym spole€nostem v ramci skupiny spole€nosti AbbVie se sidlem
jak v zemi, kde se Studie provadi, tak v jinych zemich, vcetné
Spojenych statl nebo jinde, jak vyzaduji platné zakony, nebo podle
potfeby pro ucely spravné klinické praxe nebo auditd nebo kontrol
ochrany dat.

11. Publicita. Poskytovatel zdravotnich sluzeb nebude
poskytovat informace o existenci nebo podminkach této Smlouvy a
zajisti, aby informace o existenci nebo podminkach této Smlouvy
neposkytovala Pfijimajici strana, coZz se také vztahuje na pouZiti
nazvu, obchodni znamky, servisni znamky nebo loga spole¢nosti
AbbVie v jakékoliv publicité, reklamé& nebo informacich, které se
poskytuji jakékoliv tfeti osobé& nebo vefejnosti, bez pfedchoziho
pisemného schvaleni spole¢nosti AbbVie. Poskytovatel zdravotnich
sluzeb je v8ak opravnén uverejnit podminky této Smlouvy v pfipadé,
vyZzaduji-li to pravni predpisy. Poskytovatel zdravotnich sluzeb bere
na védomi, Zze podminky této Smlouvy, vCetné Castky jakékoliv
platby provedené na zakladé této Smlouvy, mohou byt poskytnuty a
zvefejnény spolecnosti AbbVie, jak vyZzaduje zakon nebo nafizeni

CRO, involved with or evaluating the Study to access,
process, obtain copies, transfer and retain Study data.Each
ICF must conform with the Protocol and be compliant with:
International Conference on Harmonisation, Harmonised
Tripartite Guidelines for Good Clinical Practice (ICH); all
applicable laws and regulatory requirements; and must be
approved in writing by the EC and AbbVie. A Study subject’s
participation in the Study will be contingent upon execution
of a proper ICF.

(b) Where  Medical Services Provider and/or
Investigator collects, retains, processes or discloses
information identifying or, in combination with other

information, identifiable to a living individual, including Study
subjects and others patrticipating in or associated with the
Study ("Personal Data") it shall only do so in accordance
with this Agreement, with all applicable laws and with
AbbVie’s written instructions. Medical Services Provider and
Investigator shall maintain appropriate safeguards to ensure
the confidentiality and security of the Personal Data. Medical
Services Provider and Investigator shall promptly inform
AbbVie about any unauthorized access to or disclosure of
Personal Data ("Security Breach"), including the timing and
nature of the Security Breach, and take all reasonable
measures to remedy the Security Breach.

(c) Investigator acknowledges and consents to, and
shall cause all subinvestigators for the Study to acknowledge
and consent to, AbbVie’'s collection, use, processing, and
disclosure of Investigator's and sub-investigator's Personal
Data including details of his/her name, address,
qualifications and clinical trials experience. Additional uses
or disclosures may include financial information (including
compensation and reimbursement payments), public
registration of the Study on web sites designed for this
purpose such as www.clinicaltrials.gov, assessments by
AbbVie of Investigator’'s suitability for future studies, and for
purposes of complying with applicable laws. Investigator
agrees and shall exert maximum efforts to 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. Publicity. Medical Services Provider shall not and
shall ensure Receiving Party shall not disclose the existence
or terms of this Agreement or 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.
Medical Services Provider is however entitled to disclose the
terms of this Agreement in case the disclosure is required by
law. Medical Services Provider understands that the terms
and conditions of this Agreement, including the amount of
any payment made hereunder, may be disclosed and made
public by AbbVie as required by law or regulation or where
AbbVie deems appropriate.
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nebo tam, kde to spole¢nost AbbVie povazuje za vhodné.

12. Vynalezy. Jakékoliv informace, vynalezy, Udaje nebo
objevy (at uz patentovatelné nebo zplsobilé k zapisu autorského
prava ¢i nikoliv), inovace, komunikace nebo zprava, vypracovana,
zredukovana pro praxi, vytvofenda, generovana nebo vyvinutd
PFijimajici stranou, ktera budto vychazi z pouziti jakychkoliv
studijnich materialll nebo vyplyva z provedeni Studie, bude
neprodlené predana spole¢nosti AbbVie, bude pfevedena na
spole€nost AbbVie a bude vyluénym vlastnictvim spoleCnosti
AbbVie. Poskytovatel zdravotnich sluzeb a ZkouSejici souhlasi, ze
na zadost a na naklady spole¢nosti AbbVie podepisi dokumenty
nebo je nechaji podepsat a podniknou jiné kroky, které spole¢nost
AbbVie povazuje za nezbytné nebo vhodné za ucelem ziskani
patentu nebo jiné ochrany vlastnictvi jménem spole¢nosti AbbVie,
pokryvajici cokoliv z vySe uvedeného.

13. Publikace a prezentace.

(@ PoZadavky na publikaci. Za ucelem zajisténi nejvyssi
kvality postupl ve vztahu k védeckym publikacim, véetné rukopisd,
souhrnt a plakatovych nebo Ustnich prezentaci (spoleéné jako
+Publikace") ma spole¢nost AbbVie zajem na transparentnosti a
etickych publikacnich praktikach. Pokud ZkouSejici figuruje jako
autor na jakékoliv Publikaci vyplyvajici z této Studie, musi splfiovat
Pozadavky na védecké publikace pfipojené k této Smlouvé jako
Priloha B.

(b) Postupy. JakozZto zadavatel Studie si spolecnost AbbVie
vyhrazuje prvni pravo zvefejnit vysledky Studie prostfednictvim
Publikace nebo jakoukoliv jinou vefejnou publikaci (spolec¢né
JZverejnéni studijnich vysledkd"). V této souvislosti podle toho, co
nastane dfive, zda (i) Zvefejnéni studijnich vysledk(i spole¢nosti
AbbVie nebo zda uplyne (ii) dvanact (12) mésict po dokon&eni nebo
ukonéeni Studie na vSech studijnich mistech, bude mit Poskytovatel
zdravotnich sluzeb a ZkouSejici pravo pfipravit a predlozit k
publikaci Zvefejnéni studijnich vysledkd v pfislusnych védeckych
Gasopisech nebo jinych profesnich publikacich. Pokud Poskytovatel
zdravotnich sluzeb nebo ZkouSejici pfipravi Zvefejnéni studijnich
vysledku, poskytne Poskytovatel zdravotnich sluzeb nebo vyzadéa od
ZkousSejiciho, aby poskytl spole€nosti AbbVie minimalné Sedesat
(60) dna pfed jakymkoliv predlozenim prace pro Zverejnéni
studijnich vysledkl jeho navrh ke kontrole a pfipominkam ze strany
spole¢nosti AbbVie, aby se zjistilo, zda je v nich obsazen jakykoliv
patentovatelny material nebo divérné informace spole¢nosti AbbVie
(jiné nez vysledky Studie vytvofené podle této Smlouvy). Spole¢nost
AbbVie zasle komentare zpét Poskytovateli zdravotnich sluzeb nebo
ZkouSejicimu do Sedesati (60) dnl po pfijeti navrhu Zvefejnéni
studijnich  vysledkGi (,Kontrolni obdobi"). Déale Poskytovatel
zdravotnich sluzeb nebo ZkousSejici odlozi jakékoliv Zvefejnéni
studijnich vysledkd o dalSich Sedesat (60) dnd kromé Kontrolniho
obdobi v pfipadé, Ze to bude vyzadovat spole¢nost AbbVie, aby
mohla spole€nost AbbVie zajistit patentovou nebo jinou ochranu
vlastnictvi (,Obdobi odkladu"). Poskytovatel zdravotnich sluzeb
souhlasi a bude po ZkouSejicim pozadovat, aby udrzel Zvefejnéni
studijnich vysledkd v divérnosti do vyprSeni Kontrolniho obdobi,
pokud se tak spolecnost AbbVie rozhodne, do vyprSeni Obdobi
odkladu. Poskytovatel zdravotnich sluzeb bere na védomi, zZe bude
po Zkousejicim pozadovat, aby souhlasil s tim, ze budou Fadné
posouzeny poznamky spole¢nosti AbbVie a dale budou D(vérné
informace spole€nosti AbbVie (jiné nez vysledky Studie vytvofené

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 will be
promptly disclosed to AbbVie, assigned to AbbVie and will
be the sole property of AbbVie. Medical Services Provider
and Investigator each agree, upon AbbVie's request and at
AbbVie's expense, 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 nhame covering any of the
foregoing.

13. Publications and Presentations.

(@ Publication Requirements. To foster the highest
standards of conduct related to scientific publications,
including  manuscripts,  abstracts, and  poster/oral
presentations (collectively, "Publication(s)"), AbbVie is

committed to transparency and ethical publication practices.
If Investigator serves as an author on any Publication
emanating from the Study, Investigator must comply with the
Requirements for Scientific Publications attached hereto as
Exhibit B.

(b) Procedures. AbbVie retains the first right to disclose
the results of the Study through a Publication or any other
public disclosure (collectively, a "Study Results Disclosure").
Accordingly, following the earliest of: (i) AbbVie's Study
Results Disclosure; or (i) twelve (12) months after
completion or termination of the Study at all Study sites,
Medical Services Provider and Investigator shall have the
right to prepare and submit for Publication a Study Result
Disclosure in appropriate scientific journals or other
professional publications. If Medical Services Provider or
Investigator prepares a Study Results Disclosure, Medical
Services Provider shall provide or shall require Investigator
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) are disclosed therein. AbbVie shall
return comments to Medical Services Provider or
Investigator within sixty (60) days after receipt of the draft
Study Results Disclosure ("Review Period"). In addition,
Medical Services Provider or Investigator shall delay any
proposed Study Results Disclosure an additional sixty (60)
days in addition to the Review Period in the event AbbVie so
requests to enable AbbVie to secure patent or other
proprietary protection ("Delay Period"). Medical Services
Provider agrees and shall require Investigator to agree to
keep the proposed Study Results Disclosure confidential
until the Review Period and, if elected by AbbVie, the Delay
Period has expired. Medical Services Provider agrees and
shall require Investigator to agree that due consideration will
be given to AbbVie comments; and further, AbbVie
Confidential Information (other than the results of the Study
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na zakladé této Smlouvy) vynaty z jakéhokoliv Zvefejnéni studijnich
vysledkd. V pfipadé, Ze se Poskytovatel zdravotnich sluzeb nebo
Zkousejici a spole€¢nost AbbVie li§i ve svém nazoru nebo
interpretaci dat ve Zvefejnéni studijnich vysledkd, smluvni strany
vyiesi tyto rozdily v dobré vife formou vhodné védecké debaty.

14. ProhldSeni a zaruky. Poskytovatel zdravotnich sluzeb
prohlasuje a zarucuje, ze:

@) podminky této Smlouvy jsou platnymi a zavaznymi
povinnostmi Poskytovatele zdravotnich sluzeb a nejsou v rozporu s
jakymkoliv jinym smluvnim nebo pravnim zavazkem, ktery mlze
Poskytovatel zdravotnich sluzeb nebo ZkouSejici mit, nebo s
polittkami a postupy Poskytovatele zdravotnich sluzeb nebo
politikami a postupy jakéhokoliv poskytovatele zdravotnich sluzeb
nebo spolecnosti, se kterou je Poskytovatel zdravotnich sluzeb nebo
Zkousejici spojen;

(b) provadéni sluzeb a pfijeti odmény Poskytovatelem
zdravotnich sluzeb, véetné pfijeti jakychkoliv jidel a/nebo nahrad
pfiméfenych vydaji na setkani ZkouSejicich nebo jina setkani
poZadovana spole¢nosti AbbVie, které mohou byt poskytovany
Zkousejicimu nebo Poskytovateli zdravotnich sluzeb (vCetné jeho
zaméstnancl a zastupcu) podle této Smlouvy, je v souladu se vSemi
politikami a postupy Poskytovatele zdravotnich sluzeb, a Zze plnéni
téchto sluzeb ze strany ZkouSejiciho nepredstavuje stfet zajml s
oficialnimi povinnostmi ZkousSejiciho;

(c) ZkouSejici od Poskytovatele zdravotnich sluzeb obdrzel
vSechna pozadovana opravnéni v pisemné formé& nebo jinak, a to
pro realizaci sluzeb Zkousejicim pro pfijeti jakychkoliv jidel a/nebo
nahrad pfiméfenych nakladd na setkani ZkouSejicich nebo jina
setkani pozadovana spole¢nosti AbbVie, ktera mohou byt
poskytovana ZkousSejicimu podle této Smlouvy;

(d) Poskytovatel zdravotnich sluzeb a ZkouSejici maji
zkuSenosti, schopnosti a prostiedky, v€etné dostate€ného personalu

a zafizeni, k efektivnimu a operativnimu provadéni Studie
profesionalnim a kompetentnim zpusobem;
(e) vSichni dalSi ZkouSejici, které Poskytovatel zdravotnich

sluzeb vyuzije pro Studii, budou vybrani na zakladé zvazeni
nasledujiciho: (i) Skoleni a kvalifikace v pfislusnych oblastech; (ii)
vhodnych vyzkumnych prostor; (iii) zkuSenosti s relevantni populaci
subjektu, aby byla u dalSiho zkouSejiciho pfiméfené vysoka
pravdépodobnost naboru vhodnych uc€astnikl vyzkumu a pribéhu
Studie az k jejimu dokonceni; (iv) predchozich zkuSenosti ve
védeckém vyzkumu nebo klinické praxi; a (v) schopnosti provadét
Studii v souladu s platnymi pravnimi a zakonnymi pozadavky;

) (i) ZkouSejici ma platnou lékafskou licenci v oblasti, ve
které je studie provadéna, (ii) licence nebyla odejmuta, omezena
nebo suspendovana lékafskou radou nebo jinou povéfenou
agenturou, (iii) privilégia a povoleni k provozovani praxe nebyla
odejmuta, omezena nebo suspendovana uUfadem zabyvajicim se
zdravotni péci ani jinym ufadem, a (iv) ZkouSejici si neni védom, ze

generated hereunder) shall be deleted from any Study
Results Disclosure. In the event that Medical Services
Provider or Investigator 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. Representations and Warranties. Medical Services
Provider represents and warrants that:

@) the terms of this Agreement are valid and binding
obligations of Medical Services Provider, and are not
inconsistent with any other contractual or legal obligation it or
Investigator may have or with Medical Services Provider's
policies and procedures or the policies and procedures of
any medical services provider or company with which each
of Medical Services Provider or Investigator is associated;

(b) Medical Services Provider's performance of the
services and acceptance of compensation, including the
acceptance of any meals and/or reimbursement of
reasonable expenses for investigator meetings or other
AbbVie required meetings, which may be provided to
Investigator or Medical Services Provider (including its
employees and agents) hereunder, is in compliance with all
policies and procedures of Medical Services Provider, and
that Investigator's performance of such services does not
present a conflict of interest with Investigator’s official duties;

(c) Investigator  has received any  required
authorization, written or otherwise, from Medical Services
Provider for Investigator’s performance of the services and
acceptance of any meals and/or reimbursement of
reasonable expenses for investigator meetings or other
AbbVie required meetings, which may be provided to
Investigator hereunder;

(d) Medical Services Provider and Investigator have
the experience, capabilities, and resources, including but not
limited to sufficient personnel and equipment, to efficiently
and expeditiously perform the Study in a professional and
competent manner;

(e) any subinvestigators used by Medical Services
Provider for the Study will be selected based upon a
consideration of the following: (i) training and expertise in
relevant fields; (ii) appropriate research facilities; (iii)
experience with the relevant subject population so that the
subinvestigator has a reasonably high likelihood of recruiting
the appropriate research participants and following through
to the completion of the Study; (iv) prior scientific research or
clinical experience; and (v) ability to conduct the Study in

accordance with applicable legal and regulatory
requirements;
) (i) Investigator has a current and valid medical

license in the jurisdiction in which the Study is being
performed, (i) 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
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by byl pfedmétem vySetfovani ani jakéhokoliv disciplinarniho fizeni,
které by mohlo vést k odejmuti, omezeni, nebo suspendovani
Iékarské licence nebo povoleni k provozovani praxe na Ufadu
zabyvajicim se zdravotni péci nebo u jiného poskytovatele zdravotni
péce. V pfipadé, zZe se vyskytne cokoliv z vySe uvedeného, bude
Poskytovatel zdravotnich sluzeb okamzité informovat spole¢nost
AbbVie, a spole¢nost AbbVie bude mit pravo tuto Smlouvu okamzité
vypovedét; a

(9) Poskytovatel zdravotnich sluzeb souhlasi s tim, Ze pokud
se objevi jakékoliv vyznamné zmény béhem doby trvani této
Smlouvy s ohledem na okolnosti tykajici se této Smlouvy (napf.
dojde ke zméné politiky nebo postupu, ktery by mohl byt pfiméfené
interpretovan tak, ze ovliviiuje majetek Poskytovatele zdravotnich
sluZzeb nebo zapojeni ZkousSejiciho do této Smlouvy), bude okamzité
informovat spole¢nost AbbVie pisemnou formou o jakychkoliv
zménach.

15. Platnost smlouvy a vypovéd.

a Tato Smlouva bude platnd od data uc€innosti a vyprsi: (i)
(i) k datu uzavreni studijni databaze,
pokud se provadi nabor subjektd podle této Smlouvy nebo (iii) k
datu splnéni vSech zavazk(l smluvnich stran podle této Smlouvy
(,doba platnosti"), podle toho, co nastane pozdé&ji, pokud neni

ukongena dfive, jak stanovuje Oddil 15(b) nize.

(b) Tato Smlouva mlize byt vypovézena:

0] bud spole¢nosti AbbVie nebo Poskytovatelem zdravotnich
sluZzeb na zakladé pisemné vypovédi s vypovedni [hGtou v délce 30
dni, pokud (A) druha smluvni strana porusila zavaznym zplsobem
podminky této Smlouvy a nesjednala ve Ihité tficeti (30) dna od
obdrzeni pisemné vyzvy zaslané druhou stranou, napravu, nebo (B)
v pfipadé ukondeni Studie ze strany Ufadu pro Iéky a potraviny
Spojenych statd (,FDA) nebo jakéhokoliv jiného opravnéného
organu;

(i) spoleCnosti  AbbVie na zakladé pisemné vypovédi
s vypovédni Ihitou v délce ¢trnacti (14) kalendafnich dni ode dne
doruceni vypovédi Poskytovateli zdravotnich sluzeb, pokud (A)
osobni sluzby ZkouSejiciho nejsou k dispozici; podle Oddilu 2
(Hlavni zkouSejici; Kontakty) této Smlouvy (B) podle vyhradniho
posouzeni spole¢nosti AbbVie se z obavy o bezpe&nost produktu
nedoporucuje  pokracovat v testovani (vtakovém  pfipadé
Poskytovatel zdravotnickych sluzeb a ZkouSejici souhlasi, ze
s okamzitou platnosti v pfipadé vypovédi podle bodu B) tohoto
¢lanku ihned po dorucéeni vypovédi prestanou podavat studijni
produkt subjektim hodnoceni); (C) Poskytovatel zdravotnich sluzeb
nespliiuje naborova kritéria, schvaleni EK, nebo predlozeni
nezbytnych dokumentldl v ramci casového harmonogramu této
Smlouvy; (D) lékafska licence ZkouSejiciho, nebo jeji ekvivalent je
omezena nebo prerusena nebo se ZkouSejici stane pfedmétem
jakéhokoliv vysSetfovani nebo disciplinarniho fizeni ze strany
jakékoliv Iékarské rady, véetné Ceské Iékarské komory; nebo (E)
Poskytovatel zdravotnich sluzeb nebo ZkouSejici se stanou
vylouenou, vyfazenou nebo usvédéenou pravnickou nebo fyzickou
osobou nebo se stanou prfedmétem fizeni, v jehoz dusledku by
takovy statut mohli ziskat, nebo jsou pfidani do rejstfiku

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,
Medical Services Provider shall immediately notify AbbVie,
and AbbVie shall have the right to immediately terminate this
Agreement.; and

(9) if any significant changes occur during the Term
with 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 Medical
Services Provider or Investigator's involvement in this
Agreement), Medical Services Provider agrees to
immediately notify AbbVie in writing of any such changes.

15. Term and Termination.

(@ This Agreement will be effective on the Effective
Date and shall expire on the later of: (i) from the
Effective Date; (ii) the date of Study database lock if there is
subject enrolliment 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) This Agreement may be terminated:

0] by either AbbVie or Medical Services Provider upon
written notice, with 30 days notice period, if: (A) the other
party has breached a material term of this Agreement and
has not rectified the breach within thirty (30) days of receipt
of written notice from the non-breaching party; or (B) in the
event of termination of the Study by the United States Food
and Drug Administration (the "EDA”) or any other competent
authority;

(i) by AbbVie on the basis of a written notice of
termination with a notice period of fourteen (14) calendar
days from the date of notice receipt to the Medical Services
Provider if: (A) the personal services of Investigator are not
available; pursuant to Section 2 (Investigator; Contacts) of
this Agreement (B) in AbbVie's sole judgment, an adverse
safety concern with respect to Study Product makes
continued testing unadvisable (in such case, Medical
Services Provider and Investigator agree they will, with
immediate effect, stop administering Study Product to Study
subjects immediately upon the service of notice in case of
notice under the letter (B) of this paragraph); (C) Medical
Services Provider does not meet enrollment criteria, EC
approval, or essential document submission within the
timelines of this Agreement; (D) Investigator's medical
license, or its equivalent, becomes restricted or suspended
or Investigator becomes a subject to any investigation or
disciplinary action by any medical board, including the Czech
Medical Chamber; or (E) Medical Services Provider or
Investigator becomes a Debarred, Excluded, or Convicted
Entity or Individual or becomes the subject of a proceeding
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diskvalifikace/omezeni vedenym FDA pro klinické zkouSejici;
Poskytovatel zdravotnich sluzeb a ZkouSejici souhlasi, ze v pfipadé,
ze se stanou vyloucenou, vyfazenou nebo usvédéenou pravnickou
nebo fyzickou osobou nebo se stanou pfedmétem fizeni, v jehoz
dasledku by takovy statut mohli ziskat, nebo pokud by byli pfidani do
rejstfiku  diskvalifikace/omezeni vedenym FDA pro klinické
zkouSejici, pfestanou s okamzitou platnosti, po doruceni vypovédi
poskytovat sluzby souvisejici se Studii a provadét jakékoliv studijni
aktivity; nebo

(i) spole¢nosti AbbVie bez dlvodu na zakladé pisemné
vypovédi s vypovédni lhdtou v délce 30 dni, ktera pocina bézet
dnem doruceni vypoveédi, Poskytovateli zdravotnich sluzeb.

(c) Vypovézeni nebo vyprseni této Smlouvy nebude ovliviiovat
jakakoliv prava nebo zavazky, které vznikly dfive. V pfipadé
pred€asného ukonceni této Smlouvy Poskytovatel zdravotnich
sluzeb budto vhodnym zpusobem stahne nebo prerusi vSechny v té
dobé& zapojené subjekty nebo dokonéi Studii pro subjekty Studie
zapojené v dané dobég, pokud to vyZzaduje pfijata |ékafska praxe.

16. Odskodnéni.

(@ Spole€nost Abbvie se =zavazuje, ze v pfipadé, Zze
Poskytovatel zdravotnich sluzeb ¢&i ZkouSejici budou na zakladé
pravomocného rozhodnuti soudu povinni nahradit subjektu Studie,
anebo dal8im opravnénym osobéam:

- 8kodu, ktera vznikla v dusledku provadéni Studie, (zejména
v dusledku uzivani Studijniho produktu nebo v souvislosti se
Studijnimi postupy provadénymi v souladu s Protokolem)

- nemajetkovou Ujmu zplsobenou v dlsledku provadéni Studie,

nahradi  AbbVie Poskytovateli zdravotnich sluzeb anebo
Zkousejicimu ¢Eastky, které budou Poskytovatel zdravotnich sluzeb
anebo ZkouSejici povinni z vySe uvedenych tituld uhradit subjektu
Studie &i opravnéné osobg.

Spole¢nost AbbVie vSak neni povinna Poskytovateli zdravotnich
sluzeb &i ZkouSejicimu tyto ¢astky uhradit v rozsahu, v jakém Skoda
vznikla v dlsledku poruseni této Smlouvy nebo nedbalosti,
opomenuti, umysiného pochybeni nebo nedodrzovani pravnich
predpisi ze strany Poskytovatele zdravotnich sluzeb anebo
Zkousejiciho anebo jinych kvalifikovanych zaméstnancu anebo
zastupcu Poskytovatele zdravotnich sluzeb nebo Zkousejiciho,
poskytujicich sluzby podle této Smlouvy.

Dale AbbVie rovnéZz neni povinna poskytnout Poskytovateli
zdravotnich sluzeb a ZkouSejicimu plnéni dle tohoto ¢lanku 16 v
rozsahu, v jakém $koda anebo nemajetkova tjma vznikly v disledku
nedodrzeni Protololem stanovenych postupli, nedodrzeni pravidel
Iékarské védy a/nebo uznavanych standartnich medicinskych
postupl nebo jakékoliv pisemné instukce poskytnuté spole¢nosti
AbbVie a/nebo CRO, ktera neni v rozporu s pravidly |ékafské védy

which could lead to that party becoming a Debarred,
Excluded, or Convicted Entity or Individual or becomes
added to FDA's Disqualified/Restricted List for clinical
investigators; Medical Services Provider and Investigator
agree that in case they become Debarred, Excluded or
Convicted Entity or Individual or become the subject of a
proceeding which could lead to that party becoming a
Debarred, Excluded, or Convicted Entity or Individual or
become added to FDA's Disqualified / Restricted List for
clinical investigators, they shall shall effective immediately,
upon the service of notice, stop providing services related to
the Study and any other study activities; or

(i) by AbbVie without cause on the basis of a written
notice of termination with a notice period of thirty (30) days,
following service of notice to Medical Services Provider.

(c) Termination or expiration of this Agreement will not
affect any rights or obligations which have accrued prior
thereto. In the event of premature termination of this
Agreement, Medical Services Provider 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. Indemnification.

(@ AbbVie undertakes that in the event that, on the
basis of a final decision by a court of law, Medical Services
Provider or Investigator will be obliged to reimburse a Study
subject or other entitled persons for:

- damage incurred as a result of the conduct of the Study, (in
particular as a result of use of the Study Product or a Study
procedure performed in accordance with the Study Protocol)

- non-pecuniary detriment caused as a result of the conduct
of the Study,

AbbVie shall pay the Medical Services Provider or
Investigator the amounts that the Medical Services Provider
or Investigator will be obliged to pay to the Study subject or
entitled person for the above stated reasons.

AbbVie shall, however, not be obliged to pay these amounts
to the Medical Services Provider or the Investigator to the
extent that the damage occurred as a result of a breach of
this Agreement, or negligence, omission, wilful misconduct
or a lack of compliance with legal regulations by any of
Medical Services Provider, Investigator, or other qualified
employees or agents of Medical Services Provider or
Investigator performing services under this Agreement.

Further, AbbVie is not obliged to provide to Medical Services
Provider and Investigator performance pursuant to this
Section 16 to the extent to which the damage or the non-
pecuniary detriment was caused by Medical Services
Provider’s, Investigator's, or other qualified employee or
agent's failure to comply with the Protocol anticipated
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a/nebo uznavanymi standardnimi medicinskymi postupy ze strany
Poskytovatele zdravotnich sluzeb, ZkousSejiciho nebo jiného
kvalifikovaného zaméstnance nebo zastupce.

(b) Vys$e uvedena dohoda o poskytnuti odSkodnéni pfijemcim
odskodnéni je podminéna nasledujicimi povinnostmi pfijemct
odskodnéni:

0] pisemné informovat spoleCnost AbbVie o jakémkoliv
pisemné vzneseném naroku nebo soudnim Ffizeni na adresy
uvedené v Oddilu 23 této Smiouvy, a to do sedmi (7) pracovnich
dnll poté, co pfijemci odSkodnéni obdrzeli oznameni o daném
naroku nebo soudnim Fizeni;

(i) poskytnout spole¢nosti AbbVie a jejim zastupcim
soucinnost pfi vySetfovani a obhajobé v jakémkoliv soudnim sporu
a/nebo naroku, za ktery se poskytuje odSkodnéni; a

(i) neuzavirat dohody ani nijak neurovnavat jakykoliv takovy
narok nebo soudni Fizeni bez predchoziho pisemného souhlasu
spole¢nosti AbbVie.

17. Piimé posSkozeni subjektu. Pokud se v prdbéhu Studie
projevi u subjektu zranéni v pfimém dusledku Studijniho produktu
nebo fadné provadénych postupl vyZadovanych Protokolem
(,Pfimé poskozeni subjektu"), spole¢nost AbbVie souhlasi s tim, ze
uhradi veSkeré pfiméfené I|ékafské vylohy nezbytné k Ilécbé
takového pfimého poskozeni subjektu, pokud subjekt Studie (i) pinil
pokyny ZkouSejiciho, a (ii) neni mu jinym zpusobem uhrazeno
odskodnéni ze zdravotniho pojisténi. VySe uvedené se nebude
vztahovat na situaci, kdy k Pfimému poskozeni subjektu dojde v
dasledku nedbalosti, nezodpovédnosti nebo zamérného pochybeni
Poskytovatele zdravotnich sluzeb nebo ZkouSejiciho, jejich
vedoucich pracovnikll, zastupcl nebo zaméstnancl nebo jejich
neplnéni Protokolu. Pfimé poskozeni subjektu nezahrnuje
pfirozenou progresi jakékoliv dfive existujici choroby nebo jakékoliv
vychozi choroby, at uz byla dfive diagnostikovana ¢i nikoliv.

18. Pojisténi. Spole¢nost AbbVie timto prohlasuje a ujistuje, ze
uzaviela pojisténi odpovédnosti za Skodu zplsobenou klinickym
hodnocenim v souladu s ustanovenimi § 52 odst. 3, pism. f) zdkona
€. 378/2007 Sb., o IéCivech. Spole&nost AbbVie je povinna udrzovat
platnou a G€innou smlouvu o pojisténi dle tohoto &lanku po celou
dobu provadéni Studie.

Poskytovatel zdravotnich sluzeb prohlaSuje, Zze ma sjednano
pojisténi dle § 45 odst. 2 pism. n) zakona ¢&. 372/2011 Sb., o
zdravotnich sluzbach, ve znéni pozdéjsich predpisli a bude udrzovat
takové pojisténi v pribéhu doby platnosti této Smlouvy. Kazda
smluvni strana souhlasi s tim, Ze poskytne pisemny dikaz o
takovém pojisténi (véetné osvédéeni o pojisténi nebo jinych dikazd
poskytujicich pfiméfené uijisténi) druhé strané do sedmi (7)
pracovnich dnt po pfijeti pisemné zadosti druhé smluvni strany.

procedures, breach of regulation of medical science and/or
recognized standard medical procedures, or any written
instruction provided by AbbVie and/or CRO which does not
conflict with regulation of medical science and/or recognized
standard medical procedures.

(b) The foregoing agreement to indemnify Indemnitees
is conditioned upon the following obligations of Indemnitees
to:

0] inform AbbVie in writing of any claim or lawsuit in
writing to the addresses stated in Section 23 of this
Agreement, within seven (7) working days after Indemnitees
has received notice of said claim or lawsuit;

(i) provide assistance to AbbVie and its
representatives in the investigation and defense of any
lawsuit and/or claim for which indemnification is provided;
and

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

17. Subject Direct Injury. If during the course of the
Study any injury occurs to a subject as a direct result of the
Study Product or properly performed procedures required by
the Protocol ("Subject Direct Injury"), AbbVie agrees to pay
all reasonable medical expenses necessary to treat such
Subject Direct Injury, provided that the Study subject (i)
follows the directions of the investigators, and (ii) is not
otherwise reimbursed by medical insurance. The foregoing
shall not apply where the Subject Direct Injury is due to the
negligence, recklessness or willful misconduct of Medical
Services Provider or Investigator, their officers, agents, or
employees, or their failure to follow the Protocol. Subject
Direct Injury does not include the natural progression of any
pre-existing disease or any underlying illness, whether or not
previously diagnosed.

18. Insurance. AbbVie hereby represents and warrants
that it has concluded an insurance policy for liability for
damages caused by the Study in accordance with provisions
of Section 52 (3) (f) of the Act No. 378/2007 on
Pharmaceuticals. AbbVie is obligated to maintain an
insurance policy according to this Section in force and effect
for the entire term of the Study.

Medical Services Provider represents that it is insured in
accordance with provisions of Section 45 (2) (n) of the Act
No. 372/2011 on Healthcare Services, as amended, and will
maintain such insurance throughout the Term of the
Agreement. Each party 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.
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19. Vylou€eni a vyfazeni. Poskytovatel zdravotnich sluzeb a
Zkousejici kazdy jednotlivé prohlaSuji a zaru€uji, Ze Poskytovatel
zdravotnich sluZzeb a ZkouSejici maji zato, Zze ani zadny zjejich
zaméstnancu, zastupcl nebo subdodavatelll poskytujicich sluzby
podle této, nikdy nebyli a ani v sou€asnosti nejsou vylou¢enou
pravnickou nebo fyzickou osobou, vyfazenou pravnickou nebo
fyzickou osobou nebo usvédCenou pravnickou nebo fyzickou
osobou, ani nejsou pfedmétem Fizeni, v jehoz dusledku by takovy
statut mohli ziskat, ani nejsou uvedeni na rejstiiku
diskvalifikace/omezeni vedenym FDA pro klinické zkouSejici.
Poskytovatel zdravotnich sluzeb se déale zavazuje, prohlasuje a
zaruCuje, Zze pokud se bé&hem doby platnosti této Smlouvy
Poskytovatel zdravotnich sluzeb nebo kterykoliv ze zaméstnancl
Poskytovatele zdravotnich sluzeb, o kterych se to Poskytovatel
zdravotnich sluzeb dozvi, véetné ZkouSejiciho, zastupcli nebo
dalSich zkouSejicich, ktefi provadéji sluzby podle této Smlouvy,
stanou vylouenou pravnickou nebo fyzickou osobou, vyfazenou
pravnickou nebo fyzickou osobou nebo usvédCenou pravnickou
nebo fyzickou osobou nebo budou pfedmétem fizeni, v jehoz
disledku by takovy statut mohli ziskat, nebo jsou pfidani do rejstiiku
diskvalifikace/omezeni vedenym FDA pro klinické zkouSejici, bude
Poskytovatel zdravotnich sluzeb okamzité informovat spole¢nost
AbbVie a spole¢nost AbbVie bude mit pravo tuto Smlouvu okamzité
vypoveédét. Ustanoveni tohoto paragrafu tykajici se oznameni
jednani vzniklych béhem doby platnosti Smlouvy bude v platnosti i
po ukonéeni nebo vyprSeni této Smlouvy. Pro ucely tohoto
ustanoveni se budou aplikovat nasledujici definice:

(@ +Vylouéena fyzicka osoba" je fyzickad osoba, kterd byla ze
strany FDA podle hlavy 21 Kodexu Spojenych stata (,USC*), § 335a
(@) nebo (b) nebo jakymkoliv kompetentnim organem, véetné
jakéhokoliv mistné kompetentniho organu, vylou€ena z poskytovani
jakychkoliv sluzeb osobé&, ktera ma schvalenou nebo dosud
nevyfizenou zadost o registraci [é¢ivého pfipravku.

(b) +Vylouéena pravnickd osoba" je spolecnost, spoleény
podnik nebo sdruzeni, kterd byla ze strany FDA podle hlavy 21
USC, § 335a (a) nebo (b) nebo jakymkoliv jinym kompetentnim
organem, vcetné jakéhokoliv mistné pfislusného organu, vylou€ena
z podavani nebo asistenci pfi podavani jakékoliv zjednodus$ené
zadosti o registraci léCiva, nebo dcefina spole¢nost ¢i pobocka
Vyloucené pravnické osoby.

(c) Vyfazena fyzicka osoba" nebo ,Vyfazena pravnicka osoba" je (i)
fyzicka nebo pravnickd osoba, ktera byla vyfazena, vyloucena,
suspendovana nebo jinym zpUsobem shledana nezplsobilou
generalnim inspektorem (OIG/HHS) U.S. Department of Health and
Human services pro Ucast ve zdravotnich vladnich programech, jako
je Medicare nebo Medicaid; nebo (ii) fyzicka nebo pravnicka osoba,
ktera byla vyfazena, vylou¢ena, suspendovana nebo jinak shledana
nezpuUsobilou pro Ucast ve federalnich programech, kde se zadavaji
vefejné zakazky, jakoz i programech, kde se vefejné zakazky
nezadavaji, a to vCetné téch, které byly vyhlaseny ufadem U.S.
General Services Administration (GSA).

(d) ,Usvédcéena fyzicka osoba" nebo ,Usvédfend pravnicka osoba"
je fyzickd nebo pravnicka osoba, ktera byla usvédéena z trestného
¢inu, ktery spada pod plsobnost hlavy 21 USC § 335a(a) nebo pod
hlavu 42 USC § 1320a - 7(a), ale nebyla dosud vyfazena,
vylou¢ena, suspendovana nebo jinak prohlaSena za nezplsobilou.

19. Debarment and Exclusion. Medical Services
Provider and Investigator each represent and warrant that
Medical Services Provider and Investigator believe that none
of their employees, agents and subcontractors performing
services hereunder, have ever been, are not currently, or
are not the subject of a proceeding that could lead to Medical
Services Provider or such employees, agents or
subcontractors becoming, as applicable, a Debarred Entity
or Individual, an Excluded Entity or Individual or a Convicted
Entity or Individual nor are they listed on the FDA's
Disqualified/Restricted List for clinical investigators. Medical
Services Provider further covenants, represents and
warrants that if, during the Term, Medical Services Provider,
or any of Medical Services Provider's employees that the
Medical Services Provider finds out about, including
Investigator, agents or subcontractors, including any
subinvestigators, performing services hereunder, becomes
or is the subject of a proceeding that could lead to that party
becoming, as applicable, a Debarred Entity or Individual, an
Excluded Entity or Individual or a Convicted Entity or
Individual or added to FDA's Disqualified/Restricted List for
clinical investigators, Medical Services Provider will
immediately notify AbbVie, and AbbVie will have the right to
immediately terminate this Agreement. The provision of this
paragraph regarding notice of acts occurring during the Term
will survive termination or expiration of this Agreement. For
purposes of this provision, the following definitions will apply:

(@ A "Debarred Individual" is an individual who has
been debarred by the FDA pursuant to Title 21 of the United
States Code ("USC") Section 335a (a) or (b) or by any other
competent authority, including, without limitation, any local
competent authority, from providing services in any capacity
to a person that has an approved or pending drug product
application.

(b) A "Debarred Entity" is a corporation, partnership or
association that has been debarred by the FDA pursuant to
Title 21 of USC Section 335a (a) or (b) or by any other
competent authority, including, without limitation, any local
competent authority, from submitting or assisting in the
submission of any abbreviated drug application, or a
subsidiary or affiliate of a Debarred Entity.

(c) An "Excluded Individual" or "Excluded Entity" is (i)
an individual or entity, as applicable, who has been
excluded, debarred, suspended or is otherwise ineligible to
participate in federal health care programs such as Medicare
or Medicaid by the Office of the Inspector General
(OIG/HHS) of the U.S. Department of Health and Human
Services; or (ii) is an individual or entity, as applicable, who
has been excluded, debarred, suspended or is otherwise
ineligible to participate in federal procurement and non-
procurement programs, including those produced by the U.S.
General Services Administration (GSA).

(d) A "Convicted Individual" or "Convicted Entity" is an
individual or entity, as applicable, who has been convicted of
a criminal offense that falls within the ambit of Title 21 of
USC Section 335a(a) or Title 42 of USC Section 1320a —
7(a), but has not yet been excluded, debarred, suspended or
otherwise declared ineligible.
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(e) .Rejstiik diskvalifikace/omezeni vedeny FDA" je seznam
klinickych zkous$ejicich, kterym je zamezeno, aby pfijimali zkoumana
|éCiva, biologické latky nebo zafizeni, pokud FDA rozhodla, Ze
ZkouSejici opakované nebo zamérné neplnili zdkonné pozadavky
pro studie nebo prfedloZili zadavateli studie nebo FDA nepravdivé
informace.

20. Nezavisly dodavatel. Jak vztah Poskytovatele zdravotnich
sluzeb, tak vztah ZkouSejiciho ke spole¢nosti AbbVie na zakladé
této Smlouvy je vztahem nezavislého dodavatele a Poskytovatel
zdravotnich sluzeb ani ZkouSejici nemaji pravo zavazovat
spole¢nost AbbVie nebo jednat jejim jménem.

21. Postoupeni.
Poskytovatel zdravotnich sluzeb nemuze postoupit tuto Smlouvu na

jakoukoliv jinou stranu ani zadat formou subdodavky své sluzby
podle této Smlouvy bez predchoziho pisemného souhlasu
spole¢nosti AbbVie. Jakykoliv pokus o postoupeni bez predchoziho
pisemného souhlasu bude neplatny a neucinny a bude pfedstavovat
zavazné poruSeni této Smlouvy. Jakykoliv povoleny postupnik na
sebe prevezme veSkeré povinnosti Poskytovatele zdravotnich
sluzeb podle této Smlouvy. Postoupeni nebude zbavovat
Poskytovatel zdravotnich sluzeb odpovédnosti za plnéni jakékoliv
vzniklé povinnosti. Dale v pfipadé, kdy je Poskytovateli zdravotnich
sluzeb povoleno zadat jakykoliv zavazek podle podminek této
Smlouvy na jakoukoliv tfeti stranu, podepiSe smluvni dodavatel
smlouvu, kterd ho zavazuje plnit podminky této Smlouvy, a
Poskytovatel zdravotnich sluzeb bude nadale odpovédny a bude
zodpovidat za jednani nebo opomenuti téchto subdodavatelskych
¢innosti do stejné miry, jako by tyto €innosti provadél Poskytovatel
zdravotnich sluzeb sam.

22. SpoluzkouSejici. Poskytovatel zdravotnich sluzeb nebude
vyuzivat zadnych jinych zkou$ejicich pro ucely této Studie bez
prfedchoziho pisemného schvaleni AbbVie a sluzeb jinych
zkouSejicich bude vyuZzivat Poskytovatel zdravotnich sluzeb pouze
poté, co zajisti, aby kazdy takovy spoluzkouSejici jednal v souladu s
pravidly a podminkami této Smlouvy. Poskytovatel zdravotnich
sluzeb nebude vyuZivat zadného spoluzkouSejiciho, ktery neni
zaméstnancem Poskytovatele zdravotnich sluzeb.

23. Oznameni. Jakékoliv oznadmeni vyZadované nebo jinak
provedené podle této Smlouvy bude mit pisemnou podobu, bude
osobné doru¢eno nebo zaslano doporu¢enou postou s doru€enkou
nebo pomoci uznané kurymi sluzby, fadné adresované nebo
pomoci faxu s potvrzenym pfijetim a bude zaslano na adresu
uvedenou nize. Oznameni budou povazovana za ucinna (a) k datu
prijeti, pokud jsou osobné doru¢ena nebo zaslana doporu¢enou
poStou nebo uznanym kuryrem, nebo (b) k datu potvrzeného
doruceni, pokud je zaslano faxem.

(e) "EDA’s Disqualified/Restricted List" is the list of
clinical investigators restricted from receiving investigational
drugs, biologics, or devices if FDA has determined that the
investigators have repeatedly or deliberately failed to comply
with regulatory requirements for studies or have submitted
false information to the study sponsor or the FDA.

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

21. Assignment. Medical Services Provider may not
assign this Agreement to any other party, or subcontract any
of its services hereunder, without AbbVie'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 Medical Services Provider
under this Agreement. Assignment shall not relieve Medical
Services Provider of responsibility for the performance of any
accrued obligation. Further, in the event that Medical
Services Provider is permitted to subcontract any duty
hereunder to any third party, such subcontractor shall
execute an agreement obligating such subcontractor to
comply with the terms and conditions hereof, and Medical
Services Provider shall remain responsible and liable for the
acts or omissions of such subcontractor activities as if such
activities had been performed by Medical Services Provider.

22. Subinvestigators. Medical Services Provider will not use
any other investigators for the Study without AbbVie’s prior
written consent, and only upon Medical Services Provider's
agreement to ensure any subinvestigator's compliance with
the terms and conditions of this Agreement. Medical
Services Provider will not use any subinvestigator who is not
a Medical Services Provider employee.

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.
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Zasilky pro Poskytovatele zdravotnich sluzeb: If to Medical Services Provider:

If to Investigator:

ro spole¢nost AbbVie: If to AbbVie:

to:

Pokud pro CRO:

24. Pretrvani. Bez ohledu na ukonéeni platnosti této smlouvy 24. Survival. Notwithstanding termination of this
z jakéhokoli dlivodu zlstavaji prava a povinnosti, jeZ na zakladé této Agreement for any reason, rights and obligations which by
smlouvy nejsou dot€ena jejim ukonéenim, plné platna a ucinna. the terms of this Agreement survive termination of the

Agreement, will remain in full force and effect.

25. Oddélitelnost. Pokud bude jakékoliv ustanoveni, pravo 25. Severability. If any provision, right or remedy

nebo napravné opatfeni uvedené v této Smlouvé shledano soudem provided for herein is held to be unenforceable or inoperative

kompetentni jurisdikce nevynutitelnym nebo neucéinnym, nebude by a court of competent jurisdiction, the validity and

platnost a vynutitelnost zbyvajicich ustanoveni timto ovlivnéna. enforceability of the remaining provisions will not be affected
thereby.
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26. Vyhotoveni. Tato Smlouva mlze byt vyhotovena v
jakémkoliv poctu vyhotoveni, z nichz kazdé bude povazovano za
original, a v8echny spole¢né budou predstavovat jednu a tutéz
smlouvu.

27. Reseni spord.Jakykoliv spor, neshoda nebo narok
vyplyvajici z této Smlouvy nebo vztahujici se k této Smlouvé nebo s
ni souvisejici, ktery neni mozno vyfesit do tficeti (30) dna vzajemnou
dohodou smluvnich stran, bude rozhodnut pfed vécné a mistné
pfislusnym soudem Ceské republiky. Tento &lanek zUstava
v platnosti i po ukonceni nebo vyprdeni platnosti této Smlouvy.

28. Rozhodné pravo. Tato smlouva, jakoZ i pravni otazky
vznikajici z této Smlouvy, a pravni otazky se Smlouvou souvisejici,
véetné otazek platnosti a nasledk( neplatnosti se fidi Ceskym
pravem.

29. Celistvost Smlouvy. Tato Smlouva, v€etné vSech jejich
PFiloh, obsahuje Uplnou dohodu smluvnich stran s ohledem na
pfedmét této Smlouvy a nahrazuje veskeré predchozi dohody a
Umluvy v této souvislosti. V pfipadé konfliktu mezi ustanovenimi
Protokolu a touto Smlouvou nebo jakymikoliv jejimi PFilohami bude
mit pfednost Protokol s ohledem na zalezitosti védy, |ékafské praxe
a bezpecnosti subjektu Studie. Ve vSech ostatnich zéaleZitostech
budou mit pfevahu ustanoveni této Smlouvy. V pfipadé jakéhokoli
rozporu mezi €eskou a anglickou jazykovou verzi smlouvy se
upfednostni a pouzije Ceska verze smlouvy.

Smluvni strany se dohodly, Ze tato Smlouva muze byt ménéna
pouze pisemné prostfednictvim vzestupné c¢islovanych dodatku
podepsanych v8emi smluvnimi stranami. Smluvni strany nemusi
uzavirat dodatek k této Smlouvé v pfipadé tzv. nepodstatnych zmén
Protokolu. Nepodstatnou zménou Protokolu se pfitom rozumi takova
zmeéna Protokolu, ktera se v souladu s pravnimi predpisy nemusi
ohlasovat Statnimu ustavu pro kontrolu 1éCiv a etickym komisim a
ktera neméni rozsah ¢i zplUsob provadéni uUkonu (zejména
vySetfeni) provadénych Poskytovatelem zdravotnich sluzeb C&i
ZkouSejicim v ramci Studie a nema tedy jakykoli vliv na vysi odmény
za provadéni Studie ¢&i jiné ceny uvedené v této Smlouvé.
Nepodstatné zmény Protokolu jsou u&inné dnem jejich doruceni
ZkouSejicimu a Poskytovateli zdravotnich sluzeb.

26. Counterparts. This Agreement may be executed in
any 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.

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 resolved before the competent courts
of the Czech Republic. This Section shall survive termination
or expiration of this Agreement.

28. Governing Law.This Agreement as well as legal
issues arising out of this Agreement and legal issues related
to the Agreement, including the issues related to validity and
consequences of invalidity of this Agreement are governed
by Czech laws.

29. Entire Agreement. This Agreement, including 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. In
the event of any conflict between the Czech and English
language versions of the Agreement, the Czech version of
the Agreement shall prevail.

The parties agree that this
Agreement may be further amended only in writing in the
form of ascending numbered amendments signed by all
parties. The parties do not have to conclude an
amendment to this Agreement in the event of non-substantial
amendments to the Protocol. A non-substantial amendment
to the Protocol is understood to be an amendment, which
in accordance with the law, does not need to be reported to
the State Institute for Drug Control and to the Ethics
Committees and which does not change the scope or
manner of the performance of tasks (especially
examinations) performed by the Medical Services Provider
or the Investigator during performance of the Study and thus
has no influence on the amount of remuneration for
conducting the Study or other prices specified herein. Non-
substantial amendments to the Protocol are effective on the
date of their service to the Investigator and Medical Services
Provider.
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NA DUKAZ CEHOZ smluvni strany nechaly tuto Smlouvu o klinické
studii podepsat svymi radné opravnénymi zastupci.

ABBVIE s. r.

By / podpis:
Name / jméno:

Title / funkce:

Date / datum:

Masaryklv onk

By / podpis:
Name / jméno:
Title / funkce:

Date / datum:

Masaryk‘s Oncology Institute

M14-011
26 March 2015

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

director / feditel

10. 04 2015

| agree to be bound by the provisions of this
Agreement. / Souhlasim, Ze se budu fidit ustanovenim této smlouvy.

By / podpis:
Name / jméno
Title / funkce: Princip

Date / datum:

Prilohy / Attachments:

PRILOHA A- SHRNUTI ROZPOCTU A PLATEBNI ROZVRH

DODATEK 1 K PRILOZE A

PRILOHA B- POZADAVKY NA VEDECKE PUBLIKOVANI

9.4.2015

EXHIBIT A - BUDGET SUMMARY AND PAYMENT
SCHEDULE

ATTACHMENT 1 TO EXHIBIT A

EXHIBIT B - FOR SCIENTIFIC

PUBLICATIONS

REQUIREMENTS
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PRILOHA B

POZADAVKY NA VEDECKE PUBLIKOVANI

1. Kritéria pro autorstvi. Na zakladé smérnic z fijna 2007
Mezinarodniho vyboru vydavatell zdravotnickych Casopistl
(ICMJE) musi byt uvedeni autora zaloZeno na:

a. vyznamnych pfispévcich ke koncepci a designu, nebo ziskani
dat, nebo na analyze a interpretaci dat;

b. vytvofeni nebo revizi ¢lanku pro dllezity intelektualni obsah;

c. konecném schvaleni verze, ktera ma byt publikovana.

Osoba musi splfiiovat vSechna tfi vySe uvedena kritéria k zaru€eni
autorstvi.

2. Podékovani zdravotnickym autordm a jinym
pfispivatelim. Ty osoby, které vyznamnym zplsobem pfispély ke
Studii nebo Publikaci, ale nesplfiuji kritéria autorstvi uvedena vyse,
musi byt uvedeny v &asti podékovani, véetné zvefejnéni zdroju
jakékoliv finanéni podpory téchto pfispivatelt. VeSkeré osoby musi
poskytnout pisemné svoleni s uvedenim v podékovani.

3. Stfet zajml. V zajmu transparentnosti a zachovani
nejvy$Sich moznych standardd jednani budou autofi splfiovat
pozadavky kazdého Casopisu nebo kongresu s ohledem na stfet
zajmu v Publikaci. Tyto poZadavky na stfet zajma v souvislosti se
zvefejnénim mohou zahrnovat mimo jiné zvefejnéni pfijeti
vyzkumnych grantll ze strany autora, pfijeti plateb ze strany autora
za konzultaéni nebo Fecnické sluzby a/nebo autorovo viastnictvi
akcif.

4. Sponzoring. Autofi musi podékovat spole€nosti AbbVie
jakozto zdroji financovani Studie a musi také splfiovat dalSi
pozadavky na zvefejnéni sponzoringu ze strany €asopisu nebo
kongresu.

5. Pristup k udajum. Spole¢nost AbbVie poskytne vSem
autorim konecny protokol, plan statistické analyzy, relevantni
statistické tabulky generované z planu, Cisla a zpravy potfebné k
pfipravé planované Publikace. Spole¢nost AbbVie poskytne kopie
protokolu klinické zkouSky a plan pro statistickou analyzu, pokud to
pozaduje zdravotnicky ¢asopis s ohledem na pfedlozeny rukopis k
publikaci, s potvrzenim, Ze dokumenty jsou duavérné, majetkem
spole¢nosti AbbVie. Tyto nesmi byt poskytnuty Zadné treti strané
bez predchoziho pisemného povoleni spole¢nosti AbbVie.

EXHIBIT B

REQUIREMENTS FOR SCIENTIFIC PUBLICATIONS

1. Criteria for Authorship. Based on the October 2007
guidelines of the International Committee of Medical Journal
Editors (ICMJE), authorship credit must be based on:

a. Substantial contributions to conception and design, or
acquisition of data, or analysis and interpretation of data;
and

b. Drafting or revising the article for important intellectual
content; and

c. Final approval of the version to be published.

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

2. Acknowledgement of Medical Writers and Other
Contributors. Those individuals who have made a significant
contribution to the Study or Publication, but do not meet the
criteria for authorship noted above, must 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. Conflict of Interest. In the interest of transparency
and maintaining the highest possible standards of conduct,
authors will comply with each journal's or congress’s
requirements for conflict of interest disclosure in the
Publication. Such conflict of interest disclosure requirements
may include, but are not limited to, disclosure of an author’s
receipt of research grants, author’s receipt of payments for
consultant or speaker services, and/or author’s ownership of
stock.

4. Sponsorship. Authors must acknowledge AbbVie
as the funding source of a Study, and must also comply with
additional sponsorship-related disclosures required by the
journal or congress.

5. Access to Data. AbbVie will provide all authors with
the final protocol, statistical analysis plan, relevant statistical
tables generated from the plan, figures, and reports needed
to prepare the planned Publication. AbbVie will provide a
copy of the clinical trial protocol and plan for statistical
analysis when requested by a medical journal considering a
submitted manuscript for publication, with the understanding
that the documents are confidential, the property of AbbVie,
and should not be disclosed to any third party without
AbbVie’s prior written permission.
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6. Nadbyte€na publikace. Duplikatni nebo nadbyte€na
publikace studijnich vysledk(l v ¢asopisech s recenzemi kolegl
neni povolena. Druhotné publikace, které prezentuji vyznamné a
védecky podlozené dodate¢né analyzy nebo seskupeni dat jsou
povoleny. Publikace cizojazy¢nych pfekladl originalniho rukopisu v
souladu s politikami zapojenych ¢asopisu je povoleno. Opakovana
prezentace dat je povolena, pokud je povolena politikou védeckého
kongresu.

Masaryk‘s Oncology Institute

M14-011
26 March 2015

6. Redundant Publication. Duplicate or redundant
publication of the Study results in peer-reviewed journals is
not permitted. Secondary Publications that present
significant and scientifically sound additional analyses or
groupings of data are permitted. Publication of foreign
language translations of the original manuscript, in
accordance with the policies of the journals involved is
permitted. Encore presentation of data, when permitted by
scientific congress policy, is permitted.
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