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SMLOUVA O KLINICKE STUDII

AbbVie, s. r. 0., Hadovka OfficePark, Evropska 2591/33d, 160 00,
Praha 6, Ceska republika, 1C: 24148725, DIC: CZ24148725
(,AbbVie") si pfeje zapojit Fakultni nemocnici Olomouc,
I.P.Paviova 6, Olomouc, PSC 77520, Ceska republika, IC
00098892, DIC CZ00098892, zastoupena doc. MUDr. Romanem
Haviikem, PhD. (. Zdravotnické zafizeni”) do provadéni klinické
studie (,Studie”) pro vyrobek spole¢nosti ABT-888 (,Studijni
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CLINICAL STUDY AGREEMENT

AbbVie, s. r. 0., Hadovka OfficePark, Evropska 2591/33d, 160
00, Prague 6, Czech Republic, ID Number: 24148725, Tax 1D
no.. CZ24148725 (“‘AbbVie") desires to retain Fakultni
nemocnice Olomouc, 1.P.Pavlova 86, Olomouc, ZIP 77520,
Czech Republic, Company D no. 00098892, Tax ID no.
C200098892, represented by doc. MUDr. Roman Havlik, PhD.
(“Institution”) to conduct a clinical study (the "Study”) in relation

produkt(y)”) s datem G&innosti k datu Upiného podpisu této Smiouvy
o klinické studii (tato ,Smiouva”) (,Datum Géinnosti”). S ohledem na
vzajemné sliby uvedené v této Smiouvé se smluvni strany dohodly
nasledovné:

1. Provadéni studie.

(a) Zdravotnické zafizeni bude provadét Studii podle
podminek této Smlouvy, pficemz bude pfisné dodrzovat Protokol €.
M14-011 s nazvem ,Randomizovana, placebem kontrolovana,
dvojité zaslepena studie faze 3 hodnotici bezpecnost a uginnost
pfidani Veliparibu a Carboplatinu oproti pfidani Carboplatinu ke
standardni neoadjuvantni chemoterapii a oproti standardni
neocadjuvantni chemoterapii u pacientek s triple negativni rakovinou
prsu (TNBC) v raném stadiu® (,Protokol”), ktery mlize byt &as od
¢asu aktualizovan spoletnosti AbbVie pisemnou formou, a jakykoliv
jiny pisemny pokyn, ktery mize ¢as od &asu poskytnout spoletnost
AbbVie Zdravotnickému zafizeni.

(b) Zdravotnické zafizeni bere na védomi, Ze (i) se jedna o
multicentrickou studii, (i) nabor bude probihat kompetitivnim
zplsobem, a (i) jakmile bude dosazeno celkového cilového podtu
subjekt(t ve Studii, bude nabor ukonéen ve véech centrech, véetné
Zdravotnického zafizeni, a to bez ohledu na to, zda Zdravotnické
zafizeni napinilo svdj individudini cil naboru. V takovém pfipadé
Zdravotnickeé zafizeni na zakladé oznameni od spoleénosti AbbVie
okamZit& ukon&i nabor novych subjektd.

(© Instituce uznava a souhlasi s tim, Ze urité zavazky
AbbVie vyplyvajici z této Smlouvy musi byt delegovény na: INC
Research Czech Republic s.r.o0., Zeleny pruh 1560/98, 14000,
Praha 4, Ceska republika, IC 26186152, DIC CZ26186152
(.CRQO".

2. Zkousejict _a__Spoluzkousejici; Kontakty, Spoleénost
AbbVie uzavird tuto Smlouvu se Zdravotnickym zafizenim s tim
védomim, Ze prof. MUDr. Bohuslav Melichar, PhD. (,ZkouSejici")
bude odpovédny jménem Zdravotnického zafizeni za provadéni
Studie. Pokud nejsou z jakéhokoliv diivodu tyto sluzby dostupné,
spolednost AbbVie mlZe ukonéit tuto Smlouvu s okamZzitou
platnosti. Zdravotnické zafizeni potvrzuje a souhlasi, Ze spolecnost
AbbVie uzavie samostatnou smlouvu se ZkouSejicim, ktera bude
specifikovat kompenzaci ze strany spolednosti AbbVie vigi
Zkousejicimu a Spoluzkousejicim (jak jsou definovani niZe).
Zkousejici pouZile tuto kompenzaci k odménéni Elen studijniho
tymu za jejich sluzby poskytované ve vztahu k provadéni teto
Studie. Zkousejici a Clenové studijniho tymu jsou zodpovédni za
fadné zdanéni svych piijmi plynoucich ztéto kompenzace.
Kontakt/y pro Zdravotnické zafizeni u spoleénosti AbbVie budou
Josef Svoboda, AbbVie, s. r. o. Hadovka OfficePark, Evropska
2501/33d, 160 00, Praha 6, Ceska republika, tel.: +420 233 098
186, fax: +420 233 098 141, nebo kohokoli by spolednost AbbVie
pisemn& pové&fila a v CRO bude Tim Allen, Projektovy ManaZer,

to the product ABT-888 (the “Study Product(s)") effective as of
the date this Clinical Study Agreement (the “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.
(a) institution will conduct the Study pursuant to the terms

of this Agreement and in strict adherence to Protocol No. M14-
011 entitled “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 from time to time
to Institution by AbbVie.

(b) Institution acknowledges that (i) the Study involves
participation of multiple sites; (i) recruitment is competitive; and
(i) when the enrolment goal for the Study as a whole is reached,
enrolment will be closed at all sites, including the Institution,
regardless of whether the Institution has reached its individual
enroliment goal. In such event, upon notice from AbbVie,
Institution shall and shall ensure Investigator immediately stop
enroflment of any new subjects.

(©) Institution acknowledges and agrees that certain
obligations of AbbVie under this Agreement shall be delegated
to: INC Research Czech Republic s.r.o., Zeleny pruh 1560/89,
14000, Prague 4, Czech Republic, Company ID no. 26186152,
Tax 1D no. CZ26186152 (“CRQ").

2. Investigator and Subinvestigators; Contacts. AbbVie is
entering into this Agreement with Ipstitution with the

understanding that prof. MUDr. Bohuslav Melichar, PhD.
(“Investigator”) will be responsible for the conduct of the Study. If
such personal services are not available for any reason, AbbVie
may terminate this Agreement immediately. Institution
acknowledges and agrees that AbbVie will enter into a separate
agreement with Investigator, which agreement will call for
compensation to be paid by AbbVie to the Investigator and
Subinvestigators (as defined below). Investigator shall use this
compensation to reimburse Study team members for their
services performed in relation to the conduct of the Study.
Investigator and Study team members are responsible for the
proper taxation of their income earned from this compensation.
Institution’s contact(s) at AbbVie will be Josef Svoboda, AbbVie
s.r.o. Hadovka OfficePark, Evropska 2591/33d, 160 00, Prague
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,
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INC Research Limited, River View, Meadows Business Park,
Station Approach , Camberley GU17 9AB, UK Tel.: +44 (0)1276
481194, nebo kohokoliv spoletnost CRO pisemné uréi. Kontaktly
spoleénosti AbbVie a CRO u Zdravotnického zafizeni budou Mgr.
Zuzana Toméikova, pravni oddéleni, Fakultni nemocnice Olomouc,
|.P.Paviova 6, Olomouc, PSC 77520, Ceska republika, tel.&.:
00420-588443767, nebo kohokoliv Zdravotnické zafizeni pisemné
urdi. Zdravotnické zafizeni potvrzuje a zaruCuje, ze Zkousejici je
zaméstnancem Zdravotnického zafizeni. Pokud ZkouS$ejici rozvaze
pracovni pomér se Zdravotnickym zafizenim podie podminek teto
Smiouvy (jak je uvedeno nize), pak Zdravotnické zafizeni okamzite
pisemné uv&domi spoletnost AbbVie a obdrZi pisemné potvrzeni
od nového zaméstnavatele Zkousejiciho, Zze se Zkouejici ucastni
této Studie podle podminek této Smiouvy.

Kromé toho se smluvni strany dohodly, Ze nasledujici osoby byly
jmenovény Zdravotnickym zafizeni a Zkousejicim, aby jednaly jako
spoluzkousejici (,Spoluzkousejici®) pro tuto Studii: MUDr. Hana
Studentova, MUDr. Hana Kalabova, PhD., MUDr. Denisa
Vitaskova, MUDr. Marie Bartouskova. Zdravotnické zafizeni bere
na védomi a souhlasi, 26 CRO, jménem spole€nosti AbbVie,
poskytne Spoluzkousejicim kompenzaci za jejjich sluzby ve vztahu
k provadéni této Studie, prostfednictvim samostatné smiouvy.
Zdravotické zafizeni prohlaSuje a zaruCuje, Ze kaZdy
Spoluzkousejici je zaméstnancem Zdravotnického zafizeni. Pokud
kterykoliv  Spoluzkous$ejici  ukongi  pracovni  pomér ve
Zdravotnickém zafizeni v prib&hu doby trvani této Smlouvy, pak
Zdravotnické zafizeni uvédomi neprodlené CRO o této skutecnosti
pisemné.

3. Dodrzovéni pravnich predpist.
(a) Zdravotnické zafizeni prohlasuje, zarutuje a zavazuje se,

7e provede tuto Studii a bude plnit své zavazky podie této Smiouvy
v souladu se véemi platnymi zakony, nafizenimi a smérnicemi,
vietné a bez omezeni Zékona o Iéku &. 378/2007 Sb., v aktudlnim
znéni, Z&kona o pédi o zdravotnich sluzbach & 372/2011 Sb.,
v aktuainim znéni, vyhlagky & 226/2008 Sb. o spravné klinické
praxi a bliz§ich podminkach klinického hodnoceni pfipravkd,
vyhlasky &. 84/2008 Sb. o spravné lékarenské praxi a zplsobu
predepisovani légivych pfipravkil a doplitkova pravidia a regulacni
opatfeni, které mohou byt také as od ¢asu upraveny. AbbVie
zajisti schvaleni Statniho Ustavu pro kontrolu légiv (,SUKL") a
etické komise (,EK"), zfizené a ustanovené v souladu s platnymi
zékony a nafizenimi. AbbVie dale ohlasi SUKLu a EK uvedeni
vyznamnych dodatkil Protokolu podle poZadavkd pfislusnych
regulaénich nafizeni. Zdravotnické zafizeni bude plnit smérnice EK
pfitemz bude respektovat provadéni Studie, a ozndmi spolecnosti
AbbVie, v jakém rozsahu se klerékoliv z téchto smérnic lidi od
Protokolu. Zdravotnické zafizeni zajisti, aby ZkouSejici dodrZoval
postupy stanovené pro zéznam a hldSeni udajll poZadované
pfisiudnymi reguladnimi nafizenimi.

(b) Zdravotnické zafizeni souhlasi s tim, Ze pokud spoleCnost
AbbVie uhradi nebo poskytne nebo budou jejim jménem poskytnuty
bezplatné studijni materialy a/nebo sluzby (jak je definovano nize),
Zdravotnické zafizeni ani jeho zastupci nebudou samostaing
Gétovat nebo vyzadovat proplaceni t&chto studijnich materiall nebo
sluzeb od jakékoliv tfeti strany, jakéhokoliv subjektu, jakéhokoliv
soukromého poskytovatele pojidténi nebo z jakéhokoliv viadniho
programu nebo od jiného vefejného poskytovatele pojisténi. Pokud
Studie zahrnuje subjekty, jejichZz studijni materidly a/nebo sluZby
jsou kryty globainimi platebnimi systémy, napf. Skupiny vztahujici
se k diagndéze (DRG), Zdravotnické zafizeni bude s takovymi
studijnimi materialy nebo sluzbami zaplacenymi nebo poskytnutymi
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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 Institution will be Mgr. Zuzana
Toméikova, Legal Department, Fakultni nemocnice Olomouc,
|.P.Paviova 8, Olomouc, ZIP 77520, Czech Republic, Phone no.:
00420-588443767, or whomever Institution may designate in
writing. Institution represents and warrants that Investigator is an
employee of Institution. If Investigator leaves Institution’s
employment during the Term (as defined below), then Institution
will promptly notify AbbVie in writing and will obtain a written
acknowledgement by Investigator's new employer that
Investigator is participating in the Study under the terms of this
Agreement.

In addition, the parties agree that the following persons have
been appointed by Institution and Investigator to act as
subinvestigators (“Subinvestigator(s)’) for this Study: MUDr.
Hana Studentova, MUDr. Hana Kalabova, PhD., MUDr.
Denisa Vitaskova, MUDr. Marie Bartouskova. Institution
acknowledges and agrees that CRO, on AbbVie's behalf, will
provide compensation to Subinvestigators for their services in
relation to the conduct of the Study through a separate
agreement.  Institution represents and warrants that each
Subinvestigator is an employee of Institution. if any
Subinvestigator leaves Institution’s employment during the Term,
then Institution will promptly notify CRO in writing.

3. Compliance with Law.
(a) Institution represents, warrants and covenants that it

will perform its obligations under this Agreement in compliance
with all applicable laws, regulations and guidelines, including but
not limited to, including, without [imitation, the Act on
Pharmaceuticals No. 378/2007 Coll., as amended, the Act on
Health Care Services No. 372/2011 Coll., as amended,, Decree
No. 226/2008 Coll.on Good Clinical Practices and on Detailed
Conditions for Evaluation of Pharmaceutical Products, Decree
No. 84/2008 Coll. on Good Pharmacy Practice and ancillary
rules and regulations, as the same may be amended from time
to time. AbbVie shall obfain 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. Institution 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.
Institution shall cause Investigator to observe the procedures set
forth for recording and reporting data as required by applicable
regulations.

(b) Institution agrees that if Study Materials (as defined
below) and/or services are paid for or provided without charge by
or on behalf of AbbVie, neither Institution nor its agents shall
separately bill or seek reimbursement for such Study Materials
or services from any third party including, without limitation, the
subject, any private provider of insurance, or any government
program or other public provider of insurance. If the Study
involves subjects whose Study Materials and/or services are
covered under global payment systems, such as Diagnosis
Related Groups (“DRGs"), Institution will treat any such Study
Materials or services paid for or provided without charge by or on
behalf of AbbVie as part of the Study under the billing

DUVERNE/CONFIDENTIAL
Legal Template: AbbVie Czech_Republic_CSA_2AgreementsperSite-Institution_Bilingual_170CT2012
Document Name: Melichar, B_CZE_AbbVie_ M14-011_1003256_Inst CTA_2Dec2014 Final

Page 2 of 22



b

akultnl nemocnice Olomouc

Fprof. MUDr. Bohuslav Melichar, PhD.

M14-011
2.prosince 2014

bezplatné spoletnosti AbbVie nebo v jeji prospéch zachazet jako
se soudasti Studie podle (étovacich postupll vztahujicich se na
tento platebnl systém. Zdravotnické zafizeni dale oznami pfijeti
tdchto studijnich materialdl do jakéhokoliv  viadniho, jiného
vefejného nebo soukromého pojistného systému, jak piipadné
vyZaduje zakon.

4. Prohladeni o finangnich zdjmech. Pred zahdjenim Studie
Zdravotnické zafizeni zajisti, aby Zkousejici a Spoluzkousejici (a)
vyplnili a zaslali zpét spoleénosti AbbVie Prohladeni o finangnich
zdjmech a (b) poskyti spoletnosti AbbVie veskeré nezbytné
zakonné dokumenty, které vyzaduje spolecnost AbbVie k zajisténi
plnéni vyhlasky federainich organl (CFR), kapitola 21, &ast 54,
véetné aktuaintho Zivotopisu a zdravotnické licence nebo
odpovidajicich dokumentll. Zdravotnické zafizeni bude plnit
veskeré platné pozadavky tykajici se podavani zprév a fizeni stfetu
zajma.

5. Materiélni_zajisténi hodnoceni.. Spoletnost AbbVie nebo
CRO jménem spolegnosti AbbVie poskytne dostatetné mnoZstvi
Studijniho produktu/produktll a zéznamovych listl subjektu nebo
pfipadné pfistup k elektronickému systému zéznamu dat (,CRE") a
take jakékoliv jiné latky, materialy a informace, které uvadi Protokol
nebo jiné materialy, které spolednost AbbVie povaZuje za nezbytné
k provadéni Studie (spole¢né jako ,studiini materialy”). SpoleCnost
AbbVie nebo CRO jménem spoletnosti AbbVie doda tento studijni
produkt a latky na Pracovi§té nebo do Iékamy urlené
Zdravotnickym  zafizenim a/nebo Zkou3ejicim. Zdravotnicke
zafizeni a Zkoudejici zajisti spravny pfijem, manipulaci a
skladovani a pfidéleni studijniho produktu a vSech daiSich latek
patficngé kvalifikovanym  lékarnikem podle zésad Sprévné
lékarenské praxe. Spoletnost AbbVie poskytne studijni materialy
zcela zdarma vyluéné pro pouziti ze strany Zdravotnického zafizeni
a Zkousejiciho pfi provadéni Studie. Zdravotnické zafizeni ani
Zkousejici nepouZiji zadné studijni materidly pro jakékoliv ucely
jiné, nez je provadéni Studie podle Protokolu. VeSkeré studijni
materialy a jiné informace, které poskytne spoleénost AbbVie v
souvislosti s touto Smlouvou, jsou a zlstanou vyluGnym
vlastnictvim spoleénosti AbbVie. Zdravotnické zafizent prohladuje,
zarutuje a zavazuje se, Ze:

(a) dodavka studijnich materialll je adekvatni, a ze studijni
materidly budou skladovany a bude s nimi zachazeno v souladu s
pisemnymi pokyny spole&nosti AbbVie, jak uvadi znageni studijnich
materil(, a v souladu s platnymi zakonnymi poZadavky;

(b} studijni materidly nebudou pouZity po vyznateném datu
exspirace; a

(c) po dokongeni studie nebo ukonéeni platnosti teéto
smiouvy, nebo na zakladé vyzvy spolednosti AbbVie, bude veskery
nespotfebovany nebo exspirovany studijni materidl vracen
spoleénosti  AbbVie vsouladu s Protokolem a vsouladu s
pFislusnymi predpisy 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 nespotiebovany nebo exspirovany studijni
materia! zlikvidovan na naklady Zdravotnického zafizeni v souladu
s mistnimi zakony a piedpisy, bud’ (i) Zdravotnickym zafizenim, za
ptedpokladu, Ze Zdravotnické zafizeni ma nezbytné vybaveni,
kvalifikaci a Gfedni povoleni potfebné pro destrukci studijnich
materialli; nebo (i) tfeti stranou nasmlouvanou Zdravotnickym
zafizenim (schvalenou spolednosti AbbVie v pfiméfené mife), za
predpokladu, ze Zdravotnické zafizeni je uvedeno jako plvodce
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procedures applicable to such payment system. Institution will
further report receipt of such Study Materials to any government,
other public or private insurance program as may be required by
law.

4, Financial Disclosure Certification. Prior to the initiation
of the Study, Institution will ensure that each of investigator and
Subinvestigator(s) (a) complete and return to AbbVie the
Financial Disclosure Certification and (b) provide 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.
Institution 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 (“CRFs"), 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”). AbbVie, or CRO on AbbVie’s behalf, will
deliver such Study Product and compounds to the Study site or
pharmacy designated by the Institution and/or the Investigator.
Institution and Investigator will ensure proper receipt, handling
and storage, and dispensing of the Study Product and any other
compounds by a duly qualified pharmacist according to Good
Pharmacy Practice. AbbVie will provide the Study Materiais at no
cost solely for use by Institution and Investigator in the conduct
of the Study. Neither Institution nor Investigator will use any of
the Study Materials for any purpose other than to conduct the
Study pursuant to the Protocol. Al Study Materials and other
information provided by AbbVie in connection with this
Agreement are and will remain the sole property of AbbVie.
Institution represents, warrants and covenants that:

(a) the supply of Study Materials is adequate and 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;

© 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 Institution’s sole
costs and expense and in full compliance with applicable laws
and regulations by either (i) the Institution, provided that
Institution has the necessary facilities, expertise and regulatory
approvals required to destroy Study Materials; or (i) by a third
party contracted by the Institution (approved by AbbVie in its
reasonable discretion), provided that the Institution is identified
as the generator of the Study Materials and further provided that
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studijnich materiali a za pfedpokladu, Ze Zdravotnické zafizeni
potvrdi, 2o tieti atrana ma nezbytné vybaveni, kvalifikaci a ufedni
povoleni potiebné pro destrukci studijnich materialt, Zdravotnické
zafizent odikodni, zprosti a zajisti bezthonnost spolecnosti AbbVie
za jakékoliv naroky a Fzent proti spolegnosti AbbVie, vetng, nikoliv
pouze, naroky v souvislosti s pogkozenim Zivotniho prostiedi, které

mohlo nastat vdisledku destrukce  studijniho materidiu
Zdravotnickym  zafizenim nebo tieti stranou nasmlouvanou
Zdravotnickym  zafizenim. Po  jakékoliv takové  destrukci

Zdravotnickym zafizenim nebo tfeti stranou, Zdravotnické zafizeni
obratem poskytne spole¢nosti AbbVie certifikat o destrukci nebo
obdobny dokument stvrzujici finaini likvidaci studijniho materialu.

(d) Zdravotnické zafizent bude dokumentovat takové vraceni nebo
destrukci podle pokyni spoleCnosti AbbVie. Zdravotnické zafizeni
a/nebo Zkousejici budou vést odpovidajici zaznamy 0 pouZiti
studijnich materiall, vetné dat, mnozstvi a pouziti ze strany
subjektd.

6. Dodavani_prabé#nych zprav_a postudiinich zprav. Na
sadost spoleénosti AbbVie nebo CRO prediozi Zdravotnické
zafizeni ustni nebo pisemné zpravy o postupu Studie. Do &tyficeti
péti (45) dni po dokondenti a uzavieni Studie Zdravotnické zafizeni

poskytne spolecnosti AbbVie nebo CRO nasledujic, pokud
spoleénost AbbVie neda jiné pisemné pokyny:

(a) konednou zpravu EK o Studii pfipravenou Zkousejicim pro
EK;

(b) viechny dokon&ené, pouZité nebo nepouzité CRF dfive
nedodané do spolecnosti AbbVie;

(c) vedkeré Udaje, zpravy a jiné informace generované v
souvistosti se Studii; a

(d) vedkeré jiné materidly a informace, které poskytia
spoleénost AbbVie.

7. Monitorovéni a audity; Uchovani zaznamy.

(a) Zdravotnické zafizeni umozni spoletnosti AbbVie a

jakékoliv osobé povérené spole&nosti AbbVie, véetné CRO, pfistup
na pracovisté, kde se provadi Studie, vEetnd jakékali lékarmy, kiera
ptidéiuje studijni produkt a/nebo dal3i latky a to bdhem béiné
pracovni doby za Ucelem monitorovani provadéni Studie, vCetné
piijmu, manipulace, uchovavani a pridglovani studijniho produktu
a/nebo daldich latek, a také za uCelem auditu zaznamQ, CRF,
zdrojovych dokumentl a jinych dat tykajicich se Studie za GCelem
ovéfeni toho, ¥e Zdravotnické zafizeni a ZkousejiCi plni své
povinnosti uvedené v této Smiouve. Zdravotnické zafizeni zajisti,
aby byly udaje subjektu, které pozaduje Protokol, vioZzeny do CRF
{at uZ v elektronické nebo tistené forma) do péti (5) pracovnich dnil
od navitdvy subjektu. Zdravotnické zafizeni miZe revidovat tyto
zédznamy, zdrojové dokumenty a jiné Gdaje, které se mohou
pravoplatné vyZzadovat za ugelem ochrany davérnosti v souladu s
Oddilem 10 (Divémost dat subjektu; Ochrana dat) této Smiouvy.
Pokud spolegnost AbbVie nebo CRO jménem spole¢nosti AbbVie
vyZaduje opravny a/nebo preventivni krok v disledku svého
monitorovani nebo auditnich &innosti, Zdravotnicke zafizeni bude
véas vytvaret a zavadét opravné kroky a/nebo plan preventivnich
krokll. Pravo spolecnosti AbbVie na provadéni audity bude v
platnosti i po vypraeni této Smiouvy.

{b) Pokud to nezakazuje zakon, Zdravotnické zafizeni bude
informovat spoleGnost AbbVie okamzité poté, co obdrzi jakékoliv
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the Institution confirms that the third party has the necessary
facilities, expertise and regulatory approvals required to destroy
Study Materials. Institution will indemnify, release and hold
harmiess AbbVie for any claims made or proceedings brought
against AbbVie including, but not limited to, claims related to
environmental contamination that may arise from the destruction
of Study Materials by Institution or third parties contracted by
Institution. Upon any such destruction by Institution or by a third
party, Institution will promptly provide AbbVie with a certificate of
destruction or similar document verifying the final disposition of
the Study Materials; and

(d) Institution will document such return or destruction pursuant
to AbbVie's direction. Institution andfor 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, Institution 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, Institution
will furnish AbbVie with the following, unless AbbVie or CRO
direct otherwise in writing:

(a) the final EC report on the Study prepared by the
investigator for the EC;

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

(©) 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.

(a) Institution 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, handiing, storage and dispensing of the
Study Product and/or other compounds, as well as to audit
records, CRFs, source documents, and other data relating to the
Study to verify Institution’s and Investigator's compliance with
their obligations herein. Institution 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.
Institution 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, Institution
shall comply with the timely creation and implementation of a
corrective action andfor preventive action plan. AbbVie's right to
audit shall survive the expiration of this Agreement.

{b) Unless prohibited by law, Institution will notify AbbVie
immediately upon receiving any requests by any regulatory

DUVERNE/CONFIDENTIAL
Legal Template: AbbVie Czech_Repub!ic_CSA_ZAgreementsperS ite-Institution_Bilingual_170CT2012
Document Name: Metichar, B_CZE_AbbVie_ M14-01 1_1003256_Inst CTA_2Dec2014 Final

Page 4 of 22




kultni nemocnice Glomoua

‘jrof. MUDr. Bohuslav Maelichar, PhD.
M14-011

2.prosince 2014

sadosti z kteréhokoliv zakonného organu o kontrolu nebo pfistup k
dokument{im tykajicim se Studie a okamzité poskytne spole¢nosti
AbbVie kopii takové zadosti a pfiloZi kopie jakychkoliv dokumentd,
které obdrzi od zakonnych organii nebo které jim poskytne. V
piipadé, Ze je vydano zékonné vyjadfeni nebo oznameni, které se
tyka sluzeb provadénych podie této Smiouvy, Zdravotnické zafizeni
souhlasi s tim, Ze predloZi pfehled, ktery obsahuje vysvétleni
zaleFitosti identifikovanych zékonnym organem, jakoukoliv reakei
na vyznamné zéleZitosti identifikované zakonnym organem a
vysvétieni uplatnitelnosti  takového zakonngho vyjadieni nebo
ozndmeni ke sluzbam poskytovanym na zakladé této Smiouvy.
Zdravotnické zafizeni souhlasi s tim, se poskytne spolecnosti
AbbVie tento prehled do patnacti (15) dnl ode dne, kdy
Zdravotnické zafizeni obdrZi jakékoliv zakonné vyjadieni nebo
oznameni.

(©) Zdravotnické zafizeni uchova studijni dokumenty v
souladu s platnymi zakony a nafizenimi nebo Protokolem, a to
podle toho, ktera doba uchovani je deli. Na Zadost a na naklady
spoletnosti  AbbVie 7dravotnické  zafizeni uchovéd  studijni
dokumenty i po dobu delSi, nez je doba uloZeni popsana vyse. Pro
tyto Gcely Zdravotnické zafizeni poskytne spolednosti AbbVie
minimalng §edesatidenni (60) pisemnou vypovdd pied tim, nez

odstrani jakékoliv studijni dokumenty ze svych zaznamil.

8. Qdména.

{a) Platebni povinnosti vyplyvajici z této Smlouvy spolegnost
AbbVie delegovala na CRO. Zdravotnické zafizeni souhlasi, Ze
Zdravotnické zafizeni musi nejdfive usilovat o kompenzaci nahrady
od CRO. V ptipadé, ze CRO neprovede zadnou platbu ve prospéch
Zdravotnického zafizeni za sluzby provedené v souladu s touto
Smiouvou a ve vysi stanovene v rozpoGtu Studie (,Rozpocet"),
ktery je zde pfilozen jako Pifloha A, spoletnost AbbVie souhiasi s
tim, 2e odpovédnost za takovou platbu pfevezme ona.

(b) Jako protihodnotu za upinou realizaci sluzeb podle této
Smiouvy spole€nost AbbVie prostfednictvim  CRO uhradi
7dravotnickému zatizeni &astku podle rozpodtu studie uvedeného v
Piloze A, ktera je soutasti této smlouvy (,Rozpotet). Dale miizou
byt zaméstnanciim 7dravotnického zafizeni, véetnd Zkousejiciho,
proplaceny piiméfené a nezbyiné vydaje souvisejici s dopravou, v
souladu s cestovni politkou spole€nosti  AbbVie (vCetné
ekonomické tidy v dopravnim letadle, piiméfenych a obvyklych
nakladd na ubytovani a stravovani podie zemé&pisné oblasti cesty) a
miize jim byt poskytnuto jidio na setkanich Zkousejicich nebo jinych
setkanich vyzadovanych spoleénosti  AbbVie. Smiuvni strany
souhlasi s tim, Ze astky plateb uvedené v rozpotiu predstavuji
piim&fenou trzni hodnotu sluzeb, které maji byt poskytnuty, 2
nebyly urteny zplisobem, ktery bere v Gvahu objem nebo hodnotu
jakychkoliv doporuéeni nebo obchodu jinak vytvofeného mezi
Zdravotnickym zafizenim a spoletnosti AbbVie.

(c) V piipadé ukondeni této Smiouvy ze strany spolednosti
AbbVie z jakéhokoliv divodu jiného neZ poruseni ze strany
Zdravotnického zafizeni uhradi spolecnost CRO Zdravotnickému
zafizeni tastku podle rozsahu poskytnutych sluzeb a vydaijl
vzniklych v souladu s dastkami uvedenymi v Rozpodiu.

(d) Rozpotet je zalozen na apiném provedeni sluzeb
zamystenych touto Smiouvou a na Gpiném spinéni podminek této
Smiouvy (véetné Protokolu). Ani spolegnost AbbVie, ani CRO
nebude hradit navitévy subjektu nebo 1é€eni pii porugeni Protokolu
ani nebude platit za Gdaje obsazené v CRF, které nejsou tplné a
pfesné. Pokud spolecnost CRO diive zaplatila za tyto siuzby,
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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, Institution 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. Institution agrees to provide AbbVie with such
summary within fifteen (15) days of Institution’s receipt of any
regulatory citation or notice.

(c) institution 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, Institution shall retain the Study
documents for an even longer period than the retention period
described above. For these purposes, institution shall provide
AbbVie at least sixty (60) days’ written notice before deleting any
Study documents from its files,

8. Compensation.
(a) Payment obligations under this Agreement have been

delegated by AbbVie to CRO. The Institution agrees that the
Institution shall first seek redress from the CRO for
compensation. In the event that CRO does not make any of the
payments due to Institution for services performed in accordance
with this Agreement and in the amounts set forth in the Study
budget (‘Budget”) attached hereto as Exhibit A, AbbVie agrees
to assume responsibility for such payment.

(b) In exchange for the full performance of services
hereunder, AbbVie, through CRO, shall pay institution as per the
Study budget attached hereto as Exhibit A and incorporated
herein (the “Budget”). In addition, institution’s employees 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
Institution and AbbVie.

(© in the event of termination of this Agreement by AbbVie
for any reason other than for Institution’s breach, CRO shall pay
institution according to the extent of services performed and
expenses incurred in accordance with the amounts set forth in
the Budget.

(d) The Budget is based on the full performance of services
contemplated by this Agreement and full compliance with the
terms of this Agreement (including the Protocol). 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
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‘ pieplatek bude odetten z nasledujici platby (nebo z konetné platby
dle popisu v Oddilu 8(f) nize).

(e) Véechny platby budou provedeny v souladu s podminkami
v Pfiloze A a pouze poté, co vSechny strany podepsaly tuto
Smiouvu. Veskeré ceny uvedené ve Smiouvé se rozumi bez DPH.
DPH bude Gtovano dle platné legisiativy. Datum uskuteCnéni
zdanitelného pinéni bude den vystaveni faktury.  Zkousejici
poskytne spolednosti CRO pfehled sluzeb provedenych
Zkoudejicim a kazdym Spoluzkoudejicim na zakladé navstév
uskuteénénych subjekty Studie. Spoletnost CRO poskytne
Zdravotnickému zafizeni podklady se souhrnem vypinénych CRF
v ramci Studie na zakladé informaci od Zkousejiciho. Tento souhin
bude slouZit jako podklad pro Zdravotnické zafizeni pro fakturaci a
jako pfiloha faktury. Zkousejici potvrdi sprévnost tohoto souhrnu.
Platba bude provedena formou bankovniho pfevodu na &islo Uctu
Zdravotnického zafizeni uvedeného v Rozpoctu. Proplaceni
poplatkli EK zavisi na provedeni posouzeni EK a konetném
rozhodnuti tykajicim se viech pfedloZenych studijnich dokumentt,
vietné Protokolu a/nebo revizi Protokolu. Ani spolednost AbbVie,
ani CRO neni povinna proplatit Zdravotnickému zafizeni realizalni
néklady, které budou spoleénosti CRO fakturovany vice nez sto
osmdesat (180) dntl po datu ukonceni této Smiouvy.

0] Zdravotnické zafizeni souhlasi s tim, Ze v pfipadé sporu o
platbu nebude zadrzovat studijni data nebo informace do vyfeSeni
sporu, protoZe jejich zadrzeni mize zplsobit nevratné poskozeni
Studie. V pfipadé pozdni Ghrady miZe Zdravotnické zafizeni
u&tovat rok z prodleni v zakonné vysi, jak je stanovena vyhlaskou
&. 351/2013 Sb.,ve zn&ni pozd&jSich predpist.

©) Koneéna platba Zdravotnickému zafizeni podle této
Smlouvy bude splatnd po provedeni viech sluzeb zamySlenych
touto Smiouvou, dodavce véech CRF spolegnosti AbbVie a zaslani
viech poloZek popsanych v Oddilu 6 (Dodévani priibéznych zprav
a postudijnich zpréav) spolecnosti AbbVie.

{(h) Konedna platba bude spojena s finanénim vytctovanim,
které provede spole¢nost CRO. Pokud je celkova Castka, kterou
uhradila spoletnost CRO, nizéi nez GCastka, na kterou ma
Zdravotnické zafizeni narok podle této Smiouvy a podie vyadtovani,
spolednost CRO tuto zbyvajici Sastku uhradi. Pokud ma spolegnost
CRO narok na vraceni jakychkoliv zalohovanych poplatkii nebo
preplatkd, Zdravotnické zafizeni uhradi takovou Castku na:

Attn. Grants Department

INC RESEARCH UK LIMITED
Riverview, the Meadows Business,
Park Station Approach

Blackwater

Camberiey

Surrey

GU17 9AB, UK

Re: Project Code 1003256

DHP identifika¢ni 6.: GB 806 650 142

Tel: +44 127 648 1012
Fax: +44 127 835 743

Jakékoliv platby, které jsou splainé jednou stranou strané druhé
podle vyaétovani, budou provedeny do Ctyficeti péti (45) dnl od
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previously paid for such services, the overpayment will be
deducted from the next payment (or the final payment, as
described in Section 8(f) below).

(e) All payments shall be made in accordance with the
terms of Exhibit A and only after all parties have signed this
Agreement. All prices specified herein do not include VAT. VAT
shall be charged in accordance with applicable law. Date of
taxable supply shall be the invoice issue date. Investigator shall
provide to CRO the detailed services performed by Investigator
and each Subinvestigator based on visits completed by Study
subjects. CRO will provide supporting documents to Institution
summarizing the CRFs received for the Study based on the
information from the Investigator. This summary will serve as
basis for the Institution to issue the invoice and will be attached
to the invoice. The Investigator will confirm the correctness of the
summary. The payment will be made by bank transfer to the
account number of the Institution 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. Neither AbbVie nor CRO will be obligated to
reimburse Institution for pass-through expenses invoiced to CRO
more than one hundred eighty (180) days after the termination
date of this Agreement.

f Institution agrees that in the event of a payment
dispute, Institution shall not withhold Study data or information
pending resolution of the dispute because such withholding may
cause irreparable harm to the Study. In the event of late
payment, Instituion may charge late payment interest in the
amount as stipulated by applicable law, Governmental Decree
No. 351/2013 Coll, as may be amended.

(9) The final payment due to Institution under this
Agreement shall be payable upon completion of all services
contemplated hereunder, delivery to AbbVie of all CRFs, and
return to AbbVie of all items described in Section 6 (Delivery of
Progress and Post-Study Reports).

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

Attn. Grants Department

INC RESEARCH UK LIMITED
Riverview, the Meadows Business,
Park Station Approach

Blackwater

Camberley

Surrey

GU17 9AB, UK

Re: Project Code 1003256

VAT ID no. GB 806 650 142

Tel: +44 127 648 1012
Fax: +44 127 635 743

Any payments due from one party to the other under the
reconciliation shall be made within forty-five (45) days of the
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datumu vystaveni faktury na dluznou &astku, K jakymkoliv &astkam
vracenym  spoleZnosti  AbbVie bude pifiloZena podptirna
dokumentace a bude okopirovana pro kontaktni osobu spolenosti
AbbVie uvedenou v Odditu 2 (Zkousejicl; Kontakty) této Smiouvy.

9, Davérnost.

(a) Behem doby trvani této Smiouvy, vietné jakychkoliv jejich
prodiouzeni, a po dobu deseti (10) let po vyprseni nebo ukenéent
této Smiouvy Zdravotnické zafizeni, jeho zaméstnanci, zastupci,
smiuvni dodavatelé a pobodky (spolecné jako ,Pfilimajici strana”)
nezvefejni Davémé informace bez pfedchoziho pisemného
souhlasu spoleénosti  AbbVie. ,Davérné _informace” budou
zahrnovat jakékoliv informace poskytnuté Pfijimajici strangé ze
strany spolegnosti AbbVie, véetn& Protokolu, studijnich materiéld a
viech materidlll a informaci, které se tykaji spolecnosti AbbVie
nebo CRO nebo Studie nebo vylvoiené v disledku provadéni
Studie, kroma jakychkoliv jejich &asti, které:

(i) byly znamy Pfijimajici stran& pfed jejich pfijetim, coZ je
podioczeno jejimi pisemnymi zaznamy;

(il byly poskytnuty Pfijimajici strané tieti stranou, ktera ma
pravo na takové zvefejnéni nedivérnym zplsobem; nebo

(i} jsou nebo se stanou vefejné znamymi, aniz by doslo o
pochybeni Piijimajici strany.

(b) Piijimajici strana nebude pouZivat Dlvérné informace pro
jakykoliv Gée! jiny ne ten, ktery je uveden v této Smiouvé, a to bez
predchoziho pisemného schvaleni spolegnosti AbbVie.

(©) Nic v této Smlouvé nebude vyklddano jako omezeni
Prijimajici strany zvefejnit Divérné informace, pokud to vyZaduje
zakon nebo soudni pfikaz nebo jiny viadni piikaz nebo Zadost,
piitemz v kazdém pfipadé Pfijimajici strana poda spolegnosti
AbbVie okamzité pisemné ozndmeni (a v kazdém pfipadé
minimalné p&t (5) pracovnich dnii pfedem), aby mohla spolecnost
AbbVie podniknout kroky za G&elem ochrany svych Divérnych
informaci. V pfipadé, Ze nebude pfijat Zadny piikaz ochrany nebo
jiné napravné opatfeni, nebo pokud se spoleCnost AbbVie vzda
plnéni podminek podie tohoto Oddilu 9, Pfijimajici strana poskytne
pouze tu &ast Dlvérnych informaci, kieré jsou ze zakona
pozadovany na zakladé pisemného vyjadfeni pravniho poradce.

(d) Zadna z piijimacich stran neposkytne spole¢nosti AbbVie
ani CRO 2adné informace, které jsou dlivérné nebo interni pro tieti
stranu, pokud Zdravotnické zafizeni neobdrzelo pfedchozi pisemne
schvaleni jak tieti strany, tak spolenosti AbbVie.

10. Diivérnost dat subiektd; Ochrana dat.

(a) Smiuvni strany budou pinit vSechny platné zakony a
nafizeni tykajici se dfvérnosti subjektu Studie a ochrany dat,
véetnd a bez omezeni téch opatieni, kterd byla uloZena kontrolory
dat podle zakona & 101/2000 Sb. o ochrané osobnich Gdaji ve
znéni pozdsjdich zakonl. Zkousejici bude odpovédny jménem
Zdravotnického zafizeni za ziskani podepsaného formulafe
informovaného souhlasu a autorizadniho dokumentu (JICE") od
kazdého subjektu Studie pfed déasti subjektu ve Studii. ICF musi
dovolit spolednosti AbbVie a jeho zastupclm, veeiné CRO,
zapojenym do Studie nebo hodnoticim Studii, aby méli pristup,
zpracovavali, ziskavali kopie, pfevadéli a ukladali studijni udaje.
Kazdy ICF musi odpovidat Protokolu a musi byt v souladu s:
Harmonizovanymi tripartitnimi pokyny pro Spravnou klinickou praxi
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invoice issue date of invoiced 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.
(a) During the Term of this Agreement, including any

extensions thereof, and for a period of ten (10) years after the
expiration or termination of this Agreement, Institution, its
employees, agents, subcontractors and affiliates (collectively,
“Receiving_Party”) shall not disclose Confidential information
without AbbVie’s prior written consent. “Confidential information”
shall include any information provided to Receiving Party by or
on behalf of AbbVie or CRO, including but not limited to 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:

(i 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

(iii) 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 wili 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 Parly shall give
AbbVie prompt written notice (and in any case 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
based on the written opinion of legal counsel.

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

10. Subject Confidentiality; Data Protection.

(a) 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 Institution for obtaining a signed
Informed Consent Form and authorization document (*ICE”) from
each Study subject prior to the subject’s participation in the
Study. The ICF must permit AbbVie and its representatives,
including CRO, involved with or evaluating the Study to access,
process, obtain copies, transfer and retain Study data. Each ICF
must conform with the Protocol and be compliant with:
International Conference on Harmonisation, Harmonised
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(ICH) Mezinarodni konference pro harmonizaci; v8emi platnymi
zékony a zékonnymi nafizenimi; a musi byt schvélen pisemnou
formou ze strany EK a spoleCnosti AbbVie. Ucast subjektu Studie
ve Studii bude zavisla na podepsani fadného ICF.

(b} Pokud  Zdravotnické  zafizeni a/mebo  Zkousejici
shromazdi, uloZi, zpracuji nebo poskytnou informace, které
identifikuji nebo v kombinaci s jinymi informacemi identifikuji Zijiciho
jedince, véetné subjekth Studie a jinych osob GZastnicich se Studie
nebo do ni zapojenych (,0sobni tidaje”), udini tak pouze v souladu s
touto Smilouvou, se v8emi platnymi zakony a s pisemnymi pokyny
spoleCnosti AbbVie, Zdravotnické zafizeni a Zkou$sjici budou mit
zavedena bezpeénostni opatfeni k zajisténi ddvérnosti a
bezpeénosti osobnich (dajl. Zdravotnické zafizeni a Zkousejici
budou okamZité informovat spoletnost AbbVie o jakémkoliv
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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 Institution 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 participating 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 insfructions. Institution shall maintain appropriate
safeguards to ensure the confidentiality and security of the
Personal Data. Institution shall promptly inform AbbVie about
any unauthorized access to or disclosure of Personal Data

neopravnéném piistupu nebo poskytnuti osobnich udajd (,Poruseni
zabezpedeni”), véetn& doby a povahy poruSeni zabezpeleni, a
podniknou veskeré pfiméfenéd kroky k napravé poruseni
zabezpedeni. Pokud platné zakony o ochrané dat vyZaduji, aby
smluvni strany uzaviely dodate¢né smiouvy nebo zavazky, vetng
smluv o mezinarodnim pfenosu dat, [Zdravotnické zafizeni zajisti,
aby byly v8echny nezbyiné dohody implementovany a na misté.

11. Publicita. Zdravotnické zafizeni nebude poskytovat
informace o existenci nebo podminkéach této Smlouvy a zajisti, aby
informace o existenci nebo podminkadch této Smiouvy
neposkytovala Pfijimajici strana, coZ se také vztahuje na pouziti
nazvu, obchodni zndmky, servisni znamky nebo loga spolecnosti
AbbVie v jakékoliv publicité, reklam& nebo informacich, které se
poskytuji jakékoliv tieti osob& nebo vefejnosti, bez predchoziho
pisemného schvaleni spolecnosti AbbVie. Zdravotnické zafizeni
bere na védomi, Zze podminky této Smlouvy, v&etné &astky jakékoliv
platby provedené na zakladé této Smiouvy, mohou byt poskytnuty a
zvefejnény spolecnosti AbbVie, jak vyzaduje zakon nebo nafizeni
nebo tam, kde to spoleénost AbbVie povaZuje za vhodné.

12. Vynalezy. Jakékoliv informace, vynalezy, Udaje nebo
objevy (at' uZ patentovateiné nebo zptisobilé k zapisu autorského
préva &i nikoliv), inovace, komunikace nebo zprava, vypracovana,
zredukovana pro praxi, vylvofend, generovand nebo vyvinuta
Piijimajici stranou, kterd budto vychazi z pouziti jakychkoliv
studijnich materiall nebo vyplyva z provedeni Studie, bude
neprodiend piedana spolenosti AbbVie, bude pfevedena na
spoleCnost AbbVie a bude vyluénym vlastnictvim spoleénosti
AbbVie. Zdravotnické zafizeni souhlasi, Ze na zadost a na naklady
spoleénosti AbbVie podepiSe dokumenty nebo je necha podepsat a
podniknou jiné kroky, které spoleGnost AbbVie povazuje za
nezbytné nebo vhodné za ugelem ziskani patentu nebo jiné
ochrany vlastnictvi jménem spolednosti AbbVie, pokryvajici cokoliv
z vy3e uvedeného.

13. Publikace a prezentace.
(@) PoZzadavky na publikaci. Za dEelem zajisténi nejvy3si

kvality postupl ve vztahu k védeckym publikacim, véetné rukopisQ,
souhm(i a plakatovych nebo Ustnich prezentaci (spolené jako
+Publikace”) ma spolenost AbbVie zadjem na transparentnosti a
etickych publikagnich praktikach. Pokud ZkouSejici figuruje jako
autor jakékoliv Publikace vyplyvajici z této Studie, musi spifiovat
Pozadavky na védecké publikace pfipojené k této Smiouvé jako
Piiloha B.

(b) Postupy. JakoZto zadavatel Studie si spoletnost AbbVie

("Security Breach”), including the timing and nature of the
Security Breach, and take all reasonable measures to remedy
the Security Breach. Where applicable data protection laws
require that the parties enter into additional agreements or
undertakings, including international data transfer agreements,
Institution will undertake to ensure that all necessary agreements
are implemented and in place.

11. Publicity. Institution 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. Institution 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.

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. Institution agrees, 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 name covering any of the foregoing.

13.

(a) Publication Requirements. To foster the highest
standards of conduct related to scientific publications, including

Publications and Presentations.

manuscripts, abstracts, and posterforal  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, Institution shall require Investigator to comply with the
Requirements for Scientific Publications attached hereto as
Exhibit B.

(b) Procedures. AbbVie retains the first right to disclose the
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vyhrazuje prvni pravo zvefejnit vysledky Studie prostfednictvim
Publikace nebo jakoukoliv jinou vefejnou publikact (spoletné
LZvefejnéni studiinich vysiedk(). V této souvislosti podie toho, co
nastane dfive, zda (i) Zvefejnéni studijnich vysledkl spole¢nosti
AbbVie nebo zda uplyne (ii) dvanact (12) mésich po dokonceni
nebo ukon&eni Studie na vdech studijnich mistech, budou mit
Zdravotnické zafizeni a Zkousejici pravo pfipravit a predioZit k
publikaci Zvefejnéni studijnich vysiedkl v pfisluSnych védeckych
tasopisech nebo jinych profesnich publikacich. Pokud Zdravotnické
zafizeni nebo Zkoudejici pfipravi Zvefejnéni studijnich vysledkd,
poskytne Zdravotnické zafizeni nebo vyzada od Zkousejiciho, aby
poskytl spoletnosti AbbVie minimaing sedesat (60) dndl pied
jakymkoliv predlozenim prace pro Zvefejnéni studijnich vysledkd
jeno navrh ke kontrole a piipominkém ze strany spole¢nosti
AbbVie, aby se zjistlo, zda je v nich obsaZen jakykoliv
patentovatelny materiai nebo divémé informace spole¢nosti
AbbVie (jiné nez vysledky Studie vylvoiené podle této Smiouvy).
Spolednost AbbVie zasle komentafe zpét Zdravotnickému zafizeni
nebo Zkoudejicimu do 8edesati (60) dni po pfijeti navrhu
Zveiejnani  studijnich  vysledkl  (,Kontrolni _obdobi”). Dale
Zdravotnické zafizeni nebo Zkoudejici odloZi jakékoliv Zvefejnéni
studijnich vysledk( o dal3ich $edesat (60) dnli kromé& Kontrolniho
obdobi v pfipadé, Zze to bude vyZadovat spolednost AbbVie, aby
mohla spolednost AbbVie zajistit patentovou nebo jinou ochranu
viastnictvi (,Obdobi odkladu™). Zdravotnické zafizeni souhlasi a
bude po Zkousdejicim poZadovat, aby udrzel Zvefejnéni studijnich
vysledkdl v divérnosti do vypreni Kontrolniho obdobi, pokud se tak
spolednost AbbVie rozhodne. Zdravotnické zafizeni bere na
védomi, Ze bude po Zkousejicim poZzadovat, aby souhlasil s tim, Ze
budou f4dné posouzeny poznédmky spoleénosti AbbVie a dale
budou Davémé informace spolednosti AbbVie (jiné nez vysledky
Studie vytvofené na zakladé této Smiouvy) vyfaty z jakéhokoliv
Zvefejnéni studijnich vysledkd. V pfipadé, ze se Zdravotnické
zafizeni nebo Zkousejici a spoletnost AbbVie li§i ve svém néazoru
nebo interpretaci dat ve Zvefejnéni studijnich vysledkd, smluvni
strany vyfesi tyto rozdily v dobré vife formou vhodné védecke
debaty.

14, Prohiaseni a zaruky. Zdravotnické zafizeni prohlaSuje a
zaruduje, Ze:

(a) podminky této Smiouvy jsou platnymi a zavaznymi
povinnostmi Zdravotnického zaffzeni a nejsou v rozporu s
jakymkoliv jingm smiuvnim nebo prévnim zavazkem, ktery mizZe
Zdravotnické zafizeni nebo Zkousejici mit, nebo s politikami
Zdravotnického zafizeni a postupy nebo politikami a postupy
jakéhokoliv zdravotnického zafizeni nebo spoleCnosti, se kierou je
Zdravotnické zafizeni nebo Zkou3ejici spojen;

®) provadéni sluzeb a pfijeti odmény Zdravotnickym
zafizenim, vdetnd pfijeti jakychkoliv jidel a/nebo nahrad
pfiméfenych vydaji na setkani Zkouejicich nebo jina setkani
pozadovana spolednosti AbbVie, ktera mohou byt poskytovana
Zxousejicimu nebo Zdravotnickému zafizeni (vietné jeho
zaméstnanc a zastupcd) podle této Smlouvy, je v souladu se
viemi politikami a postupy Zdravotnického zafizeni, a Ze pinéni
téchto sluZeb ze strany ZkouSejictho nepfedstavuje stiet zajmi s
oficialnimi povinnostmi Zkou3ejiciho;

(c) Zkousejici a kazdy Spoluzkou$ejici od Zdravotnickeho
zafizeni obdrzel véechna poZadovana opravnéni v pisemné formé
nebo jinak, a to pro realizaci sluzeb Zkousejicim a pro piijeti
jakychkoliv jidel a/nebo nahrad pfiméfenych nakladt na setkani
Zkousejicich nebo jina setkani pozadovana spoleénosti AbbVie,
ktera mohou byt poskytovana Zkousejicimu a Spoluzkousejicim
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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, Institution 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 Institution or
Investigator prepares a Study Results Disclosure, Institution
shall provide or shall require Investigator to provide AbbVie, at
jeast sixty (80) 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's Confidential Information (other than
the results of the Study generated hereunder) are disclosed
therein. AbbVie shall return comments to Institution or
Investigator within sixty (60) days after receipt of the draft Study
Results Disclosure (“Review Period”). In addition, Institution 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"). Institution 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.
Institution 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 generated hereunder) shall be deleted from any Study
Results Disclosure. in the event that Institution 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. Insfitution represents
and warrants that:

(a) the terms of this Agreement are valid and binding
obligations of Institution, and are not inconsistent with any other
contractual or legal obligation it or Investigator may have or with
Institution’s policies and procedures or the policies and
procedures of any institution or company with which each of
Institution or Investigator is associated,;

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

(c) Investigator and each Subinvestigator has received any
required authorization, written or otherwise, from Institution for
Investigator's performance of the services and acceptance of
any meals and/or reimbursement of reasonable expenses for
investigator meetings or other AbbVie required meetings, which
may be provided to Investigator or Subinvestigators hereunder;
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podie této Smlouvy;

(d) Zdravotnické zafizeni a Zkou$ejici maji zkuSenosti,
schopnosti, adekvatni populaci subjektd a prostiedky, véetng
dostatetného personalu a zafizeni, k efektivnimu a operativnimu
provadéni Studie profesionalnim a kompetentnim zplsobem;

(e) viichni dalsi zkousejici, které Zdravotnické zafizeni
vyuZije pro Studii, budou vybrani na zakladé zvazeni nasledujiciho:
(i) 3koleni a kvalifikace v pfislusnych oblastech; (i) vhodnych
vyzkumnych prostor; (iii) zkusenosti s relevantni populaci subjektd,
aby byla u daliho zkouSejiciho pfiméfené  vysoka
pravdépodobnost naboru vhodnych Uastnikd vyzkumu a prabéhu
Studie a? k jeiimu dokondeni; (iv) predchozich zkusenosti ve
védeckem vyzkumu nebo klinické praxi; a (v) schopnosti provadét
Studii v souladu s platnymi pravnimi a zakonnymi poZadavky;

hH (i) Zkoudejici a kazdy Spoluzkoudejici ma plathou
lékaiskou licenci v oblasti, ve které je studie provadéna, (i} licence
nebyla odejmuta, omezena nebo suspendovana lékaiskou radou
nebo jinou pov&fenou agenturou, (iii) privilégia a povoleni k
provozovani praxe nebyla odejmuta, omezena nebo suspendovana
Ufadem zabyvajicim se zdravotni pégi ani jinym dfadem, a (iv)
Zdravotnické zafizeni si neni védomo, Ze by ani Zkouejici, ani
zadny ze SpoluzkouSejicichbyl pfedmétem vysetfovani ani
jakéhokoliv disciplinarniho Fizeni, kieré by mohlo vést k odejmulti,
omezeni, nebo suspendovani lékaiské licence nebo povoleni
k provozovani praxe na tfadu zabyvajicim se zdravotni pédi nebo u
jiného poskytovatele zdravotni péle. V pripadé, Ze se vyskytne
cokoliv z vyse uvedeného, bude Zdravotnické zafizeni okam?Zité
informovat spolednost AbbVie, a spoletnost AbbVie bude mit pravo
tuto Smiouvu okamzité vypovédeét; a

(9} Zdravotnické zafizeni souhlasi s tim, Ze pokud se objevi
jakékoliv vyznamné zmény b&hem doby trvéani této Smiouvy s
ohledem na okolnosti tykajici se této Smiouvy (napf. dojde ke
zméné poliliky nebo postupu, ktery by mohl byt ptiméfené
interpretovan tak, Ze ovliviluje majetek Zdravotnického zafizeni
nebo zapojeni Zkousejiciho do této Smiouvy), bude okamZité
informovat spole€nost AbbVie pisemnou formou o jakychkoliv
zménéch.

15. Platnost smiouvy a vypovéd.

(a) Tato Smiouva bude platnd od data GSinnosti a vyprsi
nejpozdéji: (i) jeden (1) rok od data ucinnost;; (iiy k datu uzavieni
studijni databaze, pokud se provadi nabor subjektll podie této
Smiouvy nebo (i) k datu splnéni vSech zavazk( smiuvnich stran
podie této Smiouvy (,doba platnosti"), pokud neni ukoncena dfive,
jak stanovuje Oddil 15(b) nize.

(b) Tato Smiouva miize byt vypovézena:

@ bud’ spoletnosti AbbVie nebo Zdravotnickym zafizenim po
pisemném oznameni druhé smiuvni strany, pokud (A) druha
smiuvni strana porudila zavaznym zplsobem podminky této
Smlouvy nebo (B) v piipadé ukonceni Studie ze strany Ufadu pro
ieky a potraviny Spojenych statli (,FDA") nebo jakéhokoliv jiného
vladniho nebo zakonného organu;

(i) spoleénosti AbbVie okamZité po podani pisemné vypovédi
Zdravotnickému zafizeni, pokud (A) osobni sluzby Zkoudejiciho
nejsou k dispozici; podle Oddilu 2 {(Hlavni zkouSejici a
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(d) Institution and Investigator have the experience,
capabilities, adequate subject population, 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 Institution for the Study
will be selected based upon a consideration of the following: (i)
training and expertise in relevant fields; (if) appropriate research
facilities; (i) experience with the relevant subject population so
that the subinvestigator has a reascnably 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 and each Subinvestigator 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 health care
institution or other provider of health care services, and (iv) to
the best of Institution's knowledge, neither Investigator nor any
Subinvestigator is 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 heaith care institution or
other provider of health care services. In the event that any of
the foregoing changes during the Term, Institution shall
immediately notify AbbVie, and AbbVie shall have the right to
immediately terminate this Agreement.; and

(@) 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 Institution or
Investigator's involvement in this Agreement), Institution agrees
to immediately notify AbbVie in writing of any such changes.

15. Term and Termination.

(a) This Agreement will be effective on the Effective Date
and shall expire on the later of: (i} one (1) year from the Effective
Date; (i} the date of Study database lock if there is subject
enroliment 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:

(i) by either AbbVie or Institution upon written notice to the
other party if: (A) the other party has breached a material term of
this Agreement; or (B) in the event of termination of the Study by
the United States Food and Drug Administration (the “FDA") or
any other governmental or regulatory authority,

(ii) by AbbVie immediately upon written notice to institution
if: (A) the personal services of Investigator are not available;
pursuant to Section 2 (investigator and Subinvestigators;
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Spoluzkousejici; Kontakty) této Smiouvy (B) podle vyhradniho
posouzeni spoleénosti AbbVie se z obavy o bezpedénost produkiu
nedoporuduje pokradovat v testovani; (C) Zdravotnické zafizeni
nespliiuje naborova kritéria, schvaleni EK, nebo predloZeni
nezbytnych dokumentd v rémci &asového harmonogramu této
Smlouvy; (D) lékafskd licence Zkou$ejiciho nebo kteréhokoliv
Spoluzkoudejiciho, nebo jeji ekvivalent, je omezena nebo
pferusena nebo se Zkousejici nebo Spoluzkoudejici stane
pfedmétem jakéhokoliv vySetfovani nebo disciplinamiho fizeni ze
strany lékafské rady; nebo (E) Zdravotnické zafizeni, Zkou3ejici
nebo kterykoliv Spoluzkousejici se stanou vyloudenou, vyfazenou
nebo usvédCenou pravnickou nebo fyzickou osobou, nebo se
stanou pfedmétem fizeni, v jehoZ disledku by takovy statut mohli
ziskat, nebo jsou piidani do rejstiiku diskvalifikace/omezeni
vedenym FDA pro klinické zkousejici; nebo

(i) spoletnosti AbbVie bez divodu minimalné s tiicetidenni
(30) pisemnou vypovédi podanou Zdravotnickému zafizeni.

{c) Vypovézeni nebo vyprSeni této Smiouvy nebude
ovlivilovat jakakoliv prava nebo zavazky, které vznikly dfive. V
piipadé piedtasného ukonéeni této Smilouvy Zdravotnické zafizeni
budto vhodnym zplisobem stahne nebo pferudi véechny v t& dobé
zapojené subjekty nebo dokon&i Studii pro subjekty zapojené v
dané dob8&, pokud to vyZaduje pfijata lékafska praxe.

16. Qdskodnéni.

(a) Spoletnost AbbVie odS$kodni, bude branit a hajit
Zdravotnické zafizeni, vedouci pracovniky Zdravotnického zafizeni
a vdechny jiné kvalifikované zaméstnance Zdravotnického zafizeni
pracujici pod pfimym dohledem ZkouSejiciho (Prijemci
odskodnéni") v ramci provadéni této Studie s ohledem na néklady
na obhajobu (dokud spoletnost AbbVie nepievezme obhajobu) a
za pripadné udélené kompenzaéni nahrady 8kody (spoleéné jako
SZtraty™) vyplyvajict z jakéhokoliv naroku nebo soudniho fizeni ze
strany subjektu Studie, ktery tvrdi, Ze mu byla zplsobena fyzicka
Gjma v dusledku pouzivani jakéhokoliv Studijniho produktu b&hem
Studie. Povinnost spoleénosti AbbVie poskytnout odSkodnéni se
uplatiiuje pouze tehdy, pokud se Studijni produkt pouzivad b&hem
Studie v souladu s Protokolem, s pfijatou 1ékafskou praxi a s
jakymikoliv jinymi pisemnymi pokyny poskytnutymi spole€nosti
AbbVie. Povinnost spolecnosti AbbVie poskytnout odskodnéni se
nebude vztahovat na zadné Ztraty, které jsou pfimo & nepiimo
pfisouditeiné nedbalosti, roztrzitosti nebo zémérnému nekalému
jednani  kteréhokoliv z pfijemct od3kodnéni nebo jejich
zaméstnancll, zastupcll, subdodavatelli, poboéek nebo tfetich
stran.

(b) Vy$e uvedena dohoda o poskytnuti odskodnéni piijemcim
odékodngni je podminéna nésledujicimi povinnostmi pifjemch
odskodnéni:

(i) pisemn& informovat spole¢nost AbbVie o jakémkoliv
naroku nebo soudnim fizeni na adresy uvedené v &asti 23 této
Smiouvy, a to do patnacti (15) dnd poté, co pifjemci od8kodnéni
obdrZeli oznameni o daném naroku nebo soudnim fizeni, nebo do
takové doby, aby nebyla ohroZena schopnost a prava spolednosti
AbbVie hajit se nebo urovnat takovy narok nebo soudni spor podle
vysadniho rozhodnuti spole&nosti AbbVie;

(i) pomoci spolednosti AbbVie a jejim zastupclm ve
vy$etfovani a obhajobé v jakémkoliv soudnim sporu a/nebo naroku,
za ktery se poskytuje odSkodnéni; a
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Contacts) of this Agreement (B) in AbbVie's sole judgment, an
adverse safety concern with respect to Study Product makes
continued testing unadvisable; (C) Institution does not meet
enroliment criteria, EC approval, or essential document
submission within the timelines of this Agreement; (D)
Investigator's or any Subinvestigator's medical license, or its
equivalent, becomes restricted or suspended or Investigator or
any Subinvestigator becomes a subject to any investigation or
disciplinary action by any medical board; or (E) Institution,
investigator or any Subinvestigator becomes a Debarred,
Excluded, or Convicted Entity or Individual or becomes the
subject of a proceeding 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; or

(i) by AbbVie without cause upon at least thirty (30) days
prior written notice to Institution.

{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,
Institution will either appropriately withdraw and discontinue all
then-enrolled subjects or complete the Study for then-enrolled
Study subjects where required by accepted medical practice.

16. Indemnification.

(a) AbbVie will indemnify, defend and hold harmiess
Institution, Institution’s officers, and all other qualified employees
of the Institution working under the direct supervision of the
Investigator (“Indemnitees”) in the conduct of the Study for the
cost of defense (until such time as AbbVie assumes the defense)
and for compensatory damages awarded, if any, (collectively,
“Losses™ arising from any claim or lawsuit made by a Study
subject alleging bodily injury sustained as a result of the use of
any Study Product during the Study. AbbVie’s indemnification
obligation applies only if Study Product is used during the Study
in accordance with the Protocol, with accepted medical practice
and with any other written instructions furnished by AbbVie.
AbbVie's indemnification obligation will not apply to any Losses
attributable, whether directly or indirectly, to the negligence,
recklessness or willful misconduct of any of the Indemnitees or
their employees, agents, subcontractors, affiiates or third
parties.

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

(i) advise AbbVie of any claim or lawsuit, in writing to the
addresses stated in Section 23 of this Agreement, within fifteen
(15) days after Indemnitees has received notice of said claim or
fawsuit, or within such other time frame so that AbbVie's ability
and rights to defend or settle such claim or lawsuit, as
determined in AbbVie's sole discretion, are not prejudiced;

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

DUVERNE/CONFIDENTIAL
Legal Template: AbbVie Czech_Republic_CSA_2AgreementsperSite-Institution_Bilingual _170CT2012
Document Name: Melichar, B_CZE_AbbVie_ M14-011_1003256_Inst CTA_2Dec2014 Final

Page 11 of 22




ultni nemocnice Olomouc

rof. MUDr. Bohuslav Melichar, PhD.
M14-011

" 2.prosince 2014

(D] neuzavirat dohody ani nijak neurovnavat jakykoliv takovy
narok nebo soudni fizeni bez pfedchoziho pisemného souhlasu
spolenosti AbbVie.

17. Piimé poskozeni subjektu. Pokud se v priibéhu Studie
projevi u subjektu Ujma v pfimém ddsledku Studijniho produktu
nebo fadné provadénych postupl vyZadovanych Protokolem
(.Primé pogkozeni subjektu”), spoleénost AbbVie souhlasi s tim, Ze
uhradi vedkeré pifim&fené lékafské vylohy nezbytné k 1é&bé
takového piimého poskozeni subjekiu, pokud subjekt Studie (i) pinil
pokyny Zkousejicich, a (i} neni mu jinym zpGsobem uhrazeno
odskodnéni ze zdravotniho pojisténi. VySe uvedené se nebude
vztahovat na situaci, kdy k Pfimému po8kozeni subjektu dojde v
ddsledku nedbalosti, roztrZitosti nebo zamérného nekalého jednani
Zdravotnického zafizeni nebo ZkouSejiciho, jejich vedoucich
pracovnikll, zastupcll nebo zaméstnancl nebo jejich nepinéni
Protokolu. Piimé poskozeni subjektu nezahrnuje pfirozenou
progresi jakékoliv diive existujici choroby nebo jakékoliv vychozi
choroby, at uz byla diive diagnostikovana ¢i nikoliv.

18. Pojisténi. Kazda smiuvni strana souhlasi s tim, Ze bude
mit platnou pojistnou smiouvu nebo smiouvy nebo zvlastni fond pro
pojistné udalosti, s dostatkem prostfedk( k pokryti pfislusnych
povinnosti a zavazk( podle této Smiouvy, a to v rozsahu, v jakém
jsou tyto povinnosti a zavazky komercné pojistitelné. Kazda smiuvni
strana souhlasi s tim, Ze poskytne pisemny dikaz o takovém
pojisténi (vEetné osvéddeni o pojisténi nebo jinych dikazl
poskytujicich pfiméfené uji§téni) druhé strané do sedmi (7)
pracovnich dnil po pfijeti pisemné zadosti druhé smluvni strany.

19. Vylougeni a vyfazeni. Zdravotnické zafizeni prohladuje a
zarubuje, Ze ani Zdravotnické zafizeni, ani zaméstnanci

Zdravotnického zafizeni, zastupci a subdodavatelé provadéjici
sluzby podle této Smlouvy, vietné dalSich zkouSejicich, nikdy
nebyli a ani v soutasnosti nejsou vyloudenou pravnickou nebo
fyzickou osobou, vyfazenou pravnickou nebo fyzickou osobou nebo
usvédéenou pravnickou nebo fyzickou osobou, ani nejsou
pfedmétem fizeni, v jehoZ dlsledku by takovy statut mohii ziskat,
ani nejsou uvedeni na rejstitku diskvalifikace/omezeni vedenym
FDA pro klinické zkoudejicl. Zdravotnické zafizeni se dale
zavazuje, prohladuje a zaruduje, Ze pokud se b&hem doby platnosti
této  Smlouvy Zdravotnické zafizeni nebo kierykoliv ze
zaméstnancl Zdravotnického zafizeni, zastupcll nebo smiluvnich
dodavatell, véetné dalSich zkouSejicich, kiefi provadgji sluzby
podie této Smiouvy, stanou vylougenou pravnickou nebo fyzickou
osobou, vyfazenou pravnickou nebo fyzickou osobou nebo
usvBdEenou pravnickou nebo fyzickou osobou, nebo budou
pfedmaétem fizeni, v jehoZ dilsledku by takovy statut mohli ziskat,
nebo jsou pridani do rejstiiku diskvalifikace/fomezeni vedenym FDA
pro Klinické zkou$ejici, bude Zdravotnické zafizeni okamzité
informovat spoleénost AbbVie a spole&nost AbbVie bude mit pravo
tuto Smilouvu okamzitdé vypovédét. Ustanoveni tohoto paragrafu
tykajici se oznameni jednani vzniklych bé&hem doby platnosti
Smiouvy bude v platnosti i po ukongeni nebo vyprieni této
Smiouvy. Pro (gely tohoto ustanoveni se budou aplikovat
néasledujici definice:

(@) ~Vylougena fyzickd osoba” je fyzicka osoba, kterad byla ze
strany FDA podie hlavy 21 Kodexu Spojenych statl (USC), § 335a
(&) nebo (b) nebo jakymkoliv kompetentnim organem, vietné
jakéhokoliv mistné kompetentniho organu, vyloutena z poskytovani
jakychkoliv sluzeb osobé, kterda ma schvalenou nebo dosud
nevyfizenou zadost o registraci 1é€ivého pfipravku.

{b) JVyloudena pravnickd osoba” je spolednost, spoleény
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(iiip) 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 (i) 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 Institution 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 iliness,
whether or not previously diagnosed.

18. Insurance. Each party agrees to maintain a policy or
policies of insurance or self-insurance sufficient to satisfy its
respective duties and obligations under this Agreement to the
extent such duties and obligations are commercially insurable.
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.

19. Debarment and Exclusion. Institution represents and
warrants that none of Institution, any Institution employees,
agents and subcontractors performing services hereunder,
including any subinvestigators, have ever been, are currently, or
are the subject of a proceeding that could lead to Institution 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.
Institution further covenants, represents and warrants that if,
during the Term, Institution, or any of Institution's employees,
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, Institution
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
debaired 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
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podnik nebo sdruZeni, ktera byla ze strany FDA podle hlavy 21
USC, § 335a (a) nebo (b) nebo jakymkoliv jinym kompetentnim
orgénem, véetné jakéhokoliv mistné pfisludného organu, vyloutena
z podavani nebo asistenci pfi podavani jakékoliv zjednodusené
Zadosti o registraci [éCiva, nebo dcefingd spoletnost & pobocka
Vylougené pravnické osoby.

(c) Vyfazena fyzickd osoba" nebo ,Vyfazena prévnickd osoba” je
(i) fyzickd nebo pravnicka osoba, ktera byla vyfazena, vyloucena,
suspendovana nebo jinym zplsobem shledana nezplisobilou
generalnim inspektorem (OIG/HHS) U.S. Department of Health and
Human services pro U¢ast ve zdravotnich vladnich programech
jako je Medicare nebo Medicaid; nebo (i) fyzicka nebo pravnicka
osoba, kterd byla vyfazena, vyloudena, suspendovana nebo jinak
shledana nezplisobilou pro Géast ve federalnich programech, kde
se zadavaji vefejné zakazky, jakoZ i programech, kde se vefejné
zakazky nezadavaji, a to vCetné téch, které byly vyhlageny tiadem
U.S. General Services Administration (GSA).

(d) ,Usvéd&ena fyzicka osoba” nebo ,Usv&d&ena pravnicka osoba”
je fyzicka nebo prévnicka osoba, ktera byla usvéd&ena z tresiného

&inu, ktery spada pod piisobnost hlavy 21 USC § 335a(a) nebo pod
hlavu 42 USC § 1320a — 7(a), ale nebyla dosud vyfazena,
vylougena, suspendovana nebo jinak prohlagena za nezplsobilou.

(e) Rejstiik diskvalifikace/omezeni vedeny FDA" je seznam
klinickych zkouSejicich, kterym je zamezeno, aby piijimali
zkoumana léiva, biologické latky nebo zafizeni, pokud FDA
rozhodla, ze ZkouSejici opakované nebo zamérmé neplnili zakonné
pozadavky pro studie nebo pfedloZili zadavateli studie nebo FDA
nepravdivé informace,

20. Nezavisly dodavatel. Vztah Zdravotnického zafizeni ke
spole€nosti  AbbVie na zakladé této Smiouvy je vztahem
nezavisiého dodavatele a Zdravotnické zafizeni nema pravo
zavazovat spoleénost AbbVie nebo jednat jejim jménem.

21. Postoupeni.
Zdravotnické zafizeni nem{ize postoupit tuto Smiouvu na jakoukoliv

jinou stranu ani zadat formou subdodavky své sluZby podle této
Smlouvy bez piedchoziho pisemného souhlasu spoleénosti
AbbVie. Jakykoliv pokus o postoupeni bez pfedchoziho pisemného
souhlasu bude neplatny a neGcinny a bude predstavovat zavazné
poruseni této Smlouvy. Jakykoliv povoleny postupnik na sebe
pfevezme vedkeré povinnosti Zdravotnického zafizeni podle této
Smiouvy. Postoupeni nebude zbavovat Zdravotnické zafizeni
odpovédnosti za pinéni jakékoliv vzniklé povinnosti. Dale v pfipadé,
kdy je Zdravotnickému zafizeni povoleno zadat jakykoliv zavazek
podle podminek této Smiouvy na jakoukoliv tfeti stranu, podepise
subdodavatel smiouvu, kterd ho zavazuje pinit podminky této
Smlouvy, a Zdravotnické zafizeni bude nadale odpovédné a bude
zodpovidat za jednani nebo opomenuti téchto subdodavatelskych
&innosti do stejné miry, jako by tyto Cinnosti provadélo Zdravotnické
zafizeni samo.

22. Dalsi zkouSejici. Zdravotnické zafizeni nebude pro Studii
vyuzivat zadné dalSi zkousejici bez pfedchoziho pisemného
souhlasu spole€nosti AbbVie. V tom piipadé pak pouze po uzavieni
smlouvy se Zdravotnickym zafizenim, aby se zajistilo pinéni
podminek této Smiouvy ze strany jakéhokoliv dal§iho zkousejiciho.

23. Qznameni. Jakékoliv oznameni vyzadované nebo jinak
provedené podle této Smilouvy bude mit pisemnou podobu, bude
osobné dorugeno nebo zaslano doporuéenou postou s dorugenkou
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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.

(©) 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 (i) 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.

(e) “EDA’s Disqualified/Restricted List” is the list of clinical
investigators restiicted 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. Institution’s relationship to
AbbVie under this Agreement is that of an independent
contractor, and Institution has no authority to bind or act on
behalf of AbbVie.

21. Assignment.
Institution 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 nult and void and will constitute a
material breach of this Agreement. Any permitted assignee shall
assume all obligations of Institution under this Agreement.
Assignment shall not relieve Institution of responsibility for the
performance of any accrued obligation. Further, in the event that
institution 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 Institution shall remain responsible and
liable for the acts or omissions of such subcontractor activities as
if such activities had been performed by Institution.

22. Subinvestigators. Institution will not use any
subinvestigator for the Study without AbbVie's prior written
consent, and only upon Institution's agreement to ensure any
subinvestigator's compliance with the terms and conditions of
this Agreement.

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
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nebo pomoci uznané kurymi sluZby, fadnd adresované nebo
pomoci faxu s potvrzenym pfijetim a bude zasldno na adresu
uvedenou nize. Oznameni budou povaZzovana za Uginna (a) k datu
plijeti, pokud jsou osobn& dorutena nebo zaslana doporucenou
podtou nebo uznanym kuryrem, nebo (b) k datu potvrzeneho
doruéeni, pokud je zaslano faxem.

Zasilky pro Zdravotnické zafizeni:
K rukam: Mgr. Zuzana Tom&ikova
Fakultni nemocnice Olomoug,
1.P.Paviova 6, Olomoug, PSC 77520,
Ceska republika

Tel. &.: 00420-588443767

Email: zuzana.tomcikova@fnol.cz

Zasilky pro spoleénost AbbVie:
Josef Svoboda M.D., Ph.D.
AbbVie, s.r. 0.

Hadovka Office Park

Evropska 2591/33d

160 00 Praha 6

Czech Republic

Tel. &.: +420 233 098 186

Fax: +420 233 098 141

kopie pro:

Viceprezidenta a

Generalniho poradce

Oddélent obchodniho prava
V323

AbbVie Inc.

1 North Waukegan Road

North Chicago, IL 60064; U.S.A.
Fax: 847-938-1342

Pokud pro CRO:

INC Research, LLC

3201 Beechleaf Court, Suite 600
Raleigh, NC 27604-1547 USA
Site Contracts Department

Re: Project Code 1003256

Tel: 919-876-9300

24, Pretrvani. Bez ohledu na ukonéeni platnosti této smiouvy
z jakéhokoli divodu zlstavaji prava a povinnosti, je2 na zakladé
této smiouvy nejsou dotéena jejim ukongenim, plné platna a Gginna.

25. Oddglitelnost. Pokud bude jakékoliv ustanoveni, pravo
nebo napravné opatfeni uvedeno v této Smiouvé shiedano soudem
kompetentni jurisdikce nevynutitelnym nebo neudinnym, nebude
platnost a vynutitelnost zbyvajicich ustanoveni timto ovlivnéna.

26. Vyhotoveni. Tato Smlouva mbZze byt vyhotovena v
jakémkoliv potu vyhotoveni, z nichz kazdé bude povaZzovano za
original, a vdechny spoleéné budou piedstavovat jednu a tutéz
smlouvu. Kazda smiuvni strana bere na védomi, Ze originaini
podpis nebo jeho kopie posland faxem nebo v PDF bude
piedstavovat originalni podpis pro Ucely této Smiouvy.
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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.

If to Institution:

Aftention: Mgr. Zuzana Tomgikova
Fakultni nemocnice Olomouc,
|.P.Pavlova 6, Olomouc, ZIP 77520,
Czech Republic

Phone: 00420-588443767

Email: zuzana.tomcikova@fnol.cz

If to AbbVie:

Josef Svoboda M.D., Ph.D.
AbbVie, s. 1. 0.

Hadovka Office Park
Evropska 2591/33d

160 00 Prague 6

Czech Republic

Phone. no.: +420 233 098 186
Fax: +420 233 098 141

with a copy to:

Vice President and

Associate General Counsel
Business Legal

Dept. V323

AbbVie Inc.

1 North Waukegan Road

North Chicago, IL 60064; U.S.A.
Fax: 847-938-1342

If to CRO:

INC Research, LL.C

3201 Beechieaf Court, Suite 600
Raleigh, NC 27604-1547 USA
Site Contracts Department

Re: Project Code 1003256

Tel: 919-876-9300

24. Survival. Notwithstanding termination of this Agreement
for any reason, rights and obligations which by the terms of this
Agreement survive termination of the Agreement, will remain in
full force and effect.

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

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. Each party acknowledges that an original
signature or a copy thereof transmitted by facsimile or by PDF
shall constitute an original signature for purposes of this
Agreement.
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Fakultni nemocnice Ofomauc

prof. MUDr. Bohustav Melichar, PhD.
M14-011

2.prosince 2014

27. Regeni sporll.  Jakykoliv spar, neshoda nebo narok
vyplyvajici z této Smiouvy nebo vztahuiici se k této Smiouvé nebo s
ni souvisejici, ktery neni mozZno vyfesit do tficeti (30) dndl
vzéjemnou dohodou smiuvnich stran, bude roznodnut pied vécné a
mistng pfislusnym soudem Geské republiky. Tento Stanek zOstava
v platnosti i po ukongeni nebo vypréeni platnosti této Smiouvy.

28. Rozhodné pravo. Tato Smlouva se bude Fidit a bude
vykladana v souladu se zakony Ceské republiky, vyjma konfliktd
jejich pravnich ustanovent.

28. Celistvost Smlouvy. Tato Smlouva, véetng véech jejich
vzor(i, obsahuje Gpinou dohodu smluvnich stran s ohledem na
pfedmét této Smiouvy a nahrazuje ve$keré predchozi dohody &
Gmiuvy v této souvislosti. V ptipadé konfliktu mezi ustanovenimi
Protokolu & touto Smlouvou nebo jakymikoliv jejimi vzory bude mit
prednost Protokoi s ohledem na zalezitosti védy, lékaiské praxe a
bezpednosti subjektu Studie. Ve vdech ostatnich zalezitostech
budou mit pievahu ustanoveni této Smilouvy. Veskere spory
uvedené nize se budou Fidit ceskou verzi této Smiouvy. Nic v této
Smlouvé ani Zadné jeji podminky, vietné vzoru nebo dodatku Kk nf,
nemohou byt ménény, pieformulovany nebo jinak mé&nény jinak nez
pisemnou dohodou podepsanou smiuvnimi stranami.

NA DUKAZ CEHOZ smiuvni strany nechaly tuto Smiouvu o Klinické
studii podepsat svymi Fadne opravnénymi zéstupci.

ABBVIE S.R.O.

By/Podepsal,

Ing/Monika MojziSova
w
20 -01- 2015

Namehméno:

Title/ Pozige:

Date/ Datum:

Prilohy / Attachments:
PRILOHA A- ROZPOCET
DODATEK 1 K PRILOZE A

By/Podepsal. Z

Titlef Pozice: Director / Reditel

Date/Datum:

Fakultni nemocnice Olomouc

prof. MUDr. Bohuslav Melichar, PhD.
M14-011

2-Dec-2014

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

29. Entire_Agreement. This Agreement, inciuding ali 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 fthis
Agreement shall control. The Czech language version of this
Agreement shall govern all disputes hereunder. None of this
Agreement or any of its terms, including any attachment or
exhibit hereto, may be amended, restated or otherwise altered
except by written agreement signed by the parties.

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

FAKULTNS MEMGCNICE OLOMOUC

i Paviovs &
775 20 OLOMOUC

Y.

zasiupoe
FARUTM R mooRILY FRTITITOUS

Name/Jméno: doc. MUDr. Roman Havlik, Ph.D.

-9 -01- 2015

EXHIBIT A - BUDGET
ATTACHMENT 1 TO EXHIBIT A

PRILOHA B- POZADAVKY NA VEDECKE PUBLIKOVANI EXHIBIT B - REQUIREMENTS FOR SCIENTIFIC
PUBLICATIONS
DUVERNE/CONFIDENTIAL
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Fakultni nemocnice Olomouc
prof. MUDr. Bohuslav Melichar, PhD.

ultni nemocnice Olomouc
rof. MUDr. Bohuslav Melichar, PhD.

LeM14-011 M14-011
¢ 2.prosince 2014 2-Dec-2014
EXHIBIT A
BUDGET
INVESTIGATOR prof. MUDr. Bohuslav Melichar, PhD.
Fakultni nemocnice Olomouc,
1.P.Paviova 6, Olomoug, ZIP 77520,
ADDRESS Czech Republic
PHONE NUMBER (00420 - 588 444 295

DRUG: Veliparib (ABT-888) PROTOCOL: M14-011

Visits: Screening through
Post surgery Follow-up
visit 21

Total estimated visits per subject (including follow-up visit, if required)

40 visits (Incl. the follow-
up for survival)

Number of subjects at Institution required per Protocol/Study

3upto8

Total per subject cost (see Attachment 1 to Exhibit A, per subject breakdown; payments to be made per
the Subject Visit Payments schedule, described below)

168,776.47 CZK

Total cost for all subjects

1,350,211.7 CZK

ADDITIONAL STUDY FEES: Payments will be made as follows, in accordance with Section 8
Agreement.

{Compensation) of the

Subject travel reimbursement: Institution will be reimbursed for IRB/IEC approved travel expenses as
reflected in the ICF for actual expenses incurred up to a maximum of 2,000 CZK (Two Thousand Czech
Crowns) per visit. In the event of a conflict between subject reimbursement in this Agreement and the ICF,
the subject reimbursement in the ICF will prevail. Payment shalt be made within thirty (30) days after
receipt and approval of an itemized invoice by CRQ. Patient travel reimbursment will be paid on
Institution’s bank account based on invoices. CRO will provide supporting documents to the
Investigator/institution. Investigator will confirm the data are correct. Institution will reimburse Study
subjects retrospectively, upon receipt of funds from the CRO.

640,000 CZK

Screen Failures: Reimbursement of Screen Failures will be limited to 1 for every 3 subject(s) randomized
into the Study. CRO will pay Eight Thousand Fourty Three Czech Crowns (8,043 CZK) per each Screen
Failure within the number above, not to exceed Sixteen Thousand Eighty Six Czech Crowns (16,086 CZK).
“Screen Failure” means a subject has, at a minimum, signed the informed consent and authorization
document for the Study, but does not randomize into the Study. Screen Failure payments will be made
along with Subject Visit Payments, as described below.

16,086 CZK

Certificate “OKB” — Certificate of Department for Clinical Biochemistry (in Czech language
“Oddéleni Klinické Biochemie”), one OKB certificate needed per Study

5,000 CZK

Certificate “HO” ~ Certificate of Hematoma Oncology Department, one HO certificate needed per
Study

5,000 CZK

Study Start-up (max. frequency 1x per Study): Study start up fee 30,000 CZK will be paid to Institution
for study start-up related activities, including but not limited to, completion of regulatory documents, review
of Protocol and Investigator's Brochure, and training of internal staff on Study related activities.

30,000 CZK

TOTAL COMPENSATION (Not to Exceed)

with Section 8 (Compensation) of the Agreement:

'SUBJECT VISIT AND ADDITIONAL STUDY FEES PAYMENT SCHEDULE: Payments will be made as follows, in accordance

2,046,297.7 CZK

Section 8(c) (Compensation) of the Agreement if necessary.
ADDITIONAL STUDY FEES: Payment for Additional
and approval of an itemized invoice by CRO.

Subject Visit Payments: Payments for subject visits will be made quarterly following enroliment of the first subject. Payments will be
made after data is entered by Institution into the CRFs and reviewed by CRO, and will correspond to amounts listed in Attachment 1
to Exhibit A. Institution understands that such payments are subject o subsequent verification by CRO and will be adjusted per

Study Fees shall be made within fourty five (45) days after the invoice issue date

DUVERNE/CONFIDENTIAL
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kuitnf nemocnice Olomouc Fakuitni nemocnice Olomouc
prof. MUDr, Bohuslav Melichar, PhD. prof. MUDr. Bohuslav Melichar, PhD.
7 M14-011 M14-011
> 2.prosince 2014 2-Dec-2014

PAYMENT INFORMATION:

Fakultni nemocnice Olomouc

i.P.Paviova 6
775 20 Olomouc
Payments shall be made Czech Republic
payable to:
Company ID no.: 00098892
Tax ID no.: CZ00098892
Payee’s bank account no.: 2934392/0800

Ceska spofitelna, a.s.

Payee's bank name and Olbrachtova 1929/62, 140 00 Praha 4

address: Czech Republic
. CZ10 0800 0000 0000 0293 4392
IBAN:
SWIET: GIBACZPX
Variable symbol: __|Invoice number

Reference pro payment
identification (Specific symbol) [1003256

Eva Frithaufova

eva fruhaufova@fnol.cz
phone no.: 00420-588442204

Individual's Name and e-mail
Address at site to receive
detailed payment information:

Attn. Grants Department

INC RESEARCH UK LIMITED
Riverview, the Meadows Business,
Park Station Approach

Blackwater

i i ; Camberley
Invoice will be issued in the Surrey

name of and sent to: GU17 9AB, UK
Re: Project Code 1003256

Phone no.: +44 127 648 1012
Fax: +44 127 635 743

VAT ID no.: GB 806 650 142
{Information must be accurate for FDA purposes)
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kultni nemocnice Olomouc Fakultni nemocnice Olomouc

of. MUDr. Bohuslav Melichar, PhD. prof. MUDr. Bohuslav Melichar, PhD.
M14-011 M14-011
2.prosince 2014 2-Dec-2014
PRILOHA A
ROZPOCET
ZKOUSEJ(CI prof. MUDr. Bohuslav Melichar, PhD.

Fakultni nemocnice Olomouc,
1.P.Pavlova 8, Olomoug, PSC 77520,

ADRESA Ceska republika

TELEFONNI CISLO {00420 - 588 444 295

Nav§tévy: Skrining do

R . nasledné sledovani po

L ECIVO: Veliparib (ABT-888) PROTOKOL: M14-011 chirurg zakroku -
navitéva 21
40 navitév (veetné
Odhad celkového podtu navétév na jeden subjekt (veetné nasledné navstévy, je-li treba) nasledného sledovani —
survival)

Pocet subjektil ve Zdravotnickém zafizeni pozadovanych podie Protokolu/Studie 3az8
Celkové naklady na jeden subjekt (viz Dodatek 1 k Pfiloze A, polozky na jeden subjekt; platby, které
budou provedeny podle ceniku Plateb za navstévu subjektu, viz popis nize) 168,776.47 CZK
Celkové naklady na véechny subjekty 1,350,211.7 CZK

DODATECNE STUDIJNI POPLATKY: Platby budou provedeny nasledovne, v souladu s § 8 (Odména) této Smiouvy.

Cestovni nahrady subjektm hodnoceni: Zdravolnickemu zarizeni budou proplaceny cestovni vydaje
schvalené Etickou komisf, jak jsou uvedeny v informovaném souhlasu (ICF), podie skutenych
vynalozenych vydaji aZ do maximalni vySe 2,000 CZK (slovy: dva tisice korun deskych) za navstévu. V
pfipadé nesrovnalosti mezi nahradou subjektl podie této Smiouvy a ICF budou mit ustanoveni o Uhradé
subjektdm hodnoceni v ICF pfednost. Platba bude provedena do tficeti (30) dni od obdrZeni a schvaleni
detailni faktury s vy&tem poloZek spoleCnosti CRO. Cestovni nakiady subjektim hodnoceni budou
proplaceny na udet Zdravotnického zafizeni na zékladé fakturace. Podkladovou dokumentaci zasle
Zdravotnickému  zafizeni/Zkousejicimu CRO. Spravnost podkladdi potvrdi  Zkousejici. Zdravotnické
zafizeni bude vyplacet subjektim hodnoceni nahrady zpétné az po obdrZeni finanénich prostiedkd od
CRO.

Selhani subjektu ve studii (Screen failure): Platba za Selhani subjektu ve studii bude omezena na 1z
kazdych 3 subjektll randomizovanych do Studie. Spoleénost CRO uhradi osm fisic Btyficet tfi korun
geskych (8,043 CZK) za kazdé Selhani subjektu ve studii v ramci poétu uvedeného vyse, ktery nepiekroCi
sestnact fisic osmdesat Sest korun Seskych (16,086 CZK). _Selhani subjektu ve studii” znamena, Ze 16,086 CZK
subjekt minimaingé podepsal informovany souhlas a autorizaéni dokument pro Studii, ale neby!
randomizovan do Studie. Platby za Seihani subjektdi ve studil budou provedeny spolu s Platbami za
navétévy subjektl tak, jak jsou popsany niZe.

Certifikat “OKB” - Certifikat Oddéleni kiinické biochemie, po dobu Studie bude tfeba jeden certifikat

640,000 CZK

OKB 5,000 CZK|
Certifikat “HO” - Certifikat Hematom onkologického oddéleni, po dobu Studie bude tfeba jeden

certifikat HO 5,000 CZK
Administrativni poplatek za zpracovani klinického hodnoceni (maximalng 1x za Studii) / Zahajeni

studie: Poplatek za zahajeni Studie 30,000 CZK bude uhrazen Zdravotnickému zafizeni za &innosti 20 000 CZK
souvisejici se zahajenim Studie, véetné zajisténi regulatornich dokumentd, revize Protokolu a !
Investigatorské BroZury, a skoleni interniho personalu ohledné &innosti souvisejicich se Studii.

CELKOVA ODMENA (ktera nebude piekrodena) 2,046,297.7 CZK

K PLATEB Z DODATEGNE STUDIINi POPLATKY: Platby budou provedeny nasledovné, v
souladu s § 8 (Odména) této Smiouvy:

Platby za navitdvy subjekt(: Platby za navitévy subjektdl budou provadény Zivrtletng po zapsani prvniho subjektu. Platby budou
provedeny poté, co Zdravotnické safizeni vloZi data do CRF a poté, co je spoleénost CRO provéfi a budou odpovidat Zastkam
uvedenym v Dodatku 1 k Pfiloze A. Zdravotnické zafizeni si je védomo, Ze tyto platby podléhaji naslednému ovéfeni ze strany
spolegnosti CRO a budou podie potieby upraveny podie § 8(c) {Odména) této Smlouvy.

Platby za dodate&né studijni poplatky: Platby budou provedeny do Ctyficeti péti (45) dnli ode dne vystaveni faktury a schvéleni
faktury s rozpisem poloZek ve spol. CRO.
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kultni nemocnice Olomouc Fakultni nemocnice Olomouc

érof. MUDr. Bohustav Melichar, PhD. prof. MUDr. Bohuslav Melichar, PhD.
- M14-011 M14-011
2.prosince 2014 2-Dec-2014

INFORMACE O PLATBE:

Fakultni nemocnice Olomouc
I.P.Pavlova 6
775 20 Olomouc
Ceska republika
Piijemce platby:

1€: 00098892
DIC: CZ00098892

Cislo bank.uétu Pfijemce platby: 2934392/0800

Ceska spofitelna, a.s.

Nazev a adresa banky: Olbrachtova 1929/62, 140 00 Praha 4
Ceska republika

CZ10 0800 0000 0000 0293 4392

IBAN:

SWIFT: GIBACZPX
Variabilni symbol: Cislo faktury
Reference pro identifikaci platby

{Specificky symbol} 1003256

Eva Frihaufova

eva.fruhaufova@fnol.cz
tel: 00420-588442204

Jméno jednotlivce a e-mailova
adresa v daném misté pro pfijimani
detailnich informaci o platbé:

Attn. Grants Department
INC RESEARCH UK LIMITED
Riverview, the Meadows Business,

Park Station Approach
Blackwater

Faktura bude vystavena na a gﬁ:p:; rley

zaslana na adresu: GU17 9AB, UK

Re: Project Code 1003256

Tel: +44 127 648 1012
Fax: +44 127 635 743

DHP identifikacni Cislo: GB 806 650 142

{Informace musi byt pfesné pro titely FDA)
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akultni nemocnice Olomouc Fakultni nemocnice Olomouc
of. MUDr. Bohuslav Melichar, PhD. prof. MUDr. Bohuslav Melichar, PhD.
M14-011 M14-011
2.prosince 2014 2-Dec-2014

Dodatek 1 k Piiloze A/ Attachment 1 to Exhibit A
Rozpis podie subjektu/Per Subject Breakdown

Individual Visits Cost Schedule / Tabulka plateb za jednotlivé ndvsts

S R

Screening 1258 CZK 2,767.60 CZK 5,179.46 CZK 2,788.94 CZK 10,736.00

P1 Visit/ Navitéva P1 620 CZK 1,364.00 CZK 2,861.95 CZK 1,541.05 CZK 5,767.00

P+ Visit/ Navitéva P1 - pharmacy / iékama (Veliparib/placebo} NA CZK 100.00 CZK 37143 CZK 200.00 CZK 87143
P1 Visit / Navitéva P1 - pharmacy / lékdma (Carboplatin/placebo) NA CZK 305.00 CZK 928.57 CZK 500.00 CZK 1,733.57
P4 Visit/ Navitéva P4 620 CZK 1,364.00 CZK 2,754.05 CZK 1,482.95 C2K 5,601.00

P4 Visit/ Navitdva P4 - pharmacy / l8kdma (Veliparib/placebo) NA CZK 100.00 CZK 37143 CZK 200.00 CZK 67143
P4 Visit/ Navitéva P4 - phammacy / iékama (Carboplatin/placebo) NA CZK 305.00 CZK 928.57 CZK 500.00 CZK 1,733.57
P7 Visit/ Navitéva P7 620 CZK 1,364.00 CZK 2,754.05 CZK 1,482.95 CZK 5,601.00

P7 Visit/ Navitéva P7 - pharmacy / 6kara (Velipanb/placebo} NA CZK 100.00 CZK 371.43 CZK 200,00 CZK671.43
P7 Visit/ Navitéva P7 - pharmacy / iékama (Carbopiatin/placebo) NA CZK 305.00 CZK 928.57 CZK 500.00 C2K 1,733.57
P10 Visit/ Navtéva P10 620 CZK 1,364.00 CZK 2,754.05 CZK 148285 CZK 5,601.00

P 10 Visit/ Navitdva P10 - pharmacy / iékama (Veliparib/ptacebo} NA CZK 100.00 CZK 371.43 CZK 200.00 CZK 671.43
P10 Visit/ Navitéva P10 - phamacy / Iékdma (Carboplatin/placebo) NA CZK 305.00 CZK 928,57 CZK 500.00 CZK 1,733.57
AC1 Visit/ Navitéva AC1 620 CZK 1,364.00 CZK 264841 CZK 1,426.08 CZK 543847

AC2 Visit/ Navitéva AC2 604 CZK 1,328.80 CZK 1,822.18 CZK 1,035.02 CZK 4,286.00

AC3 Visit/ Navitéva AC3 604 CZK 1,328.80 C7ZK 1,922.18 CZK 1,035.02 CZK 4,286.00

AC4 Vigit/ Navitéva AC4 604 CZK 1,328.80 CZK 1,922.18 CZK 1,035.02 CZK 4,286.00

Final visit "7 CZK 1,577.40 CZK 3,400.85 CZK 1,831.22 CZK 8,80847

Pre-Op Visit 717 CZK 157740 CZK 4,298.61 CZK 2,314.64 CZK 8,190.65

Post Surgery Visit 1 + Survival 249 CZK 547.80 CZK 2,5644.54 CZK 1,370.13 CZK 4,462.47

Post Surgery Visit 2 + Sunvival 249 CZK 547.80 CZK 2426.24 CZK 1,306.43 CZK 4,280.47

Post Surgery Visit 3 & 4 + Survival 498 CZK 1,095.60 CZK 4,349.37 CZK 2,341.97 CZK 7,786.94

Post Surgery Visit+Sunival (up to 17 visits /a2 17 navitdv) - Visits 5 to
21/ Navitawy 5 a2 21 4233 CZK 9,312.60 CZK 4336241 CZK 23,348.99 CZK 76,024 60
128 :CZK 20,852:60] " CZK.90,300.52 7K 48.623.35] . CZKA68.17647|
Sther Procedires | Ostatni procedury 4 : i ] R AR

CT Chest and ABD / CT hrudnk a bficho CZK 5,981.80 CZK 1547143 CZK 8,330.77 CZK 29,784.00

Bone Scintigraphy / Scintigrafie kosti 1292 CZK 284240 CZK 2,87469 CZK 1,547 .91 C7K 7,265.00

ECHO 414 CZK 910.80 CZK 5,703.88 CZK 3,071.32 CZK 9,686.00

MRI - Brest/ MRI - prsu 5186 CZK 11,409.20 CZK 25,497.90 CZK 13.729.64 CZK 50,636.74

Diag. Mammography - analysis of scan data / Diag. Mamografie -

analyza dat digitainho snimku 313 CZK 688.60 CZK 19598 CZK 105.53 CZK 990.10

Screening. Mammography / Screening. Mamografie 655 CZK 1,441.00 CZK 243.75 CZK 131.25 CZK 1,816.00

fi CZK 688.60 CZK 732.81 CZK 394.59

CZK 1,816.00
e
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fipossiblepaymen by
“ Tumor Biopsy / Biopsie tumoru (87613 - Technicko - administrativni
komponenta biopsie + 51231 - biopsie) 537 CZK 1,181.40 CZK 5,982.98 CZK 3,221.61 CZK 10,385.99
Control visit at follow up / Kontrolni névitéva follow-up 163 CZK 358.60 CZK 707.46 CZK 380.94 CZK 1,447.00
Whole body PET and CT/ Celotélové PETa CT 14336 CZK 31,539.20 CZK 11,330.88 CZK 6,101.25 CZK 48,971.33
MUGA 1670 CZK 3,674.00 CZK 3,907.80 CZK 2,104.20 CZK 9,686.00
Breast ultrasound / UZ prsu 245 CZK 539.00 CZK 1,673.56 CZK 901.15 CzZK 3,113.71
pharmacy / Iékarna (paclitaxel) - Visits P1 to P12/ ndvitéwy P1azP12 NA CZK 435,00 CZK 928.57 CZK 500.00 CZK 1,863.57
pharmacy / lékéma (doxorubicin) - Visits AC1, AC2, AC3 and AC4/
navitéwy AC1, AC2, AC3aAC4 NA CZK 305.00 CZK 928.57 CZK 500.00 CZK 1,733.57
phamacy / i¥kama (cyklofosfamid) - Visits AC1, AC2, AC3 and AC4/
navitévy AC1, AC2, AC3 a AC4 NA CZK 355.00 CZK 928.57 CZK 500,00 CZK 1,783.57
Pharmacy fee / Poplatek lékarné - for the first subject to be paid per
first screened subject and after for each enrolled subject {during P13
visit) / za prinfho screenovaného pacienta a nasledné aZ za kazdého
zafazendho pacienta (vramci P1 visit) NA CZK 2,100.00 CZK 5,200.00 CZK 2,800.00 CZK 10,100.00
Screening failure (max2) / Selhéni subjektu ve studii (max.2) 1258 CZK 2,767.60 CZK 3,429.01 CZK 1,846.39 CZK 8,043.00
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PRILOHA B

POZADAVKY NA VEDECKE PUBLIKOVANI
1. Kritéria_pro_autorstvi. Na zakladé smémic z fijna
2007 Mezinarodniho vyboru vydavatelll zdravotnickych
gasopist ((ICMJE) musi byt uvedeni autora zaloZeno na:

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

b. vytvofeni nebo revizi &lanku pro dileZity intelektudini
obsah;

c.  kone&ném schvaleni verze, ktera ma byt publikovana.

Osoba musi spliiovat viechna i vySe uvedena kritéria Kk
zaruceni autorstvi.

2. Podékovani __zdravotnickym autorlim & _ jinym
plispivateltim. Ty osoby, které vyznamnym zplsobem pfispély
ke Studii nebo Publikaci, ale nespliiuji kritéria autorstvi
uvedena vyge, musi byt uvedeny v Casti podékovani, vietné
zvefejnéni  zdroji  jakékoliv  finanéni podpory  téchto
prispivatell. Veskeré osoby musi poskytnout pisemné svoleni
s uvedenim v podékovani.

3. Stfet zajmil. V zajmu transparentnosti a zachovani
nejvyasich moznych standardl jednani budou autofi spifiovat
pozadavky kaZdého &asopisu nebo kongresu s ohledem na
stiet zajmd v Publikaci. Tyto pozadavky na sttet zajml v
souvislosti se zvefejnénim mohou zahrmovat mimo jine
zvefejnéni piijeti vyzkumnych grantll ze strany autora, pfijeti
plateb ze strany autora za konzultagni nebo fednické sluzby
a/nebo autorovo vlastnictvi akcii.

4. Sponzoring. Autofi musi podékovat spole&nosti
AbbVie jakozto zdroji financovani Studie a musi také spifovat
dal$i pozadavky na zvefejnéni sponzoringu ze strany Casopisu
nebo kongresu.

5. Pristup k (dajlim. Spoletnost AbbVie poskytne vem
autoriim konedny protokol, plan statistické analyzy, relevantni
statistické tabulky generované z planu, ¢isla a zpravy potiebné
k pfipravé planované Publikace. Spole¢nost AbbVie poskytne
kopie protokolu klinické zkousky a plan pro statistickou
analyzu, pokud to poZaduje zdravotnicky gasopis s ohledem
na predlozeny rukopis k publikaci, s potvrzenim, ze dokumenty
jsou divérné, majetkem spolednosti AbbVie. Tyto nesmi byt
poskytnuty 2zadné tfeti strané bez pfedchoziho pisemného
povoleni spolednosti AbbVie.

8. Nadbyteéna publikace. Duplikdtni nebo nadbytetna
publikace studijnich vysledkli v Casopisech s recenzemi
kolegl neni povolena. Druhotné publikace, které prezentuji
vyznamné a védecky podiozené dodatelné analyzy nebo
seskupeni dat jsou povoleny. Publikace cizojazy&nych
pfekladi originalniho rukopisu v souladu s politikami
zapojenych &asopisli je povoleno. Opakovana prezentace dat
je povolena, pokud je povolena politikou védeckého kongresu.

Fakultni nemocnice Olomouc

prof. MUDr. Bohuslav Melichar, PhD.
M14-011

2-Dec-2014

EXHIBIT B

REQUIREMENTS FOR SCIENTIFIC PUBLICATIONS

R N N e e e ———

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 inteflectual
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. Acknowiedgement 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.

6. Redundant _ Publication. Duplicate or redundant
publication of the Study resuits in peer-reviewed journais 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.

DUVERNE/CONFIDENTIAL
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Pravidla pro provadéni kiinickych hodnoceni
(smérnice &. Sm-GO0086, 1. vydani ze dne 1.10.2012) o

Pfiloha ¢. 1a) Sm-G006-1a

Avizo klinického hodnoceni
hlavni zkouSejici v elektronické podobé vypliuje a v originale pfedklada ke schvaleni vedeni FNOL
{prilohu tvoti Katkulagni list = ekonomické rozvaha KH)

Obchodni Nazev a sidlo zadavatele (v&. IC a DIC): AbbVie, s. 1. 0.
Hadovka OfficePark, Evropska 2591/33d
160 00 Praha 6, Ceska republika

1C: 24148725
DIC: CZ24148725
Protokol €. M14-011
Hodnoceny Lék: Veliparib
Néakladové stiedisko (81xx) 8121
tj. pracoviété, kde bude KH provadéno
Hlavni zkousejici KH:
¢lenové tymu KH: prof. MUDr. Bohuslav Melichar, Ph.D.
v&. oznageni pracovisté MUDr, Hana Studentova - onkologie

MUDr. Hana Kaldbova, Ph.D. - onkologie

Kamila Sichova - oddéleni v&dy a vyzkumu

Mgr. Lenka Knourkova - onkologie

Alena Gronowska - onkologie

MUDr. Viadimir Beny$ek - radiologie

MUDr. Radim Kovaf - radiologie

MUDr. Lucia Veverkova - radiologie

doc. MUDr. Pavel Koranda - nuklearni medicina

prof. MUDr. Milan Kaminek, Ph.D. - nukledrni medicina
PharmDr. Andrea Ov&atikovd - Iékarna

Magr. Blanka Stérbova - lékarna

MUDr. Barbara Kraisova - Ustav klinické a molekularni patologie
MUDr. David Vindi$ - I. IK

MUDr. Ondfej Moravec - L. IK

Irena Kyjankova - laboratoi OKB

Eva Opichalova - laboratof HO

Piedpokladany potet pacienti: 5

Predpokladana doba trvani KH: 1

Naktady na 1 subjekt KH + ostatni néklady celkem v Ké&: 53 81500KE  d 0o, — ’gﬁzf/ ("'
v¢&.ost pracovist FNOL(certifikaty, RTG,Lék,..)-viz kalk.[ist ) PN
Vynosy na 1 subjekt KH + ostatni platby celkem v K& 270770,31 K& + { goo -

{cena se rozumi bez DPH - viz rozpis odmény

za jednotliveé navstévy vE. dalsich plateb)

Pfedpokladany zisk za 1 subjekt KH: 216 955,31 K¢ LA//

(vynosy minus nékiady)

Primé&r na 1 subjekt KH

35 % tym KH 75 934,36 K&

65 % FNOL , 141 020,95 K&

Datum a podpis hi. zkousejicicho: 1 lr '11' Zﬂllo , 34/55
FAKULTRE NEMOCNICE OLOMOUC

Podpis nadfizeného hl. zkousejiciho: Radiologickd kiinika

) e 1123 1P, Pavlova 6, 775 20 Oloma.c, 568
Podpisy vedeni pracovist FNOL spolupracyjicich FAKULTN[ NEMOO IR ’ 3 20 Olono.¢., 368441 11
na KH vyjadrujic souhlas: LR Patlova's, 775 26 Ojomor, €e?‘5'zg’fgtslg e 15 LD Mo HEAR,

Onkolog;c;é

g Q00805 Kt / e
“0sfa: prof, ‘#UD.”B&)JHG&' mfe[!char Ph D
o

I? PdvlovaL /73 zuutumom Hisé mzsm
‘/k {hé if““""'

Vyjadreni komise VaV:

IPPavJova,f 175
Oddg lve
Vedouc: oddéleni: Prof. MUDr




Pravidia pro provadéni klinickych hodnoceni
{smérnice & Sm-GO08, 1. vydani ze dne 1.10.2012)

A4

Piitoha &. 1h) Sm-G006-1b

Kalkulaéni list KM pifaje b, jici v podobé a origindl plikléds k Avizu KH)
nakladové stied., které vykon provadi kod vykonu nazev vykonu pocet potet hodnota celkem v K&
(v&.1ah,RTG,..) dle aktuat. bodi: vykonti bod = 2,20 K&
sazebniku
2121 - Onkologicka klinika - ambulance 42022 citené vySetieni klinickym onkologem 330 1 726,00 K&
2121 - Onkologické kiinika - 42023 kontrolni vySetfeni klinickym onkologem 163 31 11 116,60 K&
2121 - Onkologické klinika - ambulance 9127 12-ti svodové EKG 113 3 745,80 K&
2121 - Onkologickd klinika - ambulance 9511 minimalni kontakt ¥ékafe s pacientem 35 21 1617,00 K&
2121 - Onkologicka kiinika - ambulance 8119 odbér krve ze Zily u dospéiého 35 32 2 464,00 K&
3341 - odd. Klinické biochemie a imunogenetiky - {aboratof 987111 Separace séra nebo plazmy 16 30 1 056,00 K&
3341 - odd. klinické biochemie a imunogenetiky - laborator 9123 Analyza moti chemicky 36 10 792,00 K¢
3341 - odd. Klinické biochemie a imunogenetiky - laboratof 93158 Choriogonadolropin {(HCG) 186 1 409,20 K&
3341 - odd. Klinické biocheraie a imunogenetiky - faboratoi 81329 Albumin i5 11 363,00 K&
3341 - odd. kiinické biochemie a imunogenetiky - laboratof 81337 ALT 18 11 435,60 K&
3341 - odd. Klinické biochemie a imunogenetiky ~ laborator 81357 AST 18 11 435,60 K&
3341 - odd. Klinické biochemie a imunogenetiky - Jaberatoi 81421 ALP 18 i 435,60 K&
3341 - odd. Klinické biochemie a imuncgenetiky - faboratof 81625 Vapnik 19 11 459,80 K&
3341 - odd. kiinické biochemie a imunogenetiky - laboratof 81498 Kreatinin 17 11 411,40 KE
3341 - odd. klinické biochemie a imunogenetiky - laboratof 81435 GMT 21 1 508,20 K&
3341 - odd. klinické biochemie a imunogenetiky - jaboratof 81393 Draslik 22 1 532,40 K&
3341 - odd, kiinické biochemie a imunogenetiky - laboratof 81439 Glukédza 15 1 363,00 K&
3341 - odd. Kiinické biochemie a imunogeneliky - laborato? 81465 Magnézium 20 11 484,00 K&
3341 - odd, klinické biochemie a imunogenetiky - laboratof 81593 Scdik 20 1" 484,00 K¢
3341 - odd. klinické biochemie a imuncgenetiky - taboratof 81365 Bilkoviny celkové 15 i 363,00 K&
3341 - odd. kiinické biochemie a imunogenetiky - laboratof 81361 Bilirubin celkovy i6 1 387,20 K&
3341 - odd. Klinické biochemie a imunogenetiky - laboratol 81621 Urea 18 11 435,60 K&
3341 - odd. klinické biochemie a imunogenetiky - laboratof 81521 LDH 53 11 128260 K&
3241 - odd. hemato-onkologie - laborto 96167 Stanoveni kompletniho hemogramu 65 1" 1 573,00 KE
3241 - odd. hemato-onkologie - fabortaf 96621+86623 Koaguladni panei - INR + pTT 160 1 352,00 K&
3451 - Radiologie, pfistrojové pracovisté 89715 MR 5186 1 11 409,20 K&
3451 - Radiologie, pfistrojové pracovijté 89221 Screeningova mamografie 655 3 1441,00 K&
3451 - Radiologie, pfistrojové pracovists 89179 Diag.mamografie 313 1 668,60 K&
Diag.mamografie-analyza dat dig. Snimku 313 t 688,60 K&
3451 - Radiologie, pfistrojové pracovisté 89615 CT vySelfeni s vét&im podtem skent: 1999 1 4 397,80 K&
Ultravist 720 1 1 684,00 K&
0121 - I. K - ambulance 17260 Zakladni echokardiografické vyetieni 414 1 910,80 K&
2121 - Klinika nukleami mediciny, ambufance 47241 Scintigrafie skeletu 1292 1 2842,40 K&
Celkem body v K&: 52 195,00 K¢
Daldi néklady na 1subjekt KH spojené s KH v K&:
8148 - Klinicka hodnocen] - Lékérna Kompletni zajisténi pfijmu, uschovani, fedéni a vydeje iédiv 1 620,00 K&
Naklady KH ve FNOL na 1 subjekt 53 815,00 K&
Piedpokladany pocet subjekit KH: 5
Celkem za vSechny subjekty KH: 269 075,00 K&
Predpokladana doba trvani (potet fet) KH: i
Pausdlni ndklady bez ohledu na poget pacientir:
NS 3341 - Certifikal OKB 5 000,00 K&
NS 3221 - Cerlifikat HO 5 000,00 K&
Predpoklédané naklady Administrativni poplatek za zpracovani kiinického hodnoceni 30 000,00 K&
309 075,00 K&

celkem béhem celého KH:

aktualni kurz CNB pouzily pro prepotet

Zadavalelem garantovand cena bez DPH v K& cetkem za 1 subjekt Ki:

Cena bez BPH za pfedpokladany potet subjekil:
Ostatni platby zadavatele (pausalni piatby) celkem:
Piedpokl&dané vynosy bshem ceiého KH

270 770,31 K&
1363 851,55 K&
40 000,00 K&
1393 851,55 K&

Predpokladany zisk FNOL v Ké&:

1084 776,55 K&

1j. celkova cena zadavatele bez DPH minus néklady FNOL {viech pracovist ve. certifikatd)

Rozdé&leni zisku mezi hi. zkouSejicihoftym KH a FNOL:
35 % tym KH:
65 % FNOL;

379 671,79 KE
705 104,76 K¢&

| je s vedenim pracovist FNOL,

Hiavni zkoudejici prohlasuje, Ze uvedt veskeré naklady so
kterych se naklady tykaji.

Datum a podpis hl. zkousejiciho:

T4 -11- 2014

it s KH a ke It

FAKULTNI NEMOCNICE oL omuc

Onkologick4 ki

LRPaviova §, 775 20 Olomot;;g} 588 443 561

Oddélen{ Klinickych studii

6\ (/6 0 % r'ednosra prof MUDr. Bohuslav Melichar, Ph\D.
((% (TN NEMOCNICE 91 o
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Finan¢ni pfiloha - nedlina soutast smiouvy

Tabuilka plateb za jednotlivé navstévy/ Individual Visits Cost Schedule

Scoring for
dex‘aml'r;atlo_n_l Costs associated
u""g.m: ‘;'s' with the study {CZK} Profit FN Olomouc
Studijni cykly {points). em / Naklady (CZK! Zisk FN
. spojené se studif  Olomouc 65% (K&)
ohodnoceni za (K&) 2,20K/bord
vySetieni pii !
navstéve
Screening 1258 2 767,60 K& 5 179,46 K&
P1 Visit 620 1 364,00 K& 2861,85 K&
P1 Visit - 1ékérna (Veliparib/placebo) NA 100,00 K& 37143 K&
P1 Visit - 1ékarna (Carboplatina/placebo) NA 305,00 K& 928,57 K&
P4 Visit 620 1364,00 K& 275405 K&
P4 Visit - 1ékarna {Veliparib/placebo) NA 100,00 K& 371,43 K&
P4 Visit - tékérna (Carboplatin/placebo) NA 305,00 K& 928,57 K&
P7 Visit 620 1 364,00 K& 2 754,05 K&
P7 Visit - lékérna (Veliparib/placebo} NA 100,00 K& 371,43 Ke
P7 Visit - iékérna (Carboplatin/placebo) NA 305,00 K& 928,57 K&
P10 Visit 820 1 364,00 K& 2 754,05 K&
P 10 Visit - iékarna (Veliparib/placebo) NA 100,00 K& 37143 Ke
P10 Visit - lékdrna {Carboplatin/placebo) NA 305,00 K& 828,57 K&
AC1 Visit 620 1 364,00 K& 2 648,41 K&
AC2 Visit 604 1 328,80 K& 1922,18 K&
AC3 Visit 604 1328,80 K& 192218 K&
AC4 Visit 604 1328,80 K& 1822,18 K&
Final visit 717 1577,40 K& 3 400,85 K&
Pre-Op Visit 717 15677,40 K& 420861 KE
Post Surgery Visit+Survival 249 547,80 K& 2 544,54 K&
Post Surgery Visit+Survival 249 547,80 K& 242624 K&
Post Surgery Visit+Survival (3,4) 498 1 095,60 K& 4 349,37 K&
Post Surgery Visit+Survivai (aZ 17 navitév) 4233 9 312,60 K& 43 362,41 K&
Celkové &4stka na pacienta 42833 29 852,60 K& 80 300,52 K&
Ostatni procedury
CT thrudnik + biicho 2719 5 981,80 K& 15471,43 KE
Scintigrafie kosti 1292 284240 K& 2 874,89 K&
ECHO 414 910,80 K& 5703,88 K&
MR} - prsu 5188 11 409,20 K& 25 497,90 K&
Screening. Mamografie 655 1441,00 K& 243,75 K&
Diag. Mamografie - analyza dat digitalniho snimku 313 688,60 K& 195,98 K&
Mamografie 313 688,60 K& 732,81 K&
Celkem s ostatnimi procedurami 23725 53 815,00 K& 141 020,95 K&
Daldi platby:
Certifikat OKB
Certifikat HO
Administrativni poplatek za zpracovéani klinického
hednoceni
Dal$i mozné platby:
Biopsie tumoru (87613 - Technicko - administrativai
komponenta biopsie + 51231 - biopsie) 537 1181,40 K& 5 982,98 K&
Kontroini navitéva/follow-up 163 358,60 K& 707,46 K&
Celotéiové PET a CT 14336 31 539,20 K& 11 330,88 K&
MUGA 1870 3 674,00 K& 390780 K&
UZ prsu 245 539,00 K& 1 673,56 K&
pharmacy / iékarna (paciitaxel) - Visits P1 to P12/
navétévy P1az P12 NA 435,00 K& 928,57 K&

pharmacy / lékama {doxorubicin - Visits AC1, AC2,
AC3 and AC4 / navdtévy AC1, AC2, AC3 a AC4 NA 305,00 K& 928.57 K&
pharmacy / éké&ma (cyklofostamid) - Visits AC1,
ACZ, AC3 and AC4 / navétévy AC1, AC2, AC3 a
AC4 NA 355,00 K& 928,57 K&

Pharmacy fee / Poplatek lékarné - for the first
subject to be paid per first screened subject and
after for each enrolied subject {during P1 visit} / za
prvnfho screenovaného pacienta a nasledné aZ za
kazdeho zafazeného pacienta (v ramai P1 visit} NA 2 100,00 K& 5 200,00 K¢
Screening failure max.2 1258 2 767,80 KE 342901 K&

O

Profit inv. Team
{CZK)/ Zisk invest,
tym 35% (K&)

2788,94 K¢
1541,05 K¢
200,00 K&
500,00 K&
148295 KE
200,00 K&
500,00 K&
1482,95 K&
200,00 K&
500.00 K&
1 482,85 K&
200,00 K&
500,00 K&
1 426,06 Kt
1035,02 K&
1035,02 K&
1035,02Ke
1831,22Ke
231464 K&
137013 Ke
130643 K&
234197 KE
23 348,99 K&
48 623,35 K&

8330,77 K&
1547,91 KE
3071,32KE
13 729,64 K¢
131,25 K&

105,53 K&
394,59 K&
75 934,36 K¢

3221,81KE
380,94 K¢
6 101,25 K&
2 104,20 K&
901,16 K&

500,00 Ké

500,00 Ké

500,00 K¢

2 800,00 K¢
1 846,39 KC

Total (CZK)
Nakiady na
navitévu
(K2)

10 736,00 K&
5 767,00 K&
671,43 K&
173357 K&
5 601,00 K&
671,43 K&
1783,67 K&
601,00 K&
671,43 K
1733,57 K&
5 601,00 K&
671,43 K&
1733.57 K&
5 438,47 K&
4 286,00 K&
4 286,00 K&
4286,00 K&
6 809,47 K&
8 190,65 K&
4 462,47 K&
4280,47 K&
7 786,94 K&
76 024,00 K&
168 776,47 K¢

29 784,00 K&
7 285,00 K&
9 686,00 K&

50 636,74 K&
1 816,00 K&

990,10 K&

1816,00 K&
270 770,31 K&

5 000,00 K&
§ 000,00 K&

30 000,00 K&

10 385,99 K&
1447,00 K&
48 971,33 K&
9 686,00 K&
3113,71 K&

1 863,57 K&

173357 K&

1783,57 K&

10 100,00 K&
8043,00Ke



b i Veliparib
Q bVIe M14-011 Protocol Amendment 2

EudraCT 2013-002377-21

1.0 Title Page
Clinical Study Protocol M14-011

A Randomized, Placebo-Controlled, Doubie-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)

Incorporating Amendments 1 and 2

AbbVie Investigational

Product: Veliparib (ABT-888)
Date: 01 April 2014
Development Phase: 3
EudraCT Number: 2013-002377-21
Study Design: 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).

Investigators: Multicenter Trial: Investigator information is on file at AbbVie.
Sponsor: AbbVie Inc.*
Sponsor/Emergency Mark D. McKee, MD Phone: +1-847-937-2828
Contact: Senior Medical Director Cell:  +1-224-531-3952
AbbVie Fax:  +1-847-937-8460

Dept. R47K, Bldg. AP30-3
1 North Waukegan Road
North Chicago, IL 60064

*The specific contact details of the AbbVie legal/regulatory entity (person) within the relevant country are
provided within the clinical trial agreement with the Investigator/Institution and in the Clinical Trial
Application with the Competent Authority.

This study will be conducted in compliance with the protocol, Good Chinical Practice and ail other
applicable regulatory requirements, including the archiving of essential documents.
Confidential Information
No use or disclosure outside AbbVie is permitted without prior written authorization from AbbVie.
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Table 1. Study Activities
Previously read:

P4, P7, AC2, AC3, ] Final | Pre-Op | Post-Surgery
P1 | P10 |ACI| AC4 | Visi | Visit® | Follow-Up

w
@]
~

Activity
Informed Consent

Medical/Oncology History

Physical Exam (including weight)
Vital Signs
ECOG Performance Status

Document Non-Childbearing Status/
Pregnancy Test

SRR P B
P
P
>
Ced
X
>
%
<

<
@
£
<
—
E

X X* X* X* X X
X* X X

Hematology and Chemistry

Urinalysis

APTT, INR

BRCA Genntine Mutation Test
PG/PD/PK Sample Collection”

Breast Tumor Biopsies/Surgical
Specimen

[2-Lead ECG
MUGA or Echocardiogram

Lol R el R Sl

XE

Breast Mammogram

Tumor Assessment (MRI or US)i
CT + Bone Scan or PET-CT
Axillary Assessment’

Surgical Assessment

QoL (QLQ-C30, QLQ-BR23,
EQ-5D 5L)

AE Assessment X" X" X X X X x"

Randomization

P I PR PR R e OV Y

Administer Carboplatin/Placebo

Administer Paclitaxel”

X
Dispense Veliparib/Placebo X X

X

X

Administer Doxorubicin and X X
Cyclophosphamide

Survival x4
SCR = Screening; S = Serum; U = Urine; * = May be collected up to 72 hours prior to dosing.
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- oLoMOuC smlouvy o klinickém
. P. Pavlova §, omouc v - p
Eé_sggogas 3211,E~mailz fn@fnol.cz hodnocent C/f‘j/ 12014 Verze &. 3 Strana: 1/2

(Ptiprava smlouvy — Faze 1.2. pfed vznikem naroku nebo zavazku)

NAZEV SMLOUVY (dodatku ke smlouvé) : Smlouva o klinické studii, protokol €. M14-011.

SMLUVNI STRANA (Jméno/nazev organizace)
AbbVie, s. . 0.

Hadovka OfficePark, Evropska 2581/33d

160 00 Praha 6, Ceska republika

Jméno, tel. kontakt, e-mail kontaktnf osoby/ptedkiadatele (zaméstnanec FN, klinika, oddéleni, jiné pracovidté
FNOL) *Prof. MUDr. Bohuslav Melichar, Ph.D., Onkologicka kiinika

Vyjadfeni predkladatele smlouvy - struény popis: o co se jedna, duvody a aéel pofizeni, vyhody
pro FNOL, naklady provozni (i na zaméstnance), kde bude umisténolodebirano, u pfistroji nakiady
na instalaci, na spotfebni material, zptsob thrady apod.

Randomizovana, placebem kontrolovana, dvojité zaslepend studie faze 3 hodnotici bezpetnost a ucinnost

Veliparibu plus Karboplatiny versus pfidani Karboplatiny na standardni neoadjuvantni chemoterapie u /ﬂ/ /
pacientu s po&ateénim stadiem rakoviny prsu. -
Datum pofizeni: oAl Podpis: ) s
Potet pifloh: ) § W teme L FAKULTNLNER 1o, 588 443 61
Datum pfedani na pravni utvar 7 breval " Onobgd@ BR gy

5.
Ry

sdruzené

Vyjadreﬁi prévmho bddelerﬁ%dﬁkéfni ancelafe
(posouzeni z pravniho hlediska vietné pfipadnych rizik):

Sindvrhem smiouvy:
Souhlasim [ Souhlasim s pfipominkami ] Nesouhlasim

et 277 o G |
“Vyjadreni a potvrzeni odbornych fitvarty - Nazev/jméno ‘datum, podpis
L ] / .
Px /.
MUDr. Eleni Mikugkova

10 23 7 néméslkyq édabng péde
7T M Fakulind hefgenise Glemous

. 7N .

VYJADRENI PRIKAZCE OPERACE V RAMCI PREDBEZNE RIDICi KONTROLY

1. Schvalovaci postup byl zamé&fen v souladu s § 11 a 13 vyhl. &. 416/2004 Sb., na provéreni: S
1. pro plnéni stanovenych tkold je tato operace nezbytna _&Mj NE
2. podkiady k pipravované operaci jsou Upiné a vécné spravné ANQ NE !
hospodarnosti {ANO NE
3. byla dodrzena kriteria: efektivnosti ‘ANO NE
G&elnosti A ANO NE
4. je soulad mezi piipravovanou operaci a pravnimi pfedpisy /ANQ NE
5. jsou nebo mohou se vyskytnout néjakaé rizika , ANO ﬂ\IE)
N

/7/4' 2k /’.//7%/ //L"/;[ 112
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OLOMOUC smlouvy o klinickém
I. P. Paviova 6, 775 20 Olomouc -
Tel. 588 441 111, E-mail: in@fnol.cz hodnoceni €./12//12014 | verzes.3 | Strana:2i2
1IC0: 00098892 -
v piipade, Ze ANO - jaka:
- opatfeni:
6. uréeni zavazku
- na individudinf pfislib ano ne ve vysi:
- na limitovany pfislib ano ne ve vysi:
Prevzato dne: TN
Predano spravci rozpoétu dne: Potvrzeni, ze pfipravovana op erace jejopravnéna, nezbytna a
Vraceno zpét dne: spravna. , V7107
Dévody: Piikazce operace (jménof ULTN! NEMOCNICE OLOMOUC

Podpis: /‘g) // 2‘7{7

\ , POCGTU V RAMCI PREDBEZNE RIDICI KONTROLY
I Schvalovam postup byl ve smyslu § 11 a 13 vyhl. £.416/2004 Sb., zaméfen na dodrzeni: =

1. pravide! stanovenych zviastnimi pravnimi predpisy ANO ‘@E_

2. rozsahu opravnéni piikazce operace a porovnéni jeho podpisu s podpisovym vzorem éNO/ NE

3. rozpottové skladby ANO NE

4. schvaleného, pfipadn& upraveného rozpodtu, jeho rozpisu a zavaznych ukazatell pro pfisiusnou 7'] NE
polozku rozpodtové skladby QQ

5. souladu operace se schvalenymi programy, projekty nebo jinymi rozhodnutimi o nakladani s NO NE
finanénimi prostiedky Q 9

6. a posouzeni finanéniho dopadu operace na zdroje pouZiteiné v pislusném rozpoétovém roce, &@ NE

ptipadné zda budou zajidtény zdroje pro navazujici rozpottoveé obdobi
7. zaji$téni finanéniho kryti zdvazku:
a) individuaini piislib: - nazev veéfitele
- vy$e zavazku:
- termin pinéni zavazku:
b) limitovany pfislib - obdobi limitu piislibu:
- vy$e limitu celkem:
- nevyCerpané &ast fimitu:

Pfevzato od piikazce operace dne: Schvaleni, ze pfipravovana operace je provéfena.

Pfedano na ekonomicky tsek dne: Spravce rozpoétu (jméno}:
Vraceno zpét pfikazci operace dne: A 7
Davody: Ing. Zdepék Hagééi’:ek

Ozgﬁ iky-afjinanci
Odd ekongmickych cinnosti
vedouct oddéteni

7 Fakultru nomecnice Olomouc
L
Podpis: Podpis: ﬂ ,,,,,,,

Pfedano na Pravni oddéleni dne:

Upozornéni: Teprve vypinénou a podpisy potvrzenou priivodku se vSemi prllohaml
a smlouvou Ize postoupit fediteli FNOL. Do textu (i navrhu) smlouvy neni mozno vpisovat!

Okruh osob posuzujicich a stvrzujicich vznik zévazku nebo néroku je uveden chronologicky za sebou.
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