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SMLOUVA O KLINICKE STUDIt

CLINICAL STUDY AGREEMENT

Tato smlouva o klinické studii (dale jen "Smlouva") se uzavira mezi
spolecnosti AbbVie, s. r. 0., se sidlem Hadovka Office Park,
Evropska 2591/33d, Praha 6, 160 00, Ceska republika, IC:
24148725, zastoupena Ing. Monikou MojZisovou (dale jen ,AbbVie")
a Masarykovym onkologickym ustavem, se sidlem Zluty kopec 7,
656 53 Brno, IC: 00209805, zastoupeny prof. MUDr. Janem
Zaloudikem, CSc., feditelem (dale jen ,Poskytovatel zdravotnich
sluzeb”) a MUDr. Markétou Palacovou, narozenou dne 15. 3. 1967,
bytem Provaznikova 61, 613 00 Brno (déle jen "Zkousejici") a jejim
pfedmétem je provadéni klinického hodnoceni humanniho Ié&ivého
ptipravku (dale jen ,Studie) studijniho léku spole€nosti AbbVie,
Veliparib (ABT-888) (,Studijni produkt(y)”).

Zadavatelem této Studie je spolecnost Abbott GmbH & Co. KG, se
sidlem Max-Planck-Ring 2, 65205 Wiesbaden. Zadavatel se dohodl
se spoleénosti AbbVie, Ze tato bude v souladu se zakonem
& 378/2007 Sb., o légivech, ve znéni pozdéjSich pfedpisl a
vyhlagkou & 226/2008 Sb., o spravné klinické praxi a blizdich
podminkach klinického hodnoceni légivych pfipravkl, ve znéni
pozdéjsich predpisi, jakoZto smluvni vyzkumna organizace
zaji§tovat plnéni ¢innosti a funkci zadavatele vztahuijicich se k této
Studii,

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

This Agreement is entered between AbbVie s.r.o. Hadovka
Office Park, Evropska 2591/33d, Praha 6, 160 00, Ceska
republika ID 24148725, represented by Monika MojZiSova, Ing.
("AbbVie") and Masarykuv onkologicky ustav with registered
office at Zluty kopec 7, 656 53 Brno, ID 002090805,
represented by Prof. Jan Zaloudik, M.D., CSc., dr.h.c., director
("Health Care Provider”) and MUDr. Markéta Palacova, born
15.3,1967, address Provaznikova 61, 613 00, Brno
(“Investigator) to conduct a clinical study (the "Study”) in
relation to the investigational medical product of AbbVie,
Veliparib (ABT-888) (the “Study Product(s}”).

The Sponsor of this Study is Abbott GmbH & Co. KG with the
registered office at Max-Planck-Ring 2, 65205 Wiesbaden.
The Sponsor has agreed with AbbVie that in accordance with
Act 378/2007 Coll., Act on Pharmaceuticals, as amended, and
Notice 226/2008 Coll. about Good Clinical Practices and on
Detailed Conditions for Evaluation of Pharmaceutical Products
as a contract research organization AbbVie shall perform the
services and functions of Sponsor relating to this Study.

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

1. Provadéni studie.

1. Conduct of Study.

(a) Poskytovatel zdravotnich sluzeb a Zkou$ejici budou
provadét Studii podle podminek této Smlouvy, pfi¢emz budou pfisné
dodrzovat Protokol & M12-895 s nazvem ,Randomizované,
placebem kontrolované klinické hodnoceni faze 3 s carboplatinou,
paclitaxelem a s PARP inhibitorem veliparib (ABT-888) nebo bez
né u pacienti s HER2-negativnim metastatickym nebo lokalné
pokrogilym neoperovatelnym karcinomem prsu asociovanym
s BRCA" (,Protokol"). Zkousejici timto potvrzuje, 2e si Protokol
pfedetl a porozumél mu, na dikaz &ehoZ pfipojil svij podpis na
podpisové strané Zkousejiciho obsazené v Protokolu, ktery mize
byt &as od ¢asu aktualizovdan. Smluvni strany souhlasi, Zze vyjma
nize uvedené zmény Protokolu, bude tato smlouva zménéna vzdy
pisemné formou dodatku &islovaného vzestupné a podepsaného
véemi smluvnimi stranami. Smluvni strany nemusi uzavirat pisemny
dodatek ktéto smlouvé pro nevyznamné zmény Protokolu.
Nevyznamnou zménou Protokolu je minéna zména Protokolu, kterad
se nemusi ohlasovat na SUKL nebo EK (definovano nize) a ktera
neméni rozsah nebo charakter sluzeb (zejména vySetifeni v ramci
Studie) provadénych Poskytovatelem zdravotnich sluzeb nebo
Zkous$ejicim a neovliviiuje vysi odmény (rozpodet, definovan nize).
Nevyznamné zmény Protokolu jsou uéinné ke dni doruéeni
Zkousejicimu a/nebo Poskytovateli zdravotnich sluZeb.

o

(a) Health Care Provider and Investigator (defined
below) will conduct the Study pursuant to the terms of this
Clinical Study Agreement {the “Agreement’) and in strict
adherence to Protocol No. M12-914 entitled “: A Phase 3
Randomized Placebo-Controlled Trial of Carboplatin and
Paclitaxel With or Without the PARP Inhibitor Veliparib (ABT-
888) in HER2-Negative Metastatic or Locally Advanced
Unresectable BRCA-Associated Breast Cancer” (the
“Protocol”). Investigator hereby acknowledges reviewing and
understanding the Protocol, as evidenced by the Investigator's
signature on the Investigator Agreement(s) contained within
the Protocol, as may be amended from time to time. The
parties agree that except the Protocol changes stated below,
this Agreement shall be modified only in writing by
amendments numbered in an ascending order and signed by
all the contractual parties. The parties do not need to amend
this Agreement for minor changes to the Protocol. A minor
change to the Protocol shall mean a change to the Protocol
that does not have to be reported either to the SUKL or EC
(defined below) and which does not change the extent or
manner in which the tasks (Study procedures in particular) are
carried out by the Health Care Provider or the Investigator and
does not impact Budget amount (defined below). Minor
changes to the Protocol are effective as of the date of their
delivery to the Investigator and/or Health Care Provider.

(b) Poskytovatel zdravotnich sluzeb se maximalné vynasnazi
provést ndbor v8ech pacientl do 12 mésich od provedeni iniciacni
navétdvy ve zdravotnickém zafizeni Poskytovatele zdravotnich
sluzeb. Spoleénost AbbVie mlze ukonéit tuto podle podminek

(b) Health Care Provider shall use its best efforts to
complete enroliment of all subjects within 12 months of Study
initiation visit at Health Care Provider. AbbVie may terminate
this Agreement consistent with the terms set forth herein
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uvedenych v této Smiouvé, pokud Poskytovatel zdravotnich sluzeb
neprovede nabor minimalné 1 pacienta do 6 mésict od provedeni
iniciaéni navstévy:

ifHealth Care Provider does not enroll at least 1 subject(s)
within 6 month(s) of Study initiation visitHealth Care Provider.

(c) Poskytovatel zdravotnich sluZeb a Zkousejici berou na védomi,
Ze (i) se jedna o multicentrickou studii, (ii) nabor bude probihat
kompetitivnim zplGsobem, a (jii) jakmile bude dosaZeno celkové
cilového poétu subjektd ve studii, bude nabor ukon&en ve viech
centrech, véetné Poskytovatele zdravotnich sluzeb, a to bez ohledu
na to, zda Poskytovatel zdravotnich sluzeb nebo Zkousejici naplinily
svlj individudlni cil ndboru. V takovém ptipadé Poskytovatel
zdravotnich sluzeb a Zkou$ejici na zakladé oznameni od
spole¢nosti AbbVie okamzité ukon&i nabor novych subjektd.

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

2. Zkousejici; Kontakty. Spoleénost AbbVie uzavirad tuto
Smiouvu se Poskytovatelem zdravotnich sluZeb s tim v&domim, Ze
MUDr. Markéta Palacova (,Zkougejici”) bude odpovédny jménem
Poskytovatele zdravotnich sluzeb za provadéni Studie. Pokud
nejsou z jakéhokoliv divodu tyto sluzby dostupné, spoleénost
AbbVie mize ukoncit tuto Smlouvu. Kontaktly pro Poskytovatel
zdravotnich sluzeb u spoleénosti AbbVie budou MUDr. Josef
Svoboda, CSc., AbbVie, s. r. 0., Hadovka Office Park, Evropska
2591/33d, 160 00 Praha 6, Ceska republika, Tel: +420 267 292 186,
E-mail: josef.svoboda@abbott.com, nebo kohokoliv spoleénost
AbbVie pisemné uréi. Kontakt/y spolenosti AbbVie u Poskytovatele
zdravotnich sluZeb budou Mgr. Michaela Hanakova, Zluty kopec 7,
656 53 Brno nebo kohokoliv Poskytovatel zdravotnich sluzeb
pisemné uri. Poskytovatel zdravotnich sluZeb potvrzuje a zaruéuje,
Ze Zkousejici je zaméstnancem Poskytovatele zdravotnich sluzeb.
Pokud ZkousSejici rozvaze pracovni pomér s Poskytovatelem
zdravotnich sluZeb, pak Poskytovatel zdravotnich sluZzeb okamzité
pisemné uvédomi spolecnost AbbVie.

2. Investigator; Contacts. AbbVie is entering into this
Agreement with Health Care Provider with the understanding
that MUDr. Markéta Paldcova (‘Investigator’) will be
responsible on Health Care Provider's behalf for the conduct
of the Study. If such personal services are not available for
any reason, AbbVie may terminate this Agreement
immediately. Health Care Provider's contact(s) at AbbVie will
be MUDr. Josef Svoboda, CSc., AbbVie, s. r. o., Hadovka
Office Park, Evropska 2591/33d, 160 00 Praha 6, Ceska
republika, Tel: +420 267 292 186, E-mail:
josef.svoboda@abbott.com or whomever AbbVie may
designate in writing. AbbVie's contact(s) at Health Care
Provider will be Mgr. Michaela Hanakova, Zluty kopec 7, 656
53 Bmo or whomever Health Care Provider may designate in
writing. Health Care Provider represents and warrants that
Investigator is an employee of Health Care Provider. If
Investigator leaves Health Care Provider's employment , then
Health Care Provider will promptly notify AbbVie in writing.

3. Pinéni zékon. 3. Compliance with Law.
(a) Poskytovatel zdravotnich sluzeb i Zkousejici prohlasuji, | (a) Each of Health Care Provider and Investigator

zarucuji a zavazuji se, Ze provedou tuto Studii a budou plnit své
zavazky podle této Smlouvy v souladu se véemi platnymi zékony,
nafizenimi a smérnicemi, véetné& a bez omezeni Zakona o légivech
€. 378/2007 Sbh., v aktualnim znéni, Zakona ¢&. 372/2011 Sb., o
zdravotnich sluzbach, v aktualnim znéni, vyhlasky &. 226/2008 Sb. o
spravné klinické praxi a bliz§ich podminkach klinického hodnoceni
pfipravk(, vyhlasky €. 84/2008 Sb. o spravné lékarenské praxi a
zplsobu piedepisovani Ié€ivych pfipravkl a doplitkova pravidla a
regulacni opatfeni, které mohou byt také ¢as od asu upraveny.
AbbVie zajisti schvaleni Statniho dstavu pro kontrolu lééiv (,SUKL")
a etické komise (,EK"), zfizené a ustanovené v souladu s platnymi
zakony a nafizenimi. Poskytovatel zdravotnich sluzeb a/nebo
ZkousSejici ohlasi SUKLu uvedeni vyznamnych dodatki Protokolu
podle poZadavkll piislusnych predpisi. Poskytovatel zdravotnich
sluzeb zajisti, aby Zkou$ejici dodrzoval postupy stanovené pro
zaznam a hlaSeni Udaji poZadované pfisiusnymi regulaénimi
opatrenimi.

represents, warrants and covenants that it will conduct the
Study and perform its obligations under this Agreement in
compliance with all applicable laws, regulations and
guidelines, including but not limited to, including, without
limitation, the Act on Pharmaceuticals No. 378/2007 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 obtain
the approval of the State Institute for Drug Control (“SUKL")
and Ethics Committee (“EC”), established and constituted in
accordance with applicable laws and regulations. Health Care
Provider shall and/or shall cause Investigator to notify SUKL of
the introduction of substantial amendments to the Protocol as
required by applicable regulations. Health Care Provider shall
cause Investigator to observe the procedures set forth for
recording and reporting data as required by applicable
regulations.

(b) Poskytovatel zdravotnich sluZzeb a Zkousejici souhlasi s
tim, Zze pokud spoleénost AbbVie uhradi nebo poskytne bezplatné
studijni materidly a/nebo sluzby (jak je definovano niZe),
Poskytovatel zdravotnich sluZzeb, jeho zastupci ani Zkousejici
nebudou samostatné uétovat nebo vyzadovat proplaceni téchto
studijnich materiald nebo sluzeb od jakékoliv teti strany, jakéhokoliv

(b) Health Care Provider and Investigator agree that if
Study Materials (as defined below) and/or services are paid for
or provided without charge by AbbVie, none of Health Care
Provider its agents or Investigator shall separately bill or seek
reimbursement for such Study Materials or services from any
third party inciuding, without limitation, the subject, any private
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pacienta, jakéhokoliv soukromého poskytovatele pojisténi nebo z
jakéhokoliv vladniho programu nebo od jiného verejného
poskytovatele pojisteni.

provider of insurance, or any government program or other
public provider of insuranceHealth Care ProviderHealth Care
ProviderHealth Care Provider

4. Osvédéen| o finanénim prohlaseni. Zkousejici se zavazuje,
7e pred zahajenim Studie zajisti, aby on sam a jakykoliv dalsi
zkousejici (a) vyplnil a zaslal zpét spolecnosti AbbVie Osvédéeni o
finanénim prohlageni a (b) poskytl spolecnosti AbbVie veskeré
nezbytné zakonné dokumenty, které vyZaduje spolecnost AbbVie k
zajisténi pInéni vyhlagky federalnich organl (CFR), kapitola 21, ¢ast
54, véetnd aktualniho Zivotopisu a zdravotnické licence nebo
odpovidajicich dokumentt. Zkousejici bere na védomi a bude se od
n& vyzadovat, aby potvrdil, Ze on ani Zadni dal$i zkouSejici
provadsjici Studii a jejich blizci pfibuzni nemaji pfimy viastnicky
podil (napf. prava dusevniho vlastnictvl) na Studijnim produktu ani
nebyli odménéni akciemi spoletnosti AbbVie vyménou za svou
pozici Zkousejiciho nebo dalsiho zkousejiciho ve Studii. Jak
Zkousejici, tak jakykoliv dalsi zkouSejici okamzité oznami
spoleénosti AbbVie jakoukoliv zménu ohledné pfesnosti Osvédceni
o finanénim prohlaseni béhem doby trvani Smiouvy a po dobu
jednoho (1) roku po dokoné&eni Studie. Poskytovatel zdravotnich
sluzeb bude plnit veskeré platné poZadavky tykajici se podavani
zprav a fizeni stfetu zajma.

4. Financial Disclosure Certification. Investigator agrees
that prior to the initiation of the Study, Health Care Provider
will ensure that eachof Investigator and any subinvestigator (a)
completes and returns to AbbVie the Financial Disclosure
Certification and (b) provides AbbVie with all essential
regulatory documents requested by AbbVie to ensure
compliance with 21 C.F.R. Part 54, including but not limited to
current Curriculum Vitae and medical license or its equivalent.
Investigator understands and will be required to certify that
Investigator and all subinvestigators conducting the Study, and
their immediate families may not have a direct ownership
interest (e.g., intellectual property rights) in the Study Product,
nor may they be compensated with AbbVie securities in
exchange for being a Investigator or subinvestigator in the
Study. Each of Investigator and any subinvestigator will
promptly notify AbbVie of any change in the accuracy of the
Financial Disclosure Certification during the Term and for one
(1) year following completion of the Study. Health Care
Provider will comply with all applicable requirements regarding
reporting and management of conflicts of interest.

5. Studijni  dodavky. Spoleénost  AbbVie  poskytne
Poskytovateli zdravotnich sluzeb dostateéné mnoZstvi Studijniho
produktu/produktll (specifikovaného v zahlavi této smlouvy) a
zaznamovych listl pacienta nebo piipadné pfistup k elektronickému
systému zaznamu dat (CRE) a také jakékoliv jiné latky jako
karboplatinu a paklitaxel, materidly a informace, které uvadi Protokol
nebo jiné materialy, které spole€nost AbbVie povaZuje za nezbytné
k provadéni Studie (spole¢né jako ,studijni materialy”).

Spole&nost Abbvie se zavazuje pro Gcely Studie:

- dodavat Poskytovateli zdravotnich sluzeb studijni produkt
(hodnoceny lécivy piipravek) ABT 888

- dodavat Poskytovateli zdravotnich sluzeb lé¢ivé pfipravky
s uginnymi latkami karboplatina a paklitaxel.

Spole&nost AbbVie doda tento studijni produkt a latky na Pracovisté
nebo do Iékarny uréené Poskytovatelem zdravotnich sluZzeb a/nebo
Zkousejicim. Poskytovatel zdravotnich sluzeb poskytne kontaktni
informace na lékarnu a jméno(a) lékarnika zodpovédného za Studii
(,Lékarnik*) jesté pfed zahdjenim Studie. Spol. AbbVie doruci
Studijni produkt a material Lékarnikovi v pracovni dny mezi 7:00 a
15:30 hod. Studijni produkt bude jednoznaéné identifikovan a
adresovan zaméstnanci Poskytovatele zdravotnich  sluZeb
odpovédnému za farmaceutickou ¢ast Studie. Poskytovatel
zdravotnich sluzeb a Zkousejici zajisti spravny pfijem, manipulaci a
skladovani a pridéleni studijniho produktu a vSech dalSich latek
patfiéné kvalifikovanym lékarnikem podle zasad Spravne lekarenske
praxe. Spoleénost AbbVie poskytne studijni materialy zcela zdarma
vyluéné pro pouZiti ze strany Poskytovatele zdravotnich sluZeb a
Zkousejiciho pfi provadéni Studie. Poskytovatel zdravotnich sluZeb
ani Zkousejici nepouZiji 2adné studijni materialy ‘pro jakékoliv Ucely
jiné, nez je provadéni Studie podle Protokolu. Veskeré studijni
materidly a jiné informace, které poskytne spolecnost AbbVie v
souvislosti s touto Smlouvou, jsou a ztstanou vyluénym viastnictvim
spoleénosti AbbVie. Zkousejici a Poskytovatel zdravotnich sluZeb
prohladuiji, zarucuji a zavazuji se, Ze:

5. Study Supplies. AbbVie will provide sufficient
quantity of the Study Product(s) (as defined in the preamble of
this Agreement) and case report forms or access to an
electronic data capture system, as applicable ("CRFs”), as well
as any other compounds, including but not limited to
carboplatin and paclitaxel, materials and information specified
by the Protocol or other materials AbbVie deems necessary to
conduct the Study (together, the "Study Materials”).

AbbVie will provide for Study purposes:

- Study Product ABT888 will be delivered to the Health
Care Provider

- Carboplatina and Paclitaxel will be delivered to the
Health Care Provider

AbbVie will deliver such Study Product and compounds to the
pharmacy designated by the Health Care Provider and/or the
Investigator. The Health Care Provider shall provide the
contact information of the pharmacy and the name(s) of the
pharmacist responsible for the Study (‘Pharmacist’) prior to
the Study start date. AbbVie shall deliver the Study Product
and compounds to the Pharmacist on working day between
7.00 AM and 3.30 PM. Study Product will be clearly identified
and addressed to the Health Care Provider employee
responsible for Pharmaceuticat part of the Study. Health Care
Provider and Investigator will ensure proper receipt, handling
and storage, and dispensing of the Study Product and any
other compounds by a duly qualified pharmacist according to
Good Phamacy Practice. AbbVie will provide the Study
Materials at no cost solely for use by Health Care Provider and
Investigator in the conduct of the Study. Neither Health Care
Provider nor Investigator will use any of the Study Materials for
any purpose other than to conduct the Study pursuant to the
Protocol. All Study Materials and other information provided
by AbbVie in connection with this Agreement are and will
remain the sole property of AbbVie. Each of Investigator and
Health Care Provider represents, warrants and covenants that:
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(a) studijni materidly budou skladovany a bude s nimi
zachézeno v souladu s pisemnymi pokyny spoleénosti AbbVie, jak
uvadi znaeni studijnich materidld, a v souladu s platnymi
zakonnymi pozadavky;

(a) 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;

nebo na zakladé vyzvy spolenosti AbbVie, bude veskery
nespotfebovany nebo exspirovany studijni material vracen
spole¢nosti AbbVie vsouladu sProtokolem a vsouladu s
pfislunymi pfedpisy tykajicimi se odesilani takového studijniho
materidlu. Pokud strany odsouhlasi, Ze vraceni takového studijniho
materialu neni proveditelné nebo neni dovoleno mistnimi zakony a
pfedpisy, bude vedkery nespotfebovany nebo exspirovany studijni
material zlikvidovan na naklady Poskytovatele zdravotnich sluzeb
v souladu s mistnimi zakony a predpisy, bud: (i) Poskytovatelem
zdravotnich sluzeb, za pfedpokladu, 2e Poskytovatel zdravotnich
sluzeb ma nezbytné vybaveni, kvalifikaci a dfedni povoleni pottebné
pro destrukci studijnich materidld; nebo (i) tFeti stranou
nasmiouvanou Poskytovatelem zdravotnich sluzeb (schvalenou
spolecnosti AbbVie v pfiméfené mife), za pFedpokladu, ze
Poskytovatel zdravotnich sluzeb je uvedeno jako pivodce studijnich
materidll a za predpokladu, 2e Poskytovatel zdravotnich sluzeb
potvrdi, Ze tfeti strana ma nezbytné vybaveni, kvalifikaci a Gfedni
povoleni potfebné pro destrukci studijnich materiali. Poskytovatel
zdravotnich sluzeb odskodni, zprosti a zajisti bezihonnost
spoleCnosti AbbVie za jakékoliv naroky a fizeni proti spoleénosti
AbbVie, v souvislosti s po§kozenim Zivotniho prostfedi, které mohlo
nastat v disledku destrukce studijniho materialu Poskytovatelem
zdravotnich  sluZzeb nebo  tfeti  stranou  nasmlouvanou
Poskytovatelem zdravotnich sluzeb. Po jakékoliv takové destrukci
Poskytovatelem zdravotnich sluzeb nebo teti stranou, Poskytovatel
zdravotnich sluZeb obratem poskytne spole&nosti AbbVie certifikat o
destrukci nebo obdobny dokument stvrzujici findlni likvidaci
studijniho materidlu. Bez ohledu na vy$e uvedené, nadaté a
nespotfebované & prazdné lahvicky karboplatiny a paklitaxelu
budou Poskytovatelem zdravotnich sluzeb zniéeny okamzité po
pfipravé &i Upravé v souladu s mistnimi predpisy.

Poskytovatel zdravotnich sluZzeb bude dokumentovat vraceni nebo
zni¢eni podle pokyn( spol. AbbVie; a

(b) studijni materidly nebudou pouzity po vyznaéeném datu | (b) the Study Materials will not be used past the labeled
exspirace; a expiration date; and
(c) po dokonéeni studie nebo ukonéeni platnosti této smlouvy, | (c) upon conclusion of the Study or termination of the

Agreement or at AbbVie’s request, any remaining or expired
Study Materials will be retumed 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 Health Care
Provider's sole costs and expense and in full compliance with
applicable laws and regulations by either (i) the Health Care
Provider, provided that Health Care Provider has the
necessary facilities, expertise and regulatory approvals
required to destroy Study Materials; or (ii) by a third party
contracted by the Health Care Provider (approved by AbbVie
in its reasonable discretion), provided that the Health Care
Provider is identified as the generator of the Study Materials
and further provided that the Health Care Provider confirms
that the third party has the necessary facilities, expertise and
regulatory approvals required to destroy Study Materials.
Health Care Provider will indemnify, release and hold
harmless 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 Health Care Provider or third
parties contracted by Health Care Provider. Upon any such
destruction by Health Care Provider or by a third party, Health
Care Provider will promptly provide AbbVie with a certificate of
destruction or similar document verifying the final disposition of
the Study Materials. Notwithstanding the foregoing, empty
vials of the compounds carboplatin and paclitaxel shall be
destroyed by the Health Care Provider immediately after its
preparation or alteration f in accordance with the local
regulations.

Health Care Provider will document such return and/or
destruction pursuant to AbbVie's direction ; and

(d) Poskytovatel zdravotnich sluzeb a/nebo Zkousejici budou vést
odpovidajici zdznamy o pouziti studijnich materiald, véetné dat,
mnozstvi a pouZiti ze strany pacientil.

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

6. Dodani zprav_o postupu a postudijnich zprdv. Na Zadost
spolecnosti AbbVie pfedloZi Poskytovatel zdravotnich sluzeb Ustni
nebo pisemné zpravy o postupu Studie. Do é&tyficeti péti (45) dni po
dokonéeni a uzavieni Studie Poskytovatel zdravotnich sluzeb
poskytne spoleénosti AbbVie nasledujici, pokud spoleénost AbbVie
neda jiné pisemné pokyny: i

6. Delivery of Progress and Post-Study Reports. Upon
the request of AbbVie, Health Care Provider will submit oral or
written reports on the progress of the Study. Within forty-five
(45) days following the completion or termination of the Study,
Heaith Care Provider will furnish AbbVie with the following,
unless AbbVie directs otherwise in writing:

(a) koneénou zpravu o Studii pro EK:

(a) the final notification on the Study for the EC:

(b) v8echny dokoncené, pouZité nebo nepouzité CRF dfive
nedodané do spoleénosti AbbVie;

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

(c) veskeré Udaje, zpravy a jiné informace generované v

{(c) all data, reports and other information generated in
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souvislosti se Studii; a

relation to the Study; and

d) veskeré jiné materidly a informace, které poskytla | (d) all other materials and information provided by
spolecnost AbbVie. AbbVie.
7. Monitorovani a audity; Uchovani zéznamu. 7. Monitoring and Audits; Record Retention.

(a) Poskytovatel zdravotnich sluzeb umozni spole€nosti
AbbVie a jakékoliv osobé povéiené spoleénosti AbbVie pfistup na
pracovi§té, kde se provadi Studie, véetné jakékoli lékarny, ktera
pfidéluje studijni produkt a/nebo dalsi latky a to b&hem hézné
pracovni doby za U&elem monitorovani provadéni Studie, v&etné
pfijmu, manipulace, uchovavani a pfidélovani studijniho produktu
a/nebo dalSich latek, a také za uéelem auditu zaznami, CRF,
zdrojovych dokumentd a jinych dat tykajicich se Studie za Gcelem
ovéfeni toho, 2e Poskytovatel zdravotnich sluzeb a Zkou3ejici plni
své povinnosti uvedené v této Smlouvé. Poskytovatel zdravotnich
sluzeb zajisti, aby byly Udaje pacienta, které poZaduje Protokol,
vlozeny do CRF (at' uz v elektronické nebo tisténé formé) do péti (5)
pracovnich dnG od navitévy pacienta. Poskytovatel zdravotnich
sluzeb miiZe revidovat tyto zdznamy, zdrojové dokumenty a jiné
Udaje, které se mohou pravoplatné vyzadovat za icelem ochrany
ddvérnosti v souladu s &asti 10 (Ddvérnost dat pacienta; Ochrana
dat) této Smlouvy. Pokud spolecnost AbbVie vyZaduje opravny
a/lnebo preventivhi krok v disledku svého monitorovani nebo
auditnich &innosti, Poskytovatel zdravotnich sluzeb bude véas
vytvaret a zavadét opravné kroky a/nebo plén preventivnich krokd.
Pravo spoleénosti AbbVie na provadéni auditu bude v platnosti i po
vypréeni této Smlouvy. -

(a) Health Care Provider will permit AbbVie and any
AbbVie designee access to Study sites, including any
pharmacy dispensing the Study Product and/or other
compounds, during normal business hours to monitor the
conduct of the Study, including the receipt, handling, storage
and dispensing of the Study Product and/or other compounds,
as well as to audit records, CRFs, source documents, and
other data relating to the Study to verify Health Care Provider's
and Investigator's compliance with their obligations herein.
Health Care Provider will ensure that subject data, as required
in the Protocol, is entered into the CRFs (whether electronic or
paper) within five (5) business days of subject visit. Health
Care Provider may redact such records, source documents,
and other data as may be legally required to protect subject
confidentiality —consistent with Section 10 (Subject
Confidentiality; Data Protection) of this Agreement. If AbbVie
requests corrective and/or preventive action as a result of its
monitoring or audit activities, Health Care Provider shall
comply with the timely creation and implementation of a
corrective action and/or preventive action plan. AbbVie's right
to audit shall survive the expiration of this Agreement.

(b) Pokud to nezakazuje zakon, Poskytovatel zdravotnich
sluzeb bude informovat spole&nost AbbVie okamzité poté, co obdrzi
jakékoliv 2adosti z kteréhokoliv zakonného organu o kontrolu nebo
pfistup k dokumentim tykajicim se Studie a okamzité poskytne
spolecnosti AbbVie kopii takové Zadosti a pfiloZi kopie jakychkoliv
dokumentd, které obdrzi od zakonnych organd nebo které jim
poskytne. V piipadé, 2e je vydano zakonné vyjadfeni nebo
oznameni, které se tyka sluzeb provadénych podle této Smiouvy,
Poskytovatel zdravotnich sluzeb souhlasi s tim, Ze pfedlozi pfehled,
ktery obsahuje vysvétleni zaleZitosti identifikovanych zakonnym
organem, jakoukoliv reakci na vyznamné zaleZitosti identifikované
zakonnym organem a vysvétleni uplatnitelnosti takového zékonného
vyjadfeni nebo oznameni ke sluZbam poskytovanym na zakladé této
Smlouvy. Poskytovatel zdravotnich sluzeb souhlasi s tim, Ze
poskytne spoleénosti AbbVie tento pfehled do patnacti (15) dni ode
dne, kdy Poskytovatel zdravotnich sluzeb obdrzi jakékoliv zakonné
vyjadfeni nebo oznameni.

(b) Unless prohibited by law, Health Care Provider will
notify AbbVie immediately upon receiving any requests by any
regulatory authority to inspect or have access to documents
related to the Study and will promptly provide AbbVie with a
copy of any such request, to include copies of any documents
received from or provided to regulatory authorities. In the
event a regulatory citation or notice is issued which relates to
the services under this Agreement, Health Care Provider
agrees to produce a summary that includes an explanation of
the issues identified by the regulatory authority, any response
to the significant issues identified by the regulatory authority,
and an explanation of the applicability of such regulatory
citation or notice to the service(s) provided hereunder. Health
Care Provider agrees to provide AbbVie with such summary
within fifteen (15) days of Health Care Provider’s receipt of any
regulatory citation or notice.

(c) Poskytovatel  zdravotnich  sluzeb  uchova  studijni
dokumenty v souladu s platnymi zékony a nafizenimi nebo
Protokolem, a to podle toho, ktera doba uchovani je del3i. Na Zadost
a na naklady spolecnosti AbbVie Poskytovatel zdravotnich sluzeb
uchova studijni dokumenty i po dobu del$i, nez je doba uloZeni
popsana vySe. Pro tyto G&ely Poskytovatel zdravotnich sluzeb
poskytne spole¢nosti AbbVie minimaliné $§edesatidenni (60)
pisemnou vypovéd pfed tim, nez odstrani jakékoliv studijni
dokumenty ze svych zdznam0. <

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

8. Odmeéna.

8. Compensation.

(a) Spolecnost Abbvie se zavazuje uhradit Poskytovateli zdravotnich
sluzeb za provadéni Studie, tj. za Aavitévy, vysetfeni a dalsi sluzby
poskytnuté na zakladé této smlouvy, odménu v souladu s

(a) Abbvie undertakes to pay remuneration to the Health Care
Provider for the Study performance, i.e. for the visits,
examinations and other services provided under the
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rozpoctem, ktery tvofi Pfilohu A této smlouvy.(,Rozpocet”)

Odména za provadéni Studie bude hrazena étvrtletng, vzdy za
navitévy, vySetfeni a dal$i sluzby poskytnuté v piislugném
kalendarnim &tvrtleti.

Spoleénost Abbvie je povinna zaslat Poskytovateli zdravotnich
sluZzeb po ukongeni kalendainiho &tvrtleti podklady pro vypocet
odmény. V néavaznosti na tyto podklady vystavi Poskytovatel
zdravotnich sluzeb fakturu.

Podklady pro vypocet odmény musi zahrnovat poloZkové vyuctovani
véech navstév, vysetfeni a dalSich sluzeb provedenych v pfislugném
kalendafnim Gtvrtleti. \/ya&tovani musi byt provedeno zvlast pro
kazdy subjekt Studie, ktery musi byt oznacen swym &islem. U
kaZzdého subjektu Studie musi byt uvedeno, jaké navstévy &
vySetfenl absolvoval a kdy je absolvoval a rovnéZ ocenéni téchto
navstév a vySetfeni v souladu s rozpoétem uvedenym v Piiloze A
teto smlouvy. Byly-li poskytnuty néjaké dal$i sluzby, museji byt tyto
v polozkovém vyiétovani rovnéZ uvedeny spolu s datem jejich
poskytnuti a ocenénim dle rozpo&tu uvedenym v Piiloze A této
smiouvy.

V piipadé, Ze spoletnost Abbvie nezasle Poskytovateli zdravotnich
sluzeb podklady pro vypotet odmény ve thité 14 dnd ode dne
ukongeni kalendafniho Etvrtleti, je Poskytovatel zdravotnich sluzeb
opravnén vystavit fakturu za vSechny navétévy, vysetieni a dalsi
sluzby provedené v ramci Studie v pfislu§ném kalendafnim &tvrtleti.

V piipadé, ze Poskytovatel zdravotnich sluZeb zjisti, Ze jsou v
podkladech pro vypocet odmény jakékoli nedostatky, tyto oznami
bez zbyteéného odkladu spoleénosti Abbvie, ktera je povinna je
bezodkladné odstranit. Ma-li spolenost Abbvie zato, Ze v
podkladech Zadné nedostatky nejsou, je povinna toto sdélit
Poskytovateli zdravotnich sluzeb. Smluvni strany jsou nasledné
povinny si navzéjem poskytnout souginnost nezbytnou k odstranéni
pfipadnych rozpori. Neposkytnuti souginnosti se povazuje za
podstatné poruseni této smlouvy.

Neodstrani-li spolenost Abbvie nedostatky v podkladech pro
vypocet odmény ani ve Ihaté 15 dni ode dne oznémeni dle
pfedchoziho odstavce, nebo v téZe Ih(té nesdéli Poskytovateli
zdravotnich sluzeb, Ze v podkladech Zadné nedostatky nespatiuje,
je Poskytovatel zdravotnich sluzeb opravnén vystavit fakturu za
vSechny navstévy, vySetfeni a dalsi sluzby provedené dle
Poskytovatele zdravotnich sluzeb v pfislusném kalendainim &turtleti,

Odména je splatna vzdy ve Ihaté 30 dni ode dne doruéeni faktury
spolecnosti Abbvie.

Smiuvni strany se dohodly, Ze ke véem cenam uvedenych v této
smlouvé bude pfipocitina DPH ve vy$i dle pravnich predpist
u€innych ke dni uskuteénéni zdanitelného plnéni, kterd bude s
t&mito rovnéz uhrazena.

(b) Smluvni strany se dohadly, Ze pfijemcem viech plateb z této

Agreement. The remuneration shall be paid in accordance with
the budget which forms Exhibit A hereto (the "Budget”).

The remuneration for the Study performance shall be paid
quarterly for visits, examinations and other services provided
under the Agreement in the given calendar quarter.

After the termination of a calendar quarter, Abbvie shall send
data to the Health Care Provider for calculation of the
remuneration. The Health Care Provider shall issue an invoice
based on the given data.

The data for calculation of the remuneration shall include an
itemized statement of all visits, examinations and other
services provided in the given calendar quarter. A separate
statement shall be issued for each Study Subject who shall be
identified only by his’/her number. The statement for each
Study Subject shall show the visits and/or procedures
performed for the Study Subject and the date of each visit
and/or procedure. The visits and procedures shall also be
evaluated in the statement in accordance with the Budget. If
any other services are provided by Health Care Provider in
accordance with the Budget, they shall also be stated in the
itemized statement. The statement shall show the date of such
services provision and evaluation in accordance with the
Budget.

If AbbVie does not send the data for calculation of the
remuneration to the Health Care Provider within fourteen (14)
days from the end of any calendar quarter, the Health Care
Provider may issue an invoice for all visits, examinations, and
other services provided under this Agreement in the given
calendar quarter.

If the Health Care Provider finds any deficiencies in the data
for calculation of the remuneration, it shall inform AbbVie
about it without any undue delay. AbbVie is obliged to work
with Health Care Provider to remove the deficiencies
immediately. If AbbVie believes there are no deficiencies in the
data, it shall advise the Health Care Provider. The parties are
then obliged to cooperate in good faith to the extent required
for removal of any potential discrepancies. Failure to provide
cooperation is considered to be a substantial breach hereof.

If Abbvie does not remove the deficiencies in the data for
calculation of the remuneration within 15 days from the
notification given according to the previous paragraph, or if it
does not advise the Institution within the same period of time
that it has not found any deficiencies in the data, the Institution
may issue an invoice for all visits, examinations and other
services provided according to the Institution in the given
calendar quarter.

The remuneration shall always be due within thirty (30) days
from the day of the invoice delivery to Abbvie, unless
otherwise agreed.

The parties have agreed that VAT shall be added to all
amounts listed in the Budget. Such VAT shall be calculated in
accordance with the applicable legal regulations effective on
the day of rendering the taxable supplies. VAT shall be paid
together with the amounts listed in the Budget.

(b) The parties have agreed that it is the Health Care Provider
that shall receive all payments resulting from this Agreement.
The Investigator's remuneration for the services that she
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smlouvy je Poskytovatel zdravotnich sluzeb. Odména Zkouéejiciho
za provadéni Studie bude Zkousejicimu uhrazena Poskytovatelem
zdravotnich sluZeb v souladu s jeho vnitfnimi pfedpisy.

(c) Smluvni strany se dale dohodly, Ze spolegnost Abbvie uhradi
Poskytovateli zdravotnich sluZzeb cenu ve vysi > dkony
souvisejici se zahajenim Studie (start-up faze). Tato cena je splatna
na zakladé faktury vystavené Poskytovatelem zdravotnich sluZeb po
uzavieni této smlouvy, a to ve lhaté 30 dnl ode dne doruceni
faktury spole¢nosti Abbvie.

(d) V ramci této Studie se spole€nost Abbvie zavazuje vyplatit
Poskytovateli zdravotnich sluzeb paudalni ¢astku ve vysilll N
na Uhradu nakladl subjekit Studie spojenych s cestou k
Poskytovateli zdravotnich sluzeb a zpé&t (dale jen ,cestovni
naklady"). Pausalni ¢astka na uhradu cestovnich nakladi (dale jen
,pausal’) bude spoleénosti Abbvie vyplacena na zakladé faktury
vystavené Poskytovatelem zdravotnich sluzeb. Pausal se v souladu
s § 36 odst. 11 zdkona &. 235/2004 Sb., o dani z pfidané hodnoty,
ve znéni pozdéjdich predpist, nezahrnuje do zakladu dané z
piidané hodnoty.

Poskytovatel zdravotnich sluzeb se zavazuje proplacet subjektim
Studie skuteéné cestovni naklady, a to po kazdé navtévé subjektu
Studie uskuteénéné v souladu s protokolem Studie. Cestovni
naktady budou uhrazeny subjektu Studie bezprostfedné po
uskuteénéni navstévy na zakladé a ve vysi dle predloZené jizdenky
&i jineho obdobného dokladu dokazujici skute€nou vy$i nakladd.
Maximalné v8ak muze byt subjektu studie proplaceno I

Poskytovatel zdravotnich sluzeb vyuctuje spolecnosti Abbvie
vyplacené cestovni naklady (s podrobnym rozpisem ¢&astek
vynaloZenych jednotlivym subjektiim Studie za dané obdobi), a to
vzdy ke konci pfislusného kalendafniho ctvrtletl na zékladé
pozadavku spoleénosti Abbvie, pfi¢emZ Poskytovatel zdravotnich
sluzeb neposkytne AbbVie Zadné udaje (jméno, pfijmeni), které by
mohly pacienta identifikovat.

Po vyéerpani tfi étvrtin pausalu je Poskytovatel zdravotnich sluzeb
opravnén vystavit dalsi fakturu, a to ve stejné vy$i jako pfedchozi.
Spoleénost Abbvie je poté povinna fakturu do 30ti dni od doruceni
uhradit.

Nevyderpana ¢&astka zpauSalu poskytnutého Poskytovateli
zdravotnich sluzeb bude vracena AbbVie do 30ti dni od ukonéeni
platnosti této Smlouvy

(e) Vedle vy$e uvedené odmény spoletnost AbbVie mize
zaméstnancim  Poskytovatele  zdravotnich  sluZeb, vdetné
Zkousejiciho, proplatit pfimeéfené a nezbytné vydaje souvisejici s
dopravou, v souladu s cestovni politikou spole¢nosti AbbVie (véetné
ekonomické tfidy v dopravnim letadle, pfimétenych a obvyklych
naklad( na ubytovani a stravovani podle zemépisné oblasti cesty) a
mizZe jim poskytnout jidlo na setkdnich ZkouSejicich nebo jinych
setkanich vyzadovanych spole¢nosti AbbVie. Smluvni strany
souhlasi s tim, 2e &astky plateb uvedené v rozpoétu predstavuiji
pfiméfenou trzni hodnotu siuzeb, které maji byt poskytnuty, a nebyly
uréeny zplsobem, ktery bere v uvahu objem nebo hodnotu
jakychkoliv doporu¢eni nebo obchodu jinak vytvofeného mezi
Poskytovatelem zdravotnich sluZzeb.a spole¢nosti AbbVie.

provides under the Agreement shall be paid to the Investigator
by the Health Care Provider in accordance with its internal
regulations.

¢c)The Parties have further agreed that Abbvie [ INNEENENGEGzGE
to the Health Care Provider for actions related to the
Study start (start-up phase). The said amount shall be due on
the basis of an invoice issued by the Health Care Provider
after making the Agreement, within 30 days from the day of
the invoice delivery to Abbvie.
(d) Abbvie also undertakes to pay a lump sum of -o
the Health Care Provider to be used only for reimbursement of
reasonable expenses incurred by the Study subjects in relation
with their travelling to the Health Care Provider and back home
for purposes of Study visits (the “Travel Expenses”). The lump
sum for the reimbursement of the Travel Expenses (the “Lump
Sum") shall be paid by Abbvie on the basis of an invoice
issued by the Health Care Provider. In accordance with
section 36(11) of the Act N0.235/2004 Sb. regulating the value
added tax as amended, the Lump Sum shall not be included in
the VAT base.

The Health Care Provider undertakes to reimburse the Travel
Expenses to the Study Subjects after each Study Subject's
visit performed in accordance with the Study Protocol. The
Travel Expenses shall be reimbursed to the Study subject only
for actual expenses incurred by the subject immediately after
his/her visit on the basis of and in the amount corresponding to
the submitted transit ticket or any other similar document
showing proof of expense incurred. The amount reimbursed
to each subject may not exceed

The Health Care Provider shall account for the reimbursed
Travel Expenses to AbbVie (with a detailed specification of
amounts paid to the individual Study subjects for the given
period) at the end of the given calendar quarter, if AbbBie
requests. In providing this information, Health Care Provider
shall not provide any identifiable subject information (name,
surname) to AbbVie.

After the Health Care Provider uses three quarters of the
Lump Sum, it may issue another invoice in the same amount
as the previous Lump Sum. AbbVie is then obliged to pay the
invoice within thirty (30) days of invoice delivery.

Any unused amount of a Lump Sum paid to Health Care
Provider by AbbVie shall be repaid to AbbVie within thirty (30)
days of termination of the Agreement.

(e) In addition to the above mentioned remuneration, AbbVie
may reimburse Health Care Providers employees, including
Investigator, 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 provide 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 Health Care Provider and AbbVie.

f V pfipadé pfed&asného ukonéeni této Smlouvy uhradi

(f) In the event of early termination of this Agreement
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spole€nost AbbVie Poskytovateli zdravotnich sluzeb &astku, na
kterou Poskytovateli zdravotnich sluzeb vznikl narok za sluzby
provedené v souladu s touto smlouvou &i pravnimi predpisy.

AbbVie shall pay Health Care Provider the amount which the
Health Care Provider is entitled to in accordance with the
services performed under this Agreement or the law.

(9) Spolecnost AbbVie nebude hradit navitévy pacienta nebo
vySetieni, které jsou v rozporu s Protokolem ani nebude platit za
Udaje obsazené v CRF, které nejsou uplné a piesné. Pokud
spole¢nost AbbVie dfive zaplatila za tyto sluzby, pfeplatek bude
odedten z nasledujici platby (nebo z koneéné platby dle popisu v
casti 8(f) nize).

(9) AbbVie will not be responsible for paying for subject
visits or treatments which are in violation of the Protocol or for
the data contained in a CRF which is not complete and
accurate. If AbbVie has 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).

(h) Poskytovatel zdravotnich sluZeb a Zkousejici souhlasi s
tim, ze v pfipadé sporu o platbu nebude Poskytovatel zdravotnich
sluzeb ani ZkouSejici zadrzovat studijni data nebo informace do
vyfeSeni sporu, protoZe jejich zadrZeni mlze zpUsobit nevratné
poskozeni Studie.

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

(i) Zavéretna platba (f. posledni platba, na kterou vznikl
Poskytovateli zdravotnich sluzeb narok na zakladé této smlouvy)
bude Poskytovateli zdravotnich sluzeb uhrazena po provedeni
v8ech sluzeb nize specifikovanych, po obdrZeni véech CRF a
dalSich zprav podle ¢asti 6 této Smlouvy (Dodani zprav o postupu a
postudijnich zprav) spole¢nosti AbbVie, AbbVie proplati v§echny
doposud neproplacené navstévy, vySetfeni a dal§i sluzby
Poskytovateli zdravotnich sluzeb, na které ma Poskytovatel
zdravotnich sluzeb narok podle této Smlouvy (zévérecna platba).
AbbVie provede vylUétovani a zaplati Poskytovateli zdravotnich
sluzeb zavéreénou platou do 60 dnu ode dne doruéeni CRF a
dal§ich zprav spole€nosti AbbVie. Pokud je preplatek ze strany
AbbVie, Poskytovatel zdravotnich sluZzeb zaplati tento pieplatek
spolecnosti AbbVie na bankovni Uéet

0] The final payment (last payment which Health Care
Provider is entitled according to this Agreement) will be
payable to the Health Care Provider after performing all
services contemplated hereunder, and after all CRF and other
reports pursuant to Section 6 of this Agreement (Delivery
progress reports and after-study reports) are delivered to
AbbVie, AbbVie will develop billing and pay to the Health Care
Provider for the visits, examinations, and other services that
have not yet been paid to the Health Care Provider and to
which the Health Care Provider is entitled to under this
Agreement (the final payment). AbbVie will carry out billing
and pay to the Health Care Provider the final payment within
sixty (60) days of the date when the Health Care Provider
submits CRF and other reports to AbbVie according to this
section. If AbbVie is due a refund, Health Care Provider shall
remit such refund to AbbVie at bank account

9. Davérnost. 9. Confidentiality.
(a) Be&hem doby trvani této Smlouvy, véetné jakychkoliv jejich | (a) During the Term of this Agreement, including any

prodlouzeni, a po dob po vyprseni nebo ukonceni
této Smlouvy Poskytovatel zdravotnich sluZeb, jeho zaméstnanci,
véetné Zkousejiciho, zastupcl, smiuvnich dodavatell a poboéek
(spole¢né jako ,Pfijimajici strana”) nezvefejni DUvérné informace
bez pfedchoziho pisemného souhlasu spoleénosti AbbVie. Bez
ohledu na vySe uvedené budou zavazky divérnosti a nepouzivani
jakychkoliv Ddvérnych informaci oznagenych spoleénosti AbbVie
jako obchodni tajemstvi v platnosti bez ¢&asového omezeni.
.Divérné informace” budou zahrnovat jakékoliv informace oznaéené
jako ,ddvérné" a poskytnuté Prijimajici strané ze strany spoleénosti
AbbVie vEetné Protokolu, studijnich materiall a véech materiali a
informaci, které se tykaji spole¢nosti AbbVie nebo Studie nebo
vytvofené v disledku provadéni Studie, kromé jakychkoliv jejich
éasti, které:

extensions thereof, and for a period of fter the
expiration or termination of this Agreement, Health Care
Provider, its employees, including Investigator, agents,
subcontractors and affiliates (collectively, “Receiving Party”)
shall not disclose Confidential Information without AbbVie's
prior written consent. Notwithstanding the foregoing,
obligations of confidentiality and non-use with respect to any
Confidential Information identified as a trade secret by AbbVie
shall survive indefinitely.  “Confidential Information” shall
include, but not be limited to, any information marked as
"Confidential" and/or provided to Receiving Party by or on
behalf of AbbVie, 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) byly znamy Pfijimajici strané pied jejich pfijetim, coz je
podloZeno jejimi pisemnymi zdznamy:

(i) is known to the Receiving Party prior to receipt, as
evidenced by its written records;

(ii) byly poskytnuty Pfijimajici strané tfeti stranou, kterd ma
pravo na takové zvefejnéni nedlivérnym zplsobem; nebo

(i) is disclosed to the Receiving Party by a third party
who has a right to make such disclosure in a nonconfidential
manner; or
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(iii) jsou nebo se stanou vefejné znadmymi, aniz by doslo k
pochybeni Pfijimajicl strany.

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

(b) Pfijimajic strana nebude pouzivat Divérné informace pro
jakykoliv G&el jiny nez ten, ktery je uveden v této Smlouvé, a to bez
pfedchoziho pisemného schvaleni spoleénosti AbbVie.

(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) Nic v této Smlouvé nebude vyklddano jako omezeni
Pfijimajici strany zvefejnit Divérné informace, pokud to vyZaduje
zékon nebo soudni pfikaz nebo jiny vladni piikaz nebo Zadost,
pficgem? v kazdém pfipadé Pfijimajici strana poda spoleénosti
AbbVie okamzité pisemné oznameni (a vkazdém pfipadé
minimalné pét (5) pracovnich dni pfedem, to neplati, bude-li
zpravniho pfedpisu anebo rozhodnuti vyplyvat poZadavek
dfivéjsiho zvefejnéni informaci), aby mohla spoleénost AbbVie
podniknout kroky za ucelem ochrany svych Dlvérnych informaci. V
piipadé, Ze nebude pfijat Zadny pfikaz ochrany nebo jiné napravné
opatfeni, nebo pokud se spole¢nost AbbVie vzda pinéni podminek
podle této &asti 9, Pfijimajici strana poskytne pouze tu Cast
Duvérnych informaci, které jsou ze zakona poZadovany.

(c) Nothing in this Agreement will be construed to restrict
Receiving Party from disclosing Confidential Information as
required by law or court order or other governmental order or
request, provided in each case Receiving Party shall give
AbbVie prompt written notice(and in any case at least five (5)
business days’ notice, if not required by legal regualation or
statement to disclose the information earlier) 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 fumish only that portion of the
Confidential Information which is legally required.

(d) Poskytovatel zdravotnich sluzeb, jeho zaméstnanci,
zastupci, smluvni dodavatelé nebo pobotky neposkytnou
spolecnosti AbbVie Zadné informace, které jsou duvérné nebo
interni pro tfeti stranu, pokud Poskytovatel zdravotnich sluzeb
neobdrzelo predchozi pisemné schvaleni jak tfeti strany, tak
spoleénosti AbbVie. )

(d) None of Health Care Provider, Health Care Provider's
employees, agents, subcontractors or affiliates will disclose to
AbbVie any information which is confidential or proprietary to 2
third party unless Health Care Provider has first obtained the
prior written approval of both such third party and AbbVie.

10. Davérnost dat pacientl); Ochrana dat.

10. Subject Confidentiality; Data Protection.

(a) Smluvni strany budou plInit viechny platné zakony a
natizeni tykajici se davérnosti studijniho pacienta a ochrany dat,
véetné a bez omezeni téch opatfeni, ktera byla uloZena kontrolory
dat podle zakona & 101/2000 Sb. o ochrané osobnich udaji ve
znéni pozdéjich zakonl. Zkousejici bude odpovédny jménem
Poskytovatele zdravotnich sluzeb za ziskéni podepsaného
dokumentu Informace pro pacienta a informovaného souhlasu (ICF)
od kazdého studijniho pacienta pfed tcasti pacienta ve Studii. .
AbbVie poskytne Poskytovateli zdravotnich sluzeb navrh
akceptovatelného ICF pro ucel Studie, ktery povoli spole¢nosti
AbbVie a jeho zastupcim zapojenym do Studie nebo hodnoticim
Studii, aby méli pfistup, zpracovavali, ziskavali kopie, pfevadéli a
ukladali studijni adaje a ktery bude spliiovat Protokol a musi byt v
souladu s: Harmonizovanymi tripartitnimi pokyny pro Spravnou
klinickou praxi (ICH) Mezinarodni konference pro hammonizaci,
viemi platnymi zakony a zakonnymi nafizenimi; a musi byt schvalen
pisemnou formou ze strany EK a spolecnosti AbbVie Ucast
studijniho pacienta ve Studii bude zavisla na podepsani fadného
ICF.

(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 Health Care Provider for
obtaining a signed Patient Information Sheet and Informed
Consent Form ("ICF") from each Study subject prior to the
subject's participation in the Study. AbbVie will provide a drait
of an acceptable ICF to Medical Services Provider for the
purposes of the Study. The ICF must permit AbbVie and its
representatives involved with or evaluating the Study to
access, process, obtain copies, transfer and retain Study data.
Each ICF must conform with the Protocol and be compliant
with: International Conference on Harmonisation, Harmonised
Tripartite Guidelines for Good Clinical Practice (ICH); all
applicable laws and regulatory requirements; and must be
approved in writing by the EC and AbbVie. A Study subject’s
participation in the Study will be contingent upon execution of
a proper ICF.

(b) Pokud Poskytovatel zdravotnich sluzeb a/nebo Zkousejici
shromazdi, uloZi, zpracuje nebo poskytne informace, které
identifikuji nebo v kombinaci s jinymi informacemi identifikuji Zijiciho
jedince, véetné& studijnich pacientll a jinych osob (¢astnicich se
Studie nebo do ni zapojenych (,osobni_udaje”), uéini tak pouze v
souladu s touto Smlouvou, se viemi platnymi zakony a s pisemnymi
pokyny spole¢nosti AbbVie. Poskytovatel zdravotnich sluzeb a
Zkousejici budou mit zavedena bezpe&nostni opatfeni k zajisténi
diivérnosti a bezpeénosti osobnich, tdaju. Poskytovatel zdravotnich
sluzeb a Zkousejici budou okamzité informovat spoleénost AbbVie o
jakémkoliv neopravnéném pristupu nebo poskytnuti osobnich Udaju

(b) Where Health Care Provider and/or Investigator
collects, retains, processes or discloses information identifying
or, in combination with other information, identifiable to a living
individual, including Study subjects and others 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 instructions. Health Care Provider
and Investigator shall maintain appropriate safeguards to
ensure the confidentiality and security of the Personal Data.
Health Care Provider and Investigator shall promptly inform
AbbVie about any unauthorized access to or disclosure of
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(,Poruseni zabezpeceni"), v€etné doby a povahy poruseni
zabezpedeni, a podniknou veskeré pfimérfené kroky k napravé
poruseni zabezpeteni.

Personal Data (“Security Breach”), including the timing and
nature of the Security Breach, and take all reasonable
measures to remedy the Security Breach.

(c) Zkousejici bere na védomi a souhlasi s tim, Ze pfiméje
v8echny dals$i zkousejici, aby vzali na védomi a souhlasili s tim, Zze
spoleénost AbbVie bude shromazdovat, pouzivat, zpracovavat a
zvefejiiovat osobni udaje ZkouSejiciho a dalSich zkousejicich,
véetné detaild, jako je jeholjeji jméno, adresa, kvalifikace a
zkusenosti s klinickymi studiemi. Dal§i pouZiti nebo zvefejnéni muze
zahrnovat finanéni informace (véetné vyplat odmén a nahrad),
vefejnou registraci Studie na internetovych strankach uréenych k
tomuto Ugelu, jako napf. www.clinicaltrials.gov, hodnoceni vhodnosti
Zkousejiciho pro budouci studie ze strany spole¢nosti AbbVie a pro
Ucely plnéni platnych zakonl. Zkou$ejici bere na védomi a
vyslovné souhlasi a pokusi se pfimét viechny dali zkousejici v
rdmci Studie k tomu, aby vyslovné souhlasili, Ze tyto informace
mohou byt v pfipadé potfeby poskytnuty pro tyto ucely etickym
komisim, vladnich organim a jinym spole¢nostem v rdmci skupiny
spoleénosti AbbVie se sidlem jak v zemi, kde se Studie provadi, tak
v jinych zemich, véetné Spojenych statd nebo jinde, jak vyZaduji
platné zakony, nebo podle potieby pro tcely spravné klinické praxe
nebo auditl nebo kontrol ochrany dat.

(c) Investigator acknowledges and consents to, and shall
cause all subinvestigators for the Study to acknowledge and
consent to, AbbVie's collection, use, processing, and
disclosure of Investigator's and sub-investigator'’s Personal
Data including details of his/her name, address, qualifications
and clinical trials experience. Additional uses or disclosures
may include financial information (including compensation and
reimbursement payments), public registration of the Study on
web sites designed for this purpose such as
www._clinicaltrials.gov,  assessments by  AbbVie of
Investigator’'s suitability for future studies, and for purposes of
complying with applicable laws. Investigator understands and
expressly agrees and shall cause all subinvestigators for the
Study to expressly agree that this information may, if
necessary for these purposes, be made available to ethics
committees, government authorities and other companies
within the AbbVie group of companies located both in the
country in which the Study is carried out and in other
countries, including in the United States or elsewhere as
required by applicable law or as necessary for the purposes of
Good Clinical Practice or data protection audits or inspections.

11. Publicita. Poskytovatel zdravotnich sluZeb nebude
poskytovat informace o existenci nebo podminkach této Smlouvy a
zajisti, aby informace o existenci nebo podminkach této Smilouvy
neposkytovala Pfijimajici strana, coz se také vztahuje na pouziti
nazvu, obchodni zndmky, servisni zndmky nebo loga spole¢nosti
AbbVie v jakékoliv publicité, reklamé nebo informacich, které se
poskytuji jakékoliv tfeti osobé nebo vefejnosti, bez predchoziho
pisemného schvaleni spole¢nosti AbbVie. Bez ohledu na vyse
uvedené obé smluvni strany berou na védomi, Ze podminky této
Smlouvy, véetné ¢astky jakékoliv platby provedené na zakladé této
Smlouvy, mohou byt vyzrazeny a zvefejnény tou smluvni stranou,
které to uklada zakon nebo jiny pfedpis, zejména zakon ¢&. 106/1999
Sb. o svobodném piistupu k informacim.

11. Publicity. Health Care Provider shall not and shall
ensure Receiving Party shall not disclose the existence or
terms of this Agreement or use the name, trademark,
servicemark or logo of AbbVie in any publicity, advertising or
information, which is disseminated to any third person or to the
general public without AbbVie's prior written approval.
Nothwithstanding the foregoing, each party agrees that the
terms and conditions of this Agreement, including the amount
of any payment made hereunder, may be disclosed and made
public by such party as required by law or regulation, including
but not limited to Act No. 106/1999 Coll. On Free access to
information.

12. Vynalezy.V8echny informace, vyndlezy, Udaje nebo objevy
(at' uz patentovatelné nebo zpusobilé k zapisu autorského prava Ci
nikoliv), inovace, komunikace nebo zpravy, koncipované,
zredukované pro praxi, vypracované, vytvofené nebo vyvinuté
Pfijimajici stranou, které jsou vysledkem pouziti libovolnych
Materialll studie nebo provedeni Studie (spole¢né ,Dusevni
viastnictvi“), budou neprodlené pfedany spole¢nosti AbbVie a
Poskytovatel zdravotnich sluzeb a Zkou$ejici timto postupuji
spole¢nosti AbbVie vSechna prava Poskytovatele zdravotnich
sluzeb a Zkousejiciho na dané Dusevni vlastnictvi, tituly k nim a
G&asti v nich. Poskytovatel zdravotnich sluZeb souhlasi s tim, Ze na
Z2adost a na naklady spole¢nosti AbbVie bude na kazdé Pfijimajici
strané, ktera bude pomahat v provadéni Studie, poZadovat
podepsanf takovych dokumentl a podniknuti takovych ukond, nebo
necha kazdou Pfijimajici stranu podepsat takové dokumenty a
podniknout takové kroky, které budou podle spole¢nosti AbbVie
nezbytné nebo vhodné k ziskani patentu nebo jiné vlastnické
ochrany, vztahujici se na cokoliv z vySe uvedeného, jménem
spole¢nosti AbbVie..

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

13. Publikace a prezentace.

13. Publications and Presentations.

(a) Pozadavky na publikaci. Za ucelem zajiSténi nejvyssi

(a) Publication Regquirements. To foster the highest
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kvality postup(i ve vztahu k védeckym publikacim, véetné rukopis(,
souhrnd a plakatovych nebo Ustnich prezentaci (spoleéné jako
Publikace") ma spole¢nost AbbVie zdjem na transparentnosti a
etickych publikaénich praktikach. V pfipadé, 2e Pfijimajici strana
bude autorem néjaké Védecké publikace vychazejici ze Studie a
fizené Piijimajici stranou, Poskytovatel zdravotnich sluZzeb bude na
Prijimajici strané poZadovat, aby do kazdého zvefejnéni vysledkil
Studie zafadila nasledujici uznavaci text (definovany niZe) a
zvefejnila véechny finanéni zajmy v souladu s poZadavky na
pfispévky na kongresech/do &asopist: ,Tento vyzkum sponzorovala
a financovala spoleénost AbbVie Inc." AbbVie kromé& toho
doporuéuje dodrzovat Doporuceni pro VVédecké publikace, uvedeng
v Priloze B, pfipojené k této Smlouvé a tvofici jeji soudast.

standards of conduct related to scientific publications,
including manuscripts, abstracts, and poster/oral presentations
(collectively, “Publication(s)’), AbbVie is committed to
transparency and ethical publication practices. If a Receiving
Party serves as an author on a Scientific Publication
emanating from the Study managed by Receiving Party,
Health Care Provider shall require Receiving Party to include
the following acknowledgement language in any Study Results
Disclosure (defined below) and any financial disclosure,
subject to compliance with congress/journal submission
requirements: "This research was sponsored and funded by
AbbVie Inc.” In addition, AbbVie recommends compliance
with the Recommendations for Scientific Publications set forth
in Exhibit B attached hereto and incorporated herein.

(b) Postupy. Jakozto spole¢nost povéfena zadavatelem Studie
si spoleénost AbbVie vyhrazuje prvni pravo zverejnit vysledky Studie
prostfednictvim Publikace nebo jakoukoliv jinou vefejnou publikaci
(spoleéné ,Zvefejnéni studijnich vysledkd"). V této souvislosti podle
toho, co nastane dfive, zda (i) Zvefejnéni studijnich vysledki
spoleénosti AbbVie nebo zda uplyne (i) dvanact (12) mésicl po
dokongeni nebo ukonéeni Studie na vdech studijnich mistech, bude
mit Poskytovatel zdravotnich sluzeb a Zkousejici pravo pfipravit a
predlozit k publikaci Zvefejnéni studijnich vysledkd v pfisluénych
védeckych &asopisech nebo jinych profesnich publikacich. Pokud
Poskytovatel zdravotnich sluzeb nebo Zkousejici pfipravi Zverejnéni
studijnich vysledki, poskytne Poskytovatel zdravotnich sluZzeb nebo
vyzada od Zkousejiciho, aby poskytl spole¢nosti AbbVie miniméainé
$edesat (60) dnli pfed jakymkoliv pfedloZzenim prace pro Zveféjnéni
studijnich vysledk( jeho navrh ke kontrole a pfipominkam ze strany
spolegnosti AbbVie, aby se zjistilo, zda je v nich obsaZen jakykoliv
patentovatelny material nebo davérné informace spolecnosti AbbVie
(jiné nez vysledky Studie vytvofené podie této Smiouvy). Spolecnost
AbbVie zasle komentafe zpét Poskytovateli zdravotnich sluzeb nebo
Zkousejicimu do 3edesati (60) dni po pfijeti navrhu Zvefejnéni
studijnich  vysledkd (,Kontrolni obdobi”). Dale Poskytovatel
zdravotnich sluZzeb nebo Zkousejici odloZi jakékoliv Zvefejnéni
studijnich vysledkd o dal$ich $edesat (60) dnG kromé& Kontrolniho
obdobi v pfipadé, Ze to bude vyzadovat spolecnost AbbVie, aby
mohla spoleénost AbbVie zajistit patentovou nebo jinou ochranu
viastnictvi (,Obdobi odkladu”). Poskytovatel zdravotnich sluZeb
souhlasi a bude po Zkousejicim poZadovat, aby udrZel Zvefejnéni
studijnich vysledkd v davémosti do vyprSeni Kontrolniho obdobi,
pokud se tak spolegénost AbbVie rozhodne, do vyprseni Obdobi
odkladu. Poskytovatel zdravotnich sluzeb bere na védomi, 2e bude
po Zkou$ejicim poZadovat, aby souhlasil s tim, Ze budou Fadné
posouzeny pozndmky spoleénosti AbbVie a dale budou Davérné
informace spoleénosti AbbVie (jiné nez vysledky Studie vytvofené
na zakladé této Smlouvy) vyfiaty z jakéhokoliv Zvefejnéni studijnich
vysledki. V piipadé, 2e se Poskytovatel zdravotnich sluzeb nebo
Zkousejici a spole€nost AbbVie [i§i ve svém nazoru nebo
interpretaci dat ve Zvefejnéni studijnich vysledk, smluvni strany
vyfesi tyto rozdily v dobré vife formou vhodné védecké debaty.

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

14. Prohla$eni a zaruky. Poskytovatel zdravotnich sluZeb | 14. Representations and Warranties. Health Care
prohlasuje a zarucuje, Ze: Provider represents and warrants that:
(a) podminky této Smlouvy jsou platnymi a zavaznymi | (a) the terms of this Agreement are valid and binding

povinnostmi Poskytovatele zdravotnich sluzeb a nejsou v rozporu s
jakymkaliv jinym smluvnim nebo pravnim zavazkem, ktery mizZe
Poskytovatel zdravotnich sluzeb nebo Zkousejici mit, nebo s
politkami a postupy Poskytovafele' zdravotnich sluzeb nebo
politikami a postupy jakéhokoliv Poskytovatele zdravotnich sluZeb

obligations of Health Care Provider, and are not inconsistent
with any other contractual or legal obligation it or Investigator
may have or with Health Care Provider's policies and
procedures or the policies and procedures of any Health Care
Provider or company with which each of Health Care Provider
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nebo spolecnosti, se kterou je Poskytovatel zdravotnich sluzeb nebo
ZkouSejici spojen;

or Investigator is associated;

(b} provadéni sluzeb a pfijeti odmény Poskytovatelem
zdravotnich sluZeb, véetné piijeti jakychkoliv jidel a/nebo nahrad
ptimé&fenych vydajd na setkdni Zkousejicich nebo jind setkani
poZzadovang spolecnosti AbbVie, které mohou byt poskytovany
Zkous$ejicimu nebo Poskytovateli zdravotnich sluzeb (véetné jeho
zaméstnancl a zastupcl) podle této Smlouvy, je v souladu se véemi
politikami a postupy Poskytovatele zdravotnich sluzeb, a Ze pinéni
téchto sluzeb ze strany ZkouSejiciho nepfedstavuje stiet zajml s
oficialnimi povinnostmi Zkousejiciho;

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

(c) Zkousejici od Poskytovatele zdravotnich sluZzeb obdrzel
viechna poZadovana opravnéni v pisemné formé nebo jinak, a to
pro realizaci sluZzeb Zkou$ejicim pro pfijeti jakychkoliv jidel a/nebo
nahrad pfiméfenych nakladd na setkani Zkou&ejicich nebo jina

(c) Investigator has received any required authorization,
written or otherwise, from Health Care Provider for
Investigator's performance of the services and acceptance of
any meals and/or reimbursement of reasonable expenses for

zkudenosti, schopnosti, adekvatni populaci pacientd a prostiedky,
véetné dostate€ného personadlu a zafizeni, k efektivnimu a
operativnimu provadéni Studie profesionédlnim a kompetentnim
zplsobem;

setkani poZadovana spolecnosti AbbVie, ktera mohou byt | investigator meetings or other AbbVie required meetings,
poskytovana Zkousejicimu podle této Smiouvy; which may be provided to Investigator hereunder;
(d) Poskytovatel zdravotnich sluzeb a Zkousejici maji | (d) Health Care Provider 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) v8ichni dal8i ZkousSejici, které Poskytovatel zdravotnich
sluzeb vyuzije pro Studii, budou vybrani na zakladé zvazeni
néasledujiciho: (i) Skoleni a kvalifikace v pfislusnych oblastech; (ii)
vhodnych vyzkumnych prostor; (iii) zkuSenosti s relevantni populaci
pacientd, aby byla u dalsiho zkouSejiciho piiméfené vysoka
pravdépodobnost naboru vhodnych Gcastnikl vyzkumu a pribéhu
Studie az k jejimu dokonéeni; (iv) pfedchozich zkuSenosti ve
védeckém vyzkumu nebo klinické praxi; a (v) schopnosti provadét
Studii v souladu s platnymi pravnimi a zakonnymi poZadavky;

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

f) (i) Zkousejici je &lenem Ceské lékafské komory a je
opravnén provadét lékariské povoldni v oblasti, ve které je studie
provadéna, (ii) Zkousejici nebyl podminéné vyloucen ¢i vyloucen z
Ceské lékarské komory..V pfipadé, Zze by Zkousejici byl podminéné
vylou€en ¢&i vylouden, bude Poskytovatel zdravotnich sluzeb
okamzité informovat spole¢nost AbbVie, a spolenost AbbVie bude
mit pravo tuto Smlouvu vypovédét na zakladé pisemné vypovédi
s 30 denni vypovédni lhdtou, kterd poc¢ind bézet prvnim dnem
mésice ndsledujiccho po dorudeni vypovédi Poskytovateli
zdravotnich sluzeb; a

f) (i) Investigator is a member of the Czech Medical
chamber and is entitled to practise in the medical profession
in the jurisdiction in which the Study is being performed, (ii) the
Investigator has never been conditionally excluded or
excluded from the Czech Medical chamber. In case that the
Investigator was conditionally excluded or excluded, the
Health Care Provider shall immediately notify AbbVie, and
AbbVie shall have the right to terminate this Agreement upon
written termination statement with a 30 day notice which starts
on the first day of the month following the receipt of the notice
by Health Care Provider; and

(g) Poskytovatel zdravotnich sluzeb souhlasi s tim, ze pokud
se objevi jakékoliv vyznamné zmény bé&hem doby trvani této
Smlouvy s chledem na okolnosti tykajici se této Smlouvy (napf.
dojde ke zméné politiky nebo postupu, ktery by mohl byt pfimérené
interpretovan tak, Ze ovliviiuje majetek Poskytovatele zdravotnich
sluzeb nebo zapojeni Zkousejiciho do této Smloyvy), bude okamzité
informovat spoleénost AbbVie pisemnou formou“ o jakychkoliv
zménach.

(9) if any significant changes occur during the Term with
regard to the circumstances surrounding this Agreement (e.g.,
there is a change in a policy or procedure that could
reasonably be interpreted to affect the propriety of Health Care
Provider or Investigator's involvement in this Agreement),
Health Care Provider agrees to immediately notify AbbVie in
writing of any such changes.

smluvnich stran (,Datum léinnosti") a vyprsi k datu spinéni viech

15. Platnost smlouvy a vypovéd. 15. Term and Termination.
(a) Tato Smlouva bude platnda od data podpisu vSech | (a) This Agreement will be effective as of the date this

Agreement is fully executed by all parties (the “Effective
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zavazkl smiuvnich stran podle této Smiouvy (,doba platnosti®),
pokud neni ukonéena dfive, jak stanovuje €ast 15(b) niZe.

Date")and shall expire on the date of completion of all the
obligations of the parties hereunder (the “Term"), unless it is
terminated earlier as provided in Section 15(b) below.

(b) Tato Smiouva mii2e byt vypovézena na zakladé pisemné
vypovédi s 30 denni vypovédni lhltou, ktera poéind bé&Zet prvnim
dnem mésice nasledujiciho po doruéeni vypovédi druhé strané:

(b) This Agreement may be terminated upon written
termination statement with a 30 day notice which starts on the
first day of the month following the receipt of the statement to
another party:

(iy bud spoleénosti AbbVie nebo Poskytovatelem zdravotnich
sluzeb pokud (A) druhd smluvni strana porusita zavaZznym
zpGisobem podminky této Smlouvy a toto zdvazné porudeni neni
odstranéno v nasledujicich 30 dnech po doruéeni pisemné vyzvy
k napravé od poskozené strany, nebo (B) v pfipadé ukonceni Studie
ze strany SUKL nebo Uradu pro léky a potraviny Spojenych statu
(.EDA") nebo jakéhokoliv jiného vladniho nebo zékonného organu;

(i) by either AbbVie or Health Care Provider upon
written notice to the other party if: (A) the other party has
violated a material term of this Agreement and such violation
has not been remedied in the additional 30 day period, which
begins on the date of receipt of the written notice to remedy by
the breaching Party; or (B) in the event of termination of the
Study by SUKL or the United States Food and Drug
Administration (the "EDA") or any other governmental or
regulatory authority;

(i) spoleénosti AbbVie, a to i bez uvedeni diivodu

ii) by AbbVie without cause .

(c) Vypovézeni nebo vyprseni této Smlouvy nebude oviiviiovat
jakékoliv prava nebo zavazky, které vznikly dfive. V pripadé
pfedéasného ukondeni této Smlouvy Poskytovatel zdravotnich
sluzeb budto vhodnym zplisobem stahne nebo pferusi vSechny v té
dobé& zapojené pacienty nebo dokonéi Studii pro pacienty zapojené
v dané dobé, pokud to vyZzaduje pfijata lIékarska praxe. ’

{(c) Termination or expiration of this Agreement will not
affect any rights or obligations which have accrued prior
thereto. In the event of premature temination of this
Agreement, Health Care Provider will either appropriately
withdraw and discontinue all then-enrolled subjects or
complete the Study for then-enrolled Study subjects where
required by accepted medical practice.

16. Odskodnéni. 16. Indemnification.
(a) Spoleénost Abbvie se zavazuje, Ze v piipadé, ze | (a) AbbVie undertakes that in case the Health Care

Poskytovatel zdravotnich sluzeb ¢&i Zkousejici budou na zéakladé
pravomochého rozhodnuti povinni nahradit subjektu Studie, popf.
dal§im opravnénym osobam:

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

- nemajetkovou Ujmu zplsobenou v disledku provadéni Studie,
nahradi AbbVie Poskytovateli zdravotnich sluzeb ¢&i Zkousejicimu
dastky, které tito budou povinni z vySe uvedenych tituld uhradit
subjektu Studie &i opravnénym osobam.

Abbvie v$ak neni povinen Poskytovateli zdravotnich sluzeb &i
Zkousejicimu tyto &astky uhradit v ptipadé, kdy 8koda vznikla pouze
v disledku porugeni této smlouvy &i pravnich pfedpisG ze strany
Poskytovatele zdravotnich sluzeb ¢&i zkousejiciho (zanedbani,
nedbalost, zamérny prohfe$ek, nedodrzenim pravnich predpist
Poskytovatelem zdravotnich sluZeb, Zkou$ejicim nebo jinym
zaméstnancem provadéjicim sluZzby na zakladé této Smiouvy).

AbbVie rovnéZ neni povinna poskytnout Poskytovateli zdravotnich
sluzeb a Zkousejicimu pinéni dle tohoto ¢Elanku 16. v rozsahu, v
jakém $koda anebo nemajetkova Udjma wvznikly, v disledku
nedodrzeni Protololem stanovenych postupl ze strany
Poskytovatele zdravotnich sluzeb nebo ZkouS$ejiciho.

Provider or the Investigator is obliged, on the basis of a final
and conclusive judgment, to pay compensatory damages to a
Study subject and/or to any other beneficiaries for:
- any damage caused in consequence of the Study (result of
the use of the Study Product or performance of Protocol
mandated procedures during the Study)

- other than proprietary loss caused in the consequence with
the Study, AbbVie shall reimburse to the Health Care Provider
or the Investigator the amounts the Health Care Provider or
the Investigator will be obliged to pay to the Study Subject or
beneficiaries on the basis of the aforementioned terms.

However, the Sponsor is not obliged to reimburse such
amounts to the Health Care Provider or the Investigator if the
damage was caused by the breach of the present Agreement,
negligence, recklessness, wilful misconduct or a lack of
compliance with legal regulations by any of Health Care
Provider, Investigator, or other qualified employees or agents
of Health Care Provider or Investigator performing services
under this Agreement. Further, AbbVie's indemnification
obligation applies only if Study Product is used and Protocol
mandated procedures are performed during the Study in
accordance with the Protocol, with accepted medical practice
and with any other written instructions furnished by AbbVie.

(b) Vyse uvedena dohoda o poskytnuti odskodnéni pfijemcim
oddkodnéni je podminéna nasledujicimi povinnostmi pfijemcl
odskodnéni:

(b) The foregoing agreement to indemnify Indemnitees is
conditioned upon the following obligations of Indemnitees to:
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(i) pisemné informovat spoleénost AbbVie o jakémkoliv
pisemné vzneseném naroku nebo soudnim fizeni na adresy
uvedené v &asti 23 této Smlouvy, a to do patnacti (15) dnd poté, co
pfijemci od8kodnéni obdrzeli pisemné oznameni o daném naroku
nebo soudnim fizeni

(i) advise AbbVie of any written claim or lawsuit, in
writing to the addresses stated in Section 23 of this
Agreement, within fifteen (15) days after Indemnitees has
received written notice of said claim or lawsuit.

(i) poskythout spole€nosti AbbVie a jejim zastupcim
soudinnost pfi vySetfovani a obhajobé v jakémkoliv soudnim sporu
a/nebo naroku, za ktery se poskytuje od$kodnéni; a

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

neuzavirat dohody ani nijak mimosoudné& neurovnavat
fizeni bez predchoziho

iii)
jakykoliv takovy narok nebo soudni
pisemného souhlasu spole¢nosti AbbVie;

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

17. Pfimé poskozeni pacienta. Pokud se v pribé&hu Studie
projevi u pacienta poskozeni v pfimém dlsledku Studijniho produktu
nebo {adné provadénych postupl vyZzadovanych Protokolem
(.Pfimé poskozeni pacienta”), spole¢nost AbbVie souhlasi s tim, ze
uhradi veSkeré piiméfené lékafské vylohy nezbytné k lécbé
takového pfimého poskozeni pacienta, pokud studijni pacient (i) pinil
pokyny Zkous$ejiciho, a (ii) neni mu jinym zpuisobem uhrazeno
odskodnéni ze zdravotniho pojisténi. Vyse uvedené se nebude
vztahovat na situaci, kdy k Pfimému pos$kozeni pacienta dojde
pouze v disledku jednani Poskytovatele zdravotnich sluZeb nebo
Zkousejiciho nebo jejich neplnéni Protokolu. Pfimé pogkozeni
pacienta nezahrnuje pfirozenou progresi jakékoliv dfive existujici
choroby nebo jakékoliv wvychozi choroby, at uz byla dfive
diagnostikovana ¢i nikoliv. -

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 Pratocol ("Subject Direct Injury”), AbbVie agrees to pay all
reasonable medical expenses necessary to treat such Subject
Direct Injury, provided that the Study subject (i) follows the
directions of the investigators, and (ii) is not otherwise
reimbursed by medical insurance. The foregoing shall not
apply where the Subject Direct Injury is only due to the act of
Health Care Provider or Investigator, or their failure to follow
the Protocol. Subject Direct Injury does not include the natural
progression of any pre-existing disease or any underlying
illness, whether or not previously diagnosed.

18. Pojisténi. Poskytovatel zdravotnich sluzeb prohlasuje, Ze
ma v souladu se zakonem ¢. 372/2011 Sb., o zdravotnich sluzbach,
ve znéni pozdéjsich pfedpisl, uzavfené pojisténi odpovédnosti za
8kodu zplisobenou v souvislosti s poskytovanim zdravotnich sluzeb.
Spole¢nost AbbVie prohlasuje, Ze zadavatel Studie uzavfel
v souladu s pravnimi pfedpisy pojisténi, jehoz prostfednictvim je
zajisténo i odskodnéni v pfipadé smrti subjektl hodnoceni nebo v
pfipadé 8kody vzniklé na zdravi subjektd hodnoceni v dusledku
provadéni Studie, jak je uvedeno v pravnich predpisech.

18. Insurance. The Health Care Provider declares to
have in accordance with Act No. 372/2011 Coll. on Public
Health Care Services, as amended, liability insurance for
damage caused in connection with the provision of health care
services. AbbVie declares that Study Sponsor has liability
insurance in accordance with the law through which
compensation is provided in the case of death of subjects or in
the case of damage to health of the Study subjects as a result
of the Study implementation as set forth in the law.

19. Vylouceni a vyfazeni. Poskytovatel zdravotnich sluzeb
prohladuje a zaruCuje, Z2e on sam, a Z2e ma za to, Ze ani jeho
zaméstnanci véetné Zkousejiciho, zastupcli a smluvnich dodavateld
provadéjicich sluzby podle této Smlouvy, vcCetné dalsich
zkousSejicich, nikdy nebyli a ani v souéasnosti nejsou vylouéenou
pravnickou nebo fyzickou osobou, vyfazenou pravnickou nebo
fyzickou osobou nebo usvédéenou pravnickou nebo fyzickou
osobou, ani nejsou pfedmétem fizeni, v jehoz disledku by takovy
statut mohli ziskat, ani nejsou uvedeni na rejstiiku
diskvalifikace/omezeni vedenym FDA pro klinické zkousejici.
Poskytovatel zdravotnich sluzeb se dale zavazuje, prohlasuje a
zaruuje, 2e pokud se béhem doby platnosti této Smlouvy
Poskytovatel zdravotnich sluZzeb nebo kterykoliv ze zaméstnanch
Poskytovatele zdravotnich sluzeb, o kterych se to Poskytovatel
zdravotnich sluzeb dozvi, véetné Zkousejicihp, zastupcl nebo
dalsich zkousejicich, ktefi provadsji sluzby podle “této Smlouvy,
stanou vyloucenou pravnickou nebo fyzickou osobou, vyfazenou
pravnickou nebo fyzickou osobou nebo usvédéenou prévnickou
nebo fyzickou osobou nebo budou pfedmétem fizeni, v jehoz
dusledku by takovy statut mohli ziskat, nebo jsou pfidani do rejstiiku
diskvalifikace/omezeni vedenym FDA pro klinické zkousejici, bude
Poskytovatel zdravotnich sluZzeb okamzité informovat spolenost

19. Debarment and Exclusion. Health Care Provider
represents and warrants that Health Care Provider and to the
best of its knowledge, none of its employees , including
Investigator, 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 Health Care Provider or such employees, agents or
subcontractors becoming, as applicable, a Debarred Entity or
Individual, an Excluded Entity or Individual or a Convicted
Entity or Individual nor are they listed on the FDA's
Disqualified/Restricted List for clinical investigators. Heaith
Care Provider further covenants, represents and warrants that
if, during the Term, Health Care Provider, or any of Health
Care Providers employees, Health Care Provider including
Investigator, agents or subcontractors, including any
subinvestigators, performing services hereunder, becomes or
is the subject of a proceeding that could lead to that party
becoming, as applicable, a Debarred Entity or Individual, an
Excluded Entity or Individual or a Convicted Entity or Individual
or added to FDA's Disqualified/Restricted List for clinical
investigators, Health Care Provider will immediately notify
AbbVie, and AbbVie will have the right to terminate this
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AbbVie a spoleénost AbbVie bude mit pravo tuto Smiouvu
vypovédét. Ustanoveni tohoto paragrafu tykajici se oznameni
jednani vzniklych béhem doby platnosti Smlouvy bude v platnosti i
po ukonéeni nebo vyprieni této Smlouvy. Pro ucely tohoto
ustanoveni se budou aplikovat nasledujici definice:

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) .Vyloucena fyzickd osoba” je fyzicka osoba, ktera byla ze
strany FDA podle hlavy 21 Kodexu Spojenych statd (USC), § 335a
(a) nebo (b) jakymkoliv kompetentnim organem, véetné jakéhokoliv
mistné kompetentniho organu, vylouena z poskytovani jakychkoliv
sluzeb osobé, ktera ma schvalenou nebo dosud nevyfizenou zadost
0 registraci lIé€ivého pripravku.

(a) A "Debarred Individual” is an individual who has been
debarred by the FDA pursuant to Title 21 of the United States
Code ("USC") Section 335a (a) or (b) 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} Vylou¢ena pravnickd osoba” je spole¢nost, spolecny
podnik nebo sdruzeni, kterd byla ze strany FDA podle hlavy 21
USC, § 335a (a) nebo (b) jakymkoliv jinym kompetentnim orgédnem,
véetné jakéhokoliv mistné pfislusného organu, vyloucena z
podavani nebo asistenci pfi podavani jakékoliv zjednoduené
Zadosti o registraci léciva, nebo dcefina spoleénost &i pobocka
Vylougené pravnické osoby.

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

(c) Vyrazena fyzickd osoba" nebo ,Vyfazena pravnicka
osoba" je (i) fyzickd nebo pravnickd osoba, kterd byla vyfazena,
vylouéena, suspendovana nebo jinym zplsobem shledana
nezplsobilou generainim inspektorem (OIG/HHS) U.S. Department
of Health and Human services pro ucast ve zdravotnich vladnich
programech, jako je Medicare nebo Medicaid; nebo (ii) fyzicka nebo
pravnicka osoba, ktera byla vyfazena, vyloudena, nebo jinak
shledana nezpUsobilou pro uéast ve federalnich programech, kde se
zadavaji vefejné zakazky, jakoz i programech, kde se vefejné
zakazky nezadavaji, a to véetné téch, které byly vyhladeny ufadem
U.S. General Services Administration (GSA).

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

(d) ,Usvédéena fyzickd osoba” nebo ,Usvédéena pravnicka

osoba” je fyzickd nebo pravnickda osoba, kterd byla usvédéena z
trestného ¢inu, ktery spada pod pusobnost hlavy 21 USC § 335a(a)
nebo pod hlavu 42 USC § 1320a — 7(a), ale nebyla dosud vyfazena,
vylouéena, suspendovana nebo jinak prohladena za nezplsobilou.

(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) .Rejsttik diskvalifikace/omezeni vedeny FDA" je seznam
klinickych zkousejicich, kterym je zamezeno, aby pfijimali zkoumana
lé¢iva, biologické latky nebo zafizeni, pokud FDA rozhodla, ze
Zkousejici opakované nebo zdmérné nepinili zakonné pozadavky
pro studie nebo pfedlozZili zadavateli studie nebo FDA falesné
informace.

(e) "EDA’s Disqualified/Restricted List’ is the list of
clinical investigators restricted from receiving investigational

drugs, biologics, or devices if FDA has determined that the
investigators have repeatedly or deliberately failed to comply
with regulatory requirements for studies or have submitted
false information to the study sponsor or the FDA.

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

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

21. Postoupeni.  Poskytovatel zdravotnich sluzeb nemize
postoupit tuto Smiouvu na jakoukoliv jinou stranu ani zadat formou
subdodavky své sluzby podle této Smlouvy bez predchoziho
pisemného souhlasu spolenosti AbbVie. Jakykoliv pokus o
postoupeni bez predchoziho pisemného souhlasu bude neplatny a
neucinny a bude pfedstavovat zavaZné porudeni této Smlouvy.
Jakykoliv povoleny postupnik na sebe pfevezme veskeré povinnosti
Poskytovatele zdravotnich sluZeb podle této Smlouvy. Postoupeni
nebude zbavovat Poskytovatel zdravotnich sluzeb odpovédnosti za
plnéni jakékoliv vzniklé povinnosti. Dale v pfipadé, kdy je

21. Assignment. Health Care Provider may not assign
this Agreement to any other party, or subcontract any of its
services hereunder, without AbbVie's prior written consent.
Any attempted assignment without AbbVie's prior written
consent will be null and void and will constitute a material
breach of this Agreement. Any permitted assignee shall
assume all obligations of Health Care Provider under this
Agreement. Assignment shall not relieve Health Care Provider
of responsibility for the performance of any accrued obligation.
Further, in the event that Health Care Provider is permitted to
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Poskytovateli zdravotnich sluzeb povoleno zadat jakykoliv zavazek
podle podminek této Smlouvy na jakoukoliv tfeti stranu, podepise
smluvni dodavatel smlouvu, ktera ho zavazuje plnit podminky této
Smlouvy, a Poskytovatel zdravotnich sluzeb bude nadéle
odpovédny a bude zodpovidat za jednani nebo opomenuti té&chto
subdodavatelskych cinnosti do stejné miry, jako by tyto &innosti
provadélo Poskytovatel zdravotnich sluzeb samo.

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 Health Care Provider shall remain responsible and liable
for the acts or omissions of such subcontractor activities as if
such activities had been performed by Health Care Provider.

22, Dalsi zkousejici. Poskytovatel zdravotnich sluzeb nebude
pro Studii vyuZivat 2Zadné daldi zkousejici bez predchoziho
pisemného souhlasu spoleénosti AbbVie. Dale s ohledem na
jakéhokoliv  dalSiho zkousejiciho, ktery neni zaméstnan u
Poskytovatele zdravotnich sluZeb:

22. Subinvestigators. Health Care Provider will not use
any other investigators for the Study without AbbVie's prior
written consent. In addition, as to any such subinvestigator not
employed by Health Care Provider, Health Care Provider will:

(a) Poskytovatel zdravotnich sluZeb zajisti podpis smlouvy ze strany
takového dal$iho zkousejiciho ve formé pfijatelné pro spole¢nost
AbbVie, ktera bude zavazovat tohoto dal$iho zkousejictho k plnéni
podminek této Smiouvy, a

(a) have any such subinvestigator execute an agreement in a
form acceptable to AbbVie obligating such subinvestigator to
comply with the terms and conditions hereof, and

(b) Poskytovatel zdravotnich sluZeb ziska potvrzeni zaméstnavatele
takového Zkousejiciho o tom, Ze se tento Zkousejici podili na Studii
a je povinen plnit podminky této Smlouvy.

(b) obtain an acknowledgement by such subinvestigator's
employer that such subinvestigator is participating in the Study
and is obligated to comply with the terms and conditions
hereof.

23. Oznameni. Jakékoliv oznameni vyZadované nebo jinak
provedené podle této Smlouvy bude mit pisemnou podobu, bude
osobné doruéeno nebo zaslano doporuéenou postou s doruéenkou
nebo pomoci uznané kuryrni sluzby, fadné adresované nebo
pomoci faxu s potvrzenym pfijetim a bude zasldno na adresu
uvedenou nize. Oznameni budou povaZovana za Géinna (a) k datu
pfijeti, pokud jsou osobné doru¢ena nebo zaslana doporu¢enou
postou nebo uznanym kuryrem, nebo (b) k datu potvrzeného
doruceni, pokud je zaslano faxem.

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

Zasilky pro Poskytovatel zdravotnich sluzeb:

Fax: Zasilky pro spoleénost AbbVie:

koiie iro:

If to Health Care Provider:

If to Investigator:

If to AbbVie:

with a copy to:
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24. Pietrvani. Bez ohledu na ukonéeni této Smlouvy z
jakéhokoliv divodu prava a povinnosti, které podle podminek této
Smlouvy pretrvaji ukoncéeni této Smlouvy, zlistanou v pIné platnosti
a ucinnosti.

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. Oddeélitelnost. Pokud bude jakékoliv ustanoveni, pravo
nebo napravné opatfeni uvedeno v této Smlouvé shledano soudem
kompetentni jurisdikce nevynutitelnym nebo nelcinnym, nebude
platnost a vynutitelnost zbyvajicich ustanoveni timto ovlivnéna.

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. Kopie. Tato Smlouva mize byt vyhotovena v jakémkoliv
poétu provedeni, z nichZ kazdé bude povaZovano za original, a
véechny spole¢né budou piedstavovat jednu a tutéz smlouvu.

26. Counterparts. This Agreement may be executed in
any number of counterparts, each of which shall be deemed to
be an original, and all of which together shall constitute one
and the same agreement.

27. Rozhodné pravo a Redeni sporfi. Tato Smlouva se bude
Fidit a bude vykladana v souladu se zakony Ceské republiky. Pravni
vztahy vznikajici z této Smlouvy, jakoz i pravni vztahy se Smlouvou
souvisejici, véetné otdzek platnosti a nasledkl neplatnosti se fidi
Ceskym pravem. Jakékoli spory vyplyvajici nebo souvisejici s touto
smlouvou budou rozhodovany vyhradné pfislusnymi soudy Ceské
republiky. V pfipadé jakéhokoli rozporu mezi ¢eskou a anglickou
jazykovou verzi smlouvy se upfednostni a pouzije &eska verze
smiouvy.

27. Governing Law and Dispute Resolution.  This
Agreement shall be governed by and construed in accordance
with the laws of the Czech Republic. Legal diputes arising from
this Agreement and the legal relations connected with the
Agreement, including issues of validity and the consequences
of invalidity are governed by Czech law.Health Care Provider.
Any disputes arising out of or related to this Agreement shall
be resolved exclusively by the competent courts of the Czech
Republic. In the event of any conflict between Czech and
English language versions of the Agreement, the Czech
version will prevail.

28. Celistvost Smlouvy. Tato Smlouva, véetné vSech jejich
vzorl, obsahuje tplnou dohodu smluvnich stran s ohledem na
pfedmét této Smlouvy a nahrazuje veskeré predchozi dohody a
Umluvy v této souvislosti. V pfipadé konfliktu mezi ustanovenimi
Protokolu a touto Smlouvou nebo jakymikoliv jejimi vzory bude mit
pfednost Protokol s ohledem na zalezZitosti védy, Iékafské praxe a
bezpecnosti studijniho pacienta. Ve vSech ostatnich zalezitostech
budou mit pfevahu ustanoveni této Smlouvy.

Smiluvni strany se dohodly, Ze tato smlouva mize byt s dale
uvedenou vyjimkou ménéna pouze pisemné prostfednictvim
vzestupné ¢&islovanych dodatki podepsanych v8emi smluvnimi
stranami. Smluvni strany nemusi uzavirat dodatek k této smlouvé v
pfipadé tzv. nepodstatnych zmén Protokolu. Nepodstatnou zménou
Protokolu se pfitom rozumi takovad zména Protokolu, ktera se v
souladu s pravnimi pfedpisy nemusi ohlasovat Statnimu ustavu pro
kontrolu léciv a etickym komisim a ktera neméni rozsah ¢i zplsob
provadéni Gkonl (zejména vy$etieni) provadénych Poskytovatelem
zdravotnich sluzeb ¢&i Zkou$ejicim v ramci Studie a nemd tedy
jakykoli vliv na vysi odmény za provadéni Studie &i jiné ceny
uvedené v této smlouvé. Nepodstatné zmény Protokolu jsou Gcéinné
dnem jejich doruéeni Zkou$ejicimu a Poskytovateli zdravotnich
sluzeb.

29. Entire Agreement. This Agreement, including all
exhibits hereto, contains the entire understanding of the
parties with respect to the subject matter herein and
supersedes all previous agreements and undertakings with
respect thereto. In the event of a conflict between provisions
of the Protocol and this Agreement or any exhibits hereto, the
Protocol shall control with respect to matters of science,
medical practice, and Study subject safety. In all other
matters, the provisions of this Agreement shall control.

The parties have agreed that the Agreement may only be
amended (with the below given exception) by written upwardly
numbered amendments signed by all parties. The Parties are
not obliged to make an amendment hereto in case of
unimportant changes of the Protocol. An unimportant change
of the Protocol means such change of the Protocol that need
not be, in accordance with the legal regulations, reported to
the State Health Care Provider for Drug Control and the ethics
committees and that does not change the extent or way of
performing the activities (especially the examinations)
performed by the Health Care Provider or the Investigator
within the Study, and that thus has no influence on the amount
of remuneration for the Study performance specified in the
Agreement. Unimportant changes of the Protocol come into
effect on the day of their delivery to the Investigator and the
Health Care Provider.
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NA DUKAZ CEHOZ smluvni strany nechaly tuto Smiouvu o klinické
studii podepsat svymi fadné opravnénymi zastupci.

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

ABB

By/p

Name

Title /

Date /

Abbvie s.r.0.,28.11. 2014

| agree to be
Agreement /

By / podpis:

Name / jmén

" Title / funkce:

Date / datum:

MASARYKUV ONKOLOGICKY USTAV

By / pod

Name/|j

Title / fun

Date / da

Masarykiv onkologicky ustav, prof. MUDr. Jan Zaloudik, CSc.

1.12.2014

nim tétoe Smlouvy.

1.12.2014
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halouzka
Text napsaný psacím strojem
Abbvie s.r.o., 28. 11. 2014 

halouzka
Text napsaný psacím strojem
Masarykův onkologický ústav, prof. MUDr. Jan Žaloudík, CSc.

halouzka
Text napsaný psacím strojem
1. 12. 2014

halouzka
Text napsaný psacím strojem
1. 12. 2014
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Exhibit A
BUDGET SUMMARY AND PAYMENT SCHEDULE
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Priloha A
ROZPOCET A PLATEBNI PLAN
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EXHIBIT B
PRILOHA B EXHIBIT B
DOPORUCENI PRO VEDECKE PUBLIKACE RECOMMENDATIONS FOR SCIENTIFIC PUBLICATIONS
1. Kritéria pro autorstvi. Na zakladé doporucenych postupl | 1. Criteria for Authorship. Based on the guidelines of

Mezindrodniho vyboru vydavateld zdravotnickych &asopis(
(ICMJE) musi byt autorstvi zaloZzeno na:

the International Committee of Medical Journal Editors
(ICMJE), authorship credit should be based on:

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

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

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

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

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

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

(d) souhlasu autora s tim, Ze bude odpovédny za v3echny aspekty
prace stim, 2e zajisti, aby problémy tykajici se pfesnosti nebo
integrity libovolné Casti prace byly fadné prozkoumany a vyfeSeny.

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

Aby mél potencialni autor zaruCeno autorstvi, musi splfiovat
vSechna &tyfi vySe uvedena kritéria.

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

2. Podékovani  zdravotnickym autordm a dal$im
pfispévatelim. Ti, ktefi vyznamnym zplsobem pfispéli ke Studii
nebo Védecké publikaci, ale nespliuji vy$e uvedena kritéria
autorstvi, musi byt uvedeni v ¢asti podékovani, véetné zvefejnéni
zdroji veskeré finanéni podpory, kterou tito pfispévatelé obdrzeli.
Kazdy musi poskytnout pisemné svoleni se svym uvedenim
v podékovani.

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

3. Stret zajml autora. V zajmu transparentnosti a zachovani
nejvy$éich moznych standardil chovani je tieba, aby autofi uvadéli
véechny finanéni, odborné nebo osobni vztahy, které by mohly
zpochybnit shodu autorovy prace s pfislu§nymi standardy ICMJE.
KaZdé uvedeni stietu zajmi by mélo: (a) popsat autorliv vztah
s AbbVie; (b) popsat pfipadnou ulohu AbbVie v uspofadani studie,
vyzkumu, analyze, sbéru dat, interpretaci dat, nebo pfi psani, revizi
¢i schvalovani V&decké publikace; a (c) identifikovat osoby, které
poskytly redakéni nebo technickou pomoc s Védeckou publikaci,
a uvést zdroje financovani takové pomoci.

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

4. Zavazek sestavovat vyrovnané a v&asné publikace.
Véechny Védecké publikace by mély byt zvefejnény véas,
v souladu se standardy daného odvétvi a sou€asnymi védeckymi
informacemi, a to pfesnym a vyrovnanym zplsobem, ktery
nevylu€uje ani nevhodné nepodcefiuje negativni informace
0 bezpec€nosti a zdravi.

4. Commitment to Balanced and Timely Publication.
All Scientific Publications should be published in a timely
manner, in accordance with industry standards, and present
scientific information in an accurate and balanced way that
does not exclude or inappropriately downplay negative
safety or health information.
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5. Soukromi. Autofi musi zajistit vyslovny pisemny souhlas | 5 Privacy. Authors should ensure that the

pacienti/subjekt( se zafazenim libovolnych osobu identifikujicich
informaci do Védecké publikace.

pétient(s)/subject(s) have provided explicit written consent
permitting any personally identifiable information to be
included in the Scientific Publication.

6. Nadbyte¢na publikace. Duplicitni nebo nadbyte¢na
publikace vysledkl Studie v recenzovanych Casopisech se
nedoporuéuje. Védecké publikace, které by se mohly jevit jako
nadbyteéné nebo duplicitni Védecké publikace, jsou pfipustné
v pfipadé, 2e je to povoleno politikou védeckych kongrest nebo
vpfipadé, Zze stim souhlasi pfislusné casopisy, a to za
nasledujicich podminek: (a) ucelem je publikaci sdilet s odliSnym
nebo $&irdim publikem; (b) Vé&decka publikace je dokonéenou
zpravou predchozi pfedbé&zné Védecké publikace; (c) pfedchozi
Védecka publikace byla zaslana do registru klinickych studii; (d)
Védecka publikace obsahuje sekundarni nebo novou analyzu dfive
zvefejnénych udaji; a (e) Védecka publikace je prekladem jiz
zveiejnéné Védecké publikace do nového jazyka.

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