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M13-542

CLINICAL STUDY AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

AbbVie s.r.o., KaradZitova 10, 821 08 Bratislava, Slovak
Republic, RN: 46640231, RN for tax; 2023529057, RN for
VAT: 8K2023529057, Legal Representative: Branislav
Trutz, M.D., Company is registered in Trade Register of
District Court Batislava . Part Sro, insertion no. 81375/B,
date of registration 11.05.2012 ("AbbVie'") desires to retain
Nérodny stav reumatickych chordéb Piestany,
Nabrezie |. Krasku 4, 921 12 PieStany, Slovak Republic,
RN: 00185271, RN for TAX: 2020530732, RN for VAT:
SK2020530732, legal representative: Prof. MUDr. Jozef
Rovensky, DrSc., FRCP, an organisation established by
Decision of Ministry of Health of the Slovak Republic No:
18390-2-2007-0P (the "Institution”) to conduct a clinical
study (the "Study"} in relation to ABT-494 (the "Study
Product”) valid as of the date this Clinical Study
Agreement ({this “Agreement’) is fully executed, and
effective as of the date following the day of this
Agreement's publication in accordance with applicable
Slovak law, as stated below in Section 8 (the “Effective
Date").

AbbVie s.r.o., KaradZitova 10, 821 08 Bratislava,
Slovenskd republika, 1CO: 46640231, DIC: 2023529057,
iC DPH: SK2023529057, zakonny zastupca: MUD.
Branislav Trutz, spoloZnost zapisand v Obchodnom
registri Okresného sidu Bratislava |, oddiel Sro, vioZka
£.81375/B, datum zapisu: 11. 05. 2012 {spolonost
AbbVie") si chce najat’ Narodny listav reumatickych
chordb Piestany, NabreZie 1. Krasku 4, 921 12 Piestany,
Slovenska republika, 1CO: 00165271, DIC: 2020530732,
IC DPH; $K2020530732, zékonny zastupca; Prof. MUDT.
Jozef Rovensky, DrSc., FRCP, organizacia je zriadena
rozhodnutim MZ SR & 19390-2-2007-0OP (. Zariadenie®)
na vykonanie klinického skd3ania ( Skusanie®) vo vztahu
k ABT-494 (,Skusany produkt”) s platnostou od datumu
riadneho uzatvorenia tejto Zmluvy o klinickom skgsani
{tato ,Zmiluva‘y a Gcinnostou ¢do dila nasledujliceho po
dni zverejnenia tejto Zmluvy podla platného pravneho
poriadku Slovenske] republiky, ako je uvedené nizéie
v Easti 8(,Datum nadobudnutia G€innosti®).

WHEREAS:

KEDZE:

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

e spolo¢nost AbbVie kond ako spinomocneny zastupca
spoloénosti AbbVie Deutschland GmbH & Co.KG na
Slovensku, ktora je zadavatelom  Skdania
v Eurépskej tnii, ako to je stanovené v nariadeni (EU)
£.536/2014 resp. smernici 2001/20/ES ( Zadavatel™};

» Each of AbbVie and Sponsor is a member of the
AbbVie group of companies that is directly or indirectly
owned by AbbVie Inc. (together with AbbVie Inc,
"AbbVie Group”);

= spoloSnost AbbVie iZadavatel st &flenmi skupiny
spolocnost] AbbVie, ktorej priamym alebo nepriamym
viastnikem je spolognost AbbVie Inc. (spolu so
spoloénastou AbbVie Inc.(yskupina AbbVie*);

The Study is to be conducted pursuant to Protocol No.
M13-542 entitled “A Phase 3, Randomized, Double-Blind
Study Comparing ABT-494 to Placebo on Stable
Conventional Synthetic Disease-Modifying Anti-
Rheumatic Drugs (csDMARDs) in Subjects with
Moderately to Severely Active Rheumatoid Arthritis
with Inadequate Response or Intolerance fo Biologic
DMARDs (bDMARDs)" which may be amended from time
to time in writing by AbbVie (the "Protocol”); and

« SkdGSanie sa bude vykonaval podla protokolu €.
M13-542 snazvom .Randomizované, dvojito
zasfepené kiinické skiadanie fizy 3 porovnavajiice
ABT-494 s placebom u pacientov so stredne
tazkou af tazkou formou aklivnej reumatoidnej
artritidy, kfori sii na stalej davke konvencného

syntetického choroby-modifikujiiceho
antireumatického lieku (csDMARDs) a maji
nedostatoénii odpoved” alebo  netoleruji

biologické DMARDs (bDMARDSs)" ktory spoloénost’
AbbVie mbze prileZitostne pisomne  zmenit
(wProtokol™); a

* AbbVie is entering into this Agreement with the
understanding that MUDr. Olga Lukacova, PhD.
{"Principal Investigator”) will be responsible for the
conduct of the Study.

» spolotnost AbbVie uzatvara tito Zmluvu s tym, Ze za
vykonanie Skdsania bude zodpovednd MUDr. Olga
Lukaéova, PhD. ( Zodpovedny skasajaci®).

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

VZHLADOM NA TO asprinliadnutim na vzéjomné
prisfuby uvedené v tejto Zmluve sa zmluvné strany dohodli
takto:

1. Scope of Work.

1. Rozsah prac.

conduct and shall require
Principal  Investigator,  subinvestigator(s), and
Institution's other employees, subcontractors and
agents performing services related to the Study
{collectively, “Institution Personnel’) to conduct the
Study in accordance with: (i) this Agreement; (ii) the
Protocol; {iii) all written instruction provided by or on
behaif of AbbVie; and (iv} all applicable laws and
regulations and industry codes of practice (collectively
"Law(s)"), including without limitation, anti-bribery and

{a) institution  shall

(a) Zariadenie vykond Skiganie a bude vyZadovat aj od
Zodpovedného  skd3ajlceho,  spoluskudajicich
a ostatnych zamestnancov Zariadenia,
subdodévatelov a zastupcov vykonavajucich sluzby
slvisiace so SkOSanim (spoloéne Personal
zariadenia”), aby ho vykonali vsdlade s:(i) touto
Zmluvou; (i) Protokolom; (iii) vetkymi pisomnymi
pokynmi, kioré poskytne spoloCnost AbbVie alebo
budl poskytnuté v jej mene; a (iv} v3etkymi platnymi
zgkonmi a predpismi a pracovnymi kédexmi odvetvia

CONFIDENTIAL/DOVERNE
Template/Vzor: Slovakia CSA Template - 1 Agmt Per Site (AbbVie Managed Study) 11JUN2015 )
Document Title/Nazov Dokumentu: M13-542 Slovakia CSA - 1 Agmt Per Site (AbbVie Manag Std) NURCH Piestany MUDr. Ofga
Lukacovd 11 Aug 2016 NURCH Piestany, MUDr. Ol'ga Lukagova 11 Aug 2016

1




Néarodny dstav reumatickych choréb Plest'any
MUDR, Ofga Lukacova, PhD.
M13-542

anti-corruption laws, International Conference on
Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use E6
Good Clinical Practice ("ICH-GCP"), Act No. 3622011
Coll,, on Pharmaceuticals and Medical Devices (the
"Act"), and the Decree No. 433/2011 Coll. on Good
Clinical Practice, data protection and privacy laws, as
each may be amended, from time to time. In
furtherance of the foregoing obligations, Institution
shall ensure that the State Institute for Drug Control
(Stétny Gstav pre kontrolu lieciv/SUKL) ("SIDC"} and
an Ethics Committee ('EC"), established and
constituted in accordance with applicable Laws
approves and oversees the conduct of the Study.

(spolone ,Pravne predpisy™), okrem iného aj
zakonmi na boj proti dplatkdrstvu & Kerupcii,
smernicou E6 o spravnej kiinickej praxi, ktord vydala
Medzinarodna konferencia o harmonizacii
technickych poziadaviek na registraciu farmaceutik
na humanne pouzZite E8 (LICH-GCP'), zakonom
£.362/2011 Z.  z. oliekech a zdravotnickych
pomockach ( ,Zakon*) a vyhlaskou ¢.433/2011 Z. z.
o0 spravnej Klinickej praxi a zékonmi o ochrane (dajov
a sukromia, ktoré mdzu byt prileZitostne zmenené a
doplnené.Zariadeynie v nadvaznosti na vy$Sie
uvedené povinnosti zalsti, aby vykohanle Sku3anfa
schvélili ana jeho priebeh dohliadali nasledujice
in&titicie: Statny Ostav pre kontrolu liegiv (SUKLY)
a Eticka komisia (LEK*), ktoré boli zriadené
a zostavené podi'a platnych Pravnych predpisov.

{b) AbbVie hereby expressly delegates to Institution and

Principal  investigator the following sponsor
obligations as set forth in the Act and Institution
acknowledges and agrees to perform, and shall
ensure that Principal Investigator performs, such
sponsor obligations under the Act on behalf of
AbbVie, inciuding but not limited to;

(b)

Spoloénost AbbVie tymtc vyslovne poveruje
Zariadenie a Zodpovedného skigajuceho
nasledovnymi povinnostami zadavatefa, ako to je
vytyGené v Zéakone, aZariadenie potvrdzuje " a
stihlasi, Ze v prospech spoloénosti AbbVie spini
takéto povinnosti zaddvatela azabezped!, 2e ich
spin! aj Zodpovedny skiSajici. lde okrem iného
o nasledujlce povinnosti:

(i) informing the relevant health insurance

companies of the respective Study subjects

~ enrolled in the Study ("Health Insurance

Companies”) of the commencement of the

Study without undue delay after such
commencement;

() informovanie prisluSnych  zdravotnych
poistovni prisludnych OCastnikov Skdagania
prijatych  do  Sk(fania (,Zdravotné
poistovne®) o zaciatku Skusania bez
zbytoéného odkladu po jeho zadati;

(i) reporting serious adverse events and any
suspicion of serious adverse reactions and
unexpected serious adverse reactions in
relation to the Study at the Institution
promptly to the SIDC, EC and the relevant
Health Insurance Companies of the
subjects as specified in the Protocol and in
accordance with applicable Laws; and

Institution shall ensure the approvals and noftifications
under the Act are performed in a fimely manner.
institution andf/or Principal Investigator will notify
AbbVie immediately of any delay in complying with
such AbbVie's obligations under the law as further
delegated to the Institution andfor Principal
Investigator. :

(i) promptné hiasenie zavaZnych neZiaducich
udalosti a v3etkych podozreni na zdvazné
nezZiaduce reakcie a neofakavane zavaZzné
neZiaduce reakcie v svislosti so Skisanim
v Zariaden! SUKL, EK a prislusnym
Zdravotnym poistovniam Géastnikov, ako to
j¢ uvedené vProtokole avsllade
s prisludnymi Pravnymi predpismi; a

Zariadenie véas zabezpedi povolenia a oznameria
podla Zakona.Zariadenie afalebo Zodpovedny
skaSajuci  budld  spolotnost  AbbVie  okaméite
informovat, ak dbjde kakémukolvek omeskaniu
s pinenim takychto povinnosti spolonosti AbbVie
podla zékona, ktorymi boli Zariadenie afalebe
Zodpovedny skudajdci dalej povereni.

(¢} Prior to each Study subject's participation in the

Study, Institution shall ensure Principal Investigator
obtains a signed informed consent form (“ICE"), as
approved by AbbVie, the EC andfor SIDC. The ICF
must be obtained in compliance with the rules set
forth in the applicable Laws. If Institution or Principal
investigator proposes to publish any Study subject
recruitment advertisements, such advertisements
require AbbVie's prior review and approval in
advance of submission to the SIDC and/or EC.
Institution and Principal Investigator shall report all
serious adverse events or other safety concerns as
specified in the Protocol and in accordance with
applicable Laws.

(c) Zariadenie pred d(¢astou jednotlivych (Zastnikov

Skusania v SkuSani zabezped!, aby Zodpovedny
skuSajuci zfskal podpisany informovany suhlas
(.ICF), ako ho schvdlila spolotnost AbbVie, EK
alalebo  SUKLICF sa musl ziskal v stilade
s pravidlami stanovenymi v prisludnych Pravnych
predpisoch.Ak  Zariadenie alebo  Zodpovedny
skusajici navrhne zverejnenie ponudk na registraciu
ugastnikov  SkOsania, takéto ponuky musi pred
odovzdanim SUKL afalebo EK najskdr skontrolovat
a schvalit spoloénost’ AbbVie Zariadenie
a Zodpovedny skusajici budd hlasit’ vSetky zavainé
neZiaduce udalosti alebo iné veci, kioré ich
v stvislosti s bezpegnostou znepokojuji, ako to je
stanovené v Profokole avsllade s platnymi
Pravnymi predpismi.
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(d} Institution represents and warrants that PrincEél j

Investigator is an employee of Institution. Institution
agrees that no other investigator may be substituted
for the Principal Investigator without the prior written
consent of AbbVie. If the Principal Investigator
becomes unwilling or unable io perform the duties
required by this Agreement, Institution shall promptly
notify AbbVie and cooperate with AbbVie to promptly
find a mutually acceptable replacement principal
investigator.

(d) Zariadenie vyhlasuje azaruduje, Ze Zodpovedny
skOajucl je zamestnancom Zariadenia.Zariadenie
suhlasi s tym, Ze bez predchadzajiceho pisomného
sihlasu spoloénosti AbbVie nesmie Zodpovedného
ski3ajiceho nahradit inym  ski3ajucim.Ak  si
Zodpovedny skd8ajlci nebude chciet alebo moct
pinit' svoje povinnosti podla poZiadaviek tejto Zmluvy,
Zariadenie otom bude promptne informovat
spolotnost’ AbbVie a spolotnost AbbVie urychlene
nadjde pre obe strany prijatelného nahradného
zodpovedného skisajuceho.

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

(e)

(e} Zariadenie zabezped!, aby Zodpovedny skdajici
vyplnil a odovzdal spolotnosti AbbVie formular
s infermaciami a dohodou skiajlceho (LIIA®), ktory
mu spoloénost AbbVie poskytla pred zadiatkom
Skiodania, abude spolotnost AbbVie promptne
informovat o v3etkych zmenach wvich spravnost
pocas Lehoty platnosti tejte Zmiuvy.Zariadenie dalej
zabezpedi, aby Zodpovedny ski3ajici a vietci
spoluskdSajuci  wyplnili  a odovzdali  spoloénosti
AbbVie formular s finan&nymi informaciami, ktory mu
spolocénost  AbbVie poskytlia pred zadiatkom
Skusania, abude spoloZnost AbbVie promptne
informovat o v8etkych  zmenach v spravnosti
formuldra pocas Lehoty platnosti tejto Zmluvy
(stangvené ni23ie) apodas jedného (1) roka po
skongeni Sk(8ania.Zariadenie uzndva a sdhlasi s
tym, Ze Zodpovedny skisajici a spoluskadajuci a ich
najbliz&ia rodina nesmd maf na SkdSanom lieku
priamy viastnicky podiel (okrem ingého ani prava
dusevnéhe vlastnictva alebo préava na podiel zo
zisku} a nesmi dostat ako odmenu za vykonavanie
funkcie  zodpovedného  sku3ajuceho  alebo
spoluskisajucehe  (spoluskadajicich) v SkuSani
cenné papiere spolo&nosti AbbVie Inc.

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

0

Zariadenie a Personal zariadenia nebudd d¢tovat ani
poZadovat' nahradu od tretich stran (okrem iného ani
od UCastnikov Skusania, poskytovatel'ov zdravotného
poistenia alebo zo Statneho programu) za Materialy
skisania (ako su definované niZsie) alebo iné veci &
sluzby, ktoré boli uhradené alebo poskytnuté bez ich
Gitovania spolofnostou  AbbVie alebo  vjgj
mene.Zariadenie bude dodriavat vietky platné
komeréné &tatne programy aostatné pravidla
vztahujuce sa na platitela, ktoré poZaduju
zverejnenie toho, &i boli takéto Materialy skasania
afalebo iné veci alebo sluzby zaplatené alebo
poskytnute bez ich Getovania spoloénostou AbbVie
alebo v jej mene.

M

(g) Jnstitution acknowledges that AbbVie has contracted
for the purpose

of the rent of the equipment required for the Study

(9) Zariadenie berie na vedomi

na ugel prenajmu zariadenl potrebnych

conduct.Institution and Principal Investigator shall use k wvykonaniu klinického Sk3ania. Zariadenie
such facility for such services as required by the a Zodpovedny sk(Sajuci budi tento prostriedok
Study Protocol, pouzivat na sluzby pozadované Protokolom
sku&ania.
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2. AbbVie Obiligations. AbbVie shall comply with | 2. Povinnosti spolodnosti AbbVie. Spoloénost AbbVie
applicable Laws in the performance of its activities bude pri vykondvani svojich &innosti stvisiacich so
relating to the Study and shall obtain all approvals 8kusanim dodrziavat' platné Pravne predpisy a ziska
required in connection with such activities. vietky povolenia, ktoré su v sivislosti s takymito

cinnostami potrebné.

3. Study Materials; Licenses; Equipment. 3. Materidly sk(3ania, licencie, vybavenie.

() AbbVie will provide sufficient quantities of Study | (a) Spolognost AbbVie bezplatne dod4 dostatoné
Product, investigator brochures, access fo an mnoZstva SkiSaného lieku a priruciek pre
electronic data capture system for completing Case skigajlceho, poskytne pristup k systému elektronickej
Report Forms ("CRFg"), access to or copies of certain evidencie dajov na (Zely vyplfiania ZAaznamovych
patient reported outcomes (electronic or paper) formularov GEastnikev skiania (,CRF*), pristup
surveys, quesfionnaires, and/or scales ({collectively, k urgitym prieskumom, zameranym na vysledky
‘PROs"), and any other compounds and materials that udévané pacientmi {elektronickym alebo papierovym),
the Protocol specifies or that AbbVie deems dotaznikom afalebo stupniciam (spoloéne LPROY)
necessary to conduct the Study (together, the "Study alebo ich kopie apristup ku vSetkym ostatnym
Materials’) at no cost. All Study Materials and other zlugeninam a materiglom, ktoré uvadza Protokol alebo
information provided by AbbVie in connection with this ktoré spolodnost AbbVie povaZuje potrebné na
Agreement are and shall remain the sole property of vykananie Skusania {(spolo&ne <Materiély
AbbVie. skagania*).Vietky Materidly skuania a ostatné

informécie, kforé spolognost AbbVie poskytne
v sUvislosti s touto Zmluvou, sG a zostand vylugnym
majetkom spoloénosti AbbVie,

{b) Institution shall maintain adequate records to account | (b) Zariadenie si bude o Materidloch skugania viest
for the Study Materials including, without limitation, primerané zéznamy, okrem iného aj datumy,
dates, quantity, and use by Study subjects. Institution mnoistvo a ich pouZite zo strany Gdastnikov
or Principal Investigator shall inspect the  Study Skugania.Zariadenie  alebo Zodpovedny. skdsajici
Materiais upon receipt and notify AbbVie upon Materialy sku$ania pri prevzati skonfroluj¢ a budi
becoming aware that any Study Materials are spolo&nost’ AbbVie informovat, ked zistia, #¢ niektoré
damaged or that the supply of Study Materials is znich si poskodené alebo je ich dodavka
inadequate. neprimerana,

{c} Study Materials shall: () be stored and handled in | (¢) Materidly skuSania(i) sa budd uchovavat abude sa
accordance with the labeling, Investigator Brochure, or s nimi zaobchadzat podla oznadenia, prirutky pre
material data safety sheet, as applicable, of the skasajiiceho alebo karly bezpednostnych udajov
applicable Study Materials, with applicable legal and {podia situacie), ktoré sa vztahujl k prisiusnym
regulatory  requirements, and AbbVie's written Materidlom skugania, podla platnych zakonnych a
instructions,l (i_i) not be_ used past their respective reguladnych poZiadaviek a pfsomnych pokynov
labeled expiration dates, if any. spolocnosti AbbVie, (i) nebudi sa pouZivat po

uplynuti pripadnych vyzna&enych datumov exspiracie.

(d) Neither Institution nor any Institution Personnel shall | (d) Zariaderie anl "Personal zariadenia nebudd (i)
(i) publish any part of the PROs in any manuscript, zverejfiovat’ Ziadnu Zast PRO v Ziadnom rukopise,
poster, oral presentations, or otherwise; (i) remove or letdku, verbalnych ~prezentacidch alebo  inym
alter any notice contained in the PROs; or (iii} modify, spdsobom; (i) odstrafoval ani pozmefiovat Ziadne
transfer, distribute, or release the PROs to any third oznamenie uvedené v PRO; alebo (ili) upravovat,
party, except in connection with performing the Study odovzdavat, distribuovat alebo poskytovat' PRO tretej
in accordance with the Protocol. strane s vynimkou pripadov, ked je to v stvislosti

s vykonanim Skadania podla Protokolu.
{e) Upon conclusion of the Study, termination of this | (e} Po ukon&eni SkGSania, vypovedan tejio Zmtuvy alebo

Agreement, or at AbbVie's request, any remaining or
expired Study Materials shall be returned to AbbVie at
AbbVie's reasonable expense in accordance with the
Protocol and AbbVie written instructions, 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, any
remaining or expired Study Materials will be destroyed
in full compliance with applicable Laws. Upon any
such destruction, Institution will promptly provide
AbbVie with a certificate of destruction or similar
document verifying the final disposition of the Study
Materials.

na Ziadost spolonosti - AbbVie budl( vSetky
zostavajlice alebo exspirované Materialy skusania
vratené spolognosti AbbVie na je| primerané naklady
a podia Protokolu ajej plsemnych pokynov, ako aj
v sUlade s platnymi poZiadavkami, ktoré sa vztahuji
na odosielanie takychto Materialov skiSania.AK sa
strany dohodnd, Ze vratenie takychto Materialov
skisania nie je praktické alebo ho miestne Pravne
predpisy zakazuj, v8etky zostavajice alebo
exspirované Materidly skoSania sa zlikvidujd plne
v sUlade s platnymi Pravnymi predpismi.Zariadenie po
takejto likvidacii promptne poskytne spolognosti
AbbVie doklad o likvidacii alebo podobny dokument
potvrdzujdci znitenie Materidlov skddania.
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(f) If necessary for the purposes of conducting the Study,
AbbVie may provide Institution with certain equipment.
Any equipment provided by AbbVie hereunder is
described in Exhibit B (‘Equipment’}. For any
Equipment provided by AbbVie Institution shall: (i}
promptly inspect the Equipment following receipt and
notify AbbVie upon becoming aware that any
Equipment is damaged or malfunctioning; (i} use the
Equipment in accordance with the user manual and/or
other instructions provided with the Equipment; (iii}
maintain the Equipment in a secure manner designed
to protect such Equipment from unauthorized use,
theft, or damage and exercise the same degree of
care with respect to the Equipment that Institution
exercises with respect to its own equipment of similar
type and value. Iff, due to the negligence,
recklessness, or intentional misconduct of Institution
or any Institution Personnel, any of the Equipment is
lost, stolen, or damaged, then Institution shall pay the
reasonable cost of replacement or repair, as
applicable, which shall not exceed the estimated value
set forth in Exhibit B. At AbbVie's direction and
expense, the Equipment shall be returned to a location
specified by AbbVie at the end of the Study or earlier
termination of this Agreement.

() Ak to bude potrebné na ulely vykonania Skuania,
spoloénost AbbVie mdze Zariadeniu poskytnat urcité
vybavenie V3etko vybavenie, ktoré spolotnost AbbVie
poskytne na z&klade tejto Zmluvy, je opisané v

Prilohe B (,Vybavenie“)Zariadenie v pripade
kazdého Vybavenia od spoloénosti AbbVie:(i)

prompine po prijati Vybavenia vykona jeho kontrolu
a bude spolognast AbbVie informovat, gk sa dozvie,
Ze niektoré Vybavenie je poSkodené alebo nefunkéne;
(i) bude Vybavenie pouzival v sUlade
s pouZivatelskou priruckou afalebo inymi pokynmi
poskytnutymi spolu s Viybavenim; (i) bude Vybavenie
uchovavat bezpecnym spésobom s ciefom ochranit
ho pred neopravnenym pouZivanim, kradeZou alebo
poskedenim abude sa o Vybavenie starat’ rovnako,
ako sa stard o svoje viastné vybavenie podobného
typu a hodnoty.Ak kvoli nedbanlivosti, lahostajnosti
alebo Umyselnému nespravnemu konaniu zo strany
Zariadenia alebo Personalu zariadenia dojde k strale,
kradezi alebo poskodeniu Vybavenia, Zariadenie
uhradi opodstatnené naklady na jeho vymenu alebo
opravu, pricom takato platba nebude vy33ia nez
odhadovana hodnota uvedena v Prilohe B. Na konci
Skusania alebo v pripade pred&asnéhce skoncenia
tejto Zmluvy sa Vybavenie podia pokyney spolotnosti
AbbVie a na jej naklady vrati na miesto, ktoré
spoloénost AbbVie uréi,

(g) Inthe event the Protocol requires Institution to provide
Equipment to Study subjects for their use during the
Study, Institution shall instruct the Study subjecis as to
the proper use of the Equipment. If any of the
Equipment is lost, stolen, or damaged by a Study
subject or while under the control of a Study subject,
then AbbVie shall pay the reasonable cost of
replacement or repair, as applicable.

(@) Ak Protokol od Zariadenia vyZaduje, aby poskytlo
Utastnikom skugania Vybavenie, ktoré budd Géastnici
potas Skusania pouzivat, Zariadenie poskyine
Utasinikom skisania instrukcie otom, ako maju
Viybavenie spravne pouZivat.Ak Ugastnik skusania
Vybavenie strati, ukradne alebo po3kodi alebo dbjde k
strate, kradeZi alebo podkodeniu Vybavenia v Case,
ked bude u Ugastnika ska8ania, spolofnost AbbVie
uhradi opodstatnené néklady na vymenu alebo opravu
takéhoto Vybavenia.

(h) Institution shall use the Study Materials and the
Equipment solely for the conduct of the Study and not
for any other study nor for any other use.

(h) Zariadenie bude Materialy ska$ania a Vybavenie
pouZivat vyluéne na vykonanie SkiSania a nebude ich
pouZivat na iné skianie alebo iny tdel.

4. Monitoring of Study; Records, Reporting.

4. Monitorovanie ski3ania, zaznamy, hidsenie.

(a) Upon the request of AbbVie, Institution shail submit
oral or written reports on the progress of the Study,
including but not limited to serious adverse events in
accordance with the Protocol and the Act. Within
forty-five (45) days following completion or termination
of the Study, Institution shall furnish AbbVie with: (i)
the final report on the Study prepared by the Principal
Investigator for the EC; and (ii) all data, records,
CRFs, reports, and other information generated
(excluding source documents and medical records) in
relation to the Study (collectively, "Regords"), which
shall be the exclusive property of AbbVie.

(a) Zariadenie na Ziadost spoloCnostl AbbVie predloZi
verbalne alebo pisomné hlasenia o tom, ako Skusanie
pokraéuje, okrem iného aj o zévainych neZiaducich
udalostiach podia Protokolu a Zakona.Do Styridsiatich
piatich (45} dni od ukon&enia alebo predZasného
skonéenia Skusania odovzda Zariadenie spolonosti
AbbVie:(iy zaveretné hlasenie o SkaSani, ktoré
vyhotovi Zodpovedny skudajici pre EK, a (ji) vBetky
Odaje, zaznamy, CRF, hlasenia ainé informacie
vytvorené {okrem zdrojovych dokumentov
a lekarskych zaznamov) v suvislosti so  Skdganim
{stuhrnne ,Zaznamy"), ktoré bud vyluénym majetkom
spoloénosti AbbVie.

(b) Upon reasonable advance notice and during normal
business hours, Institution shall permit AbbVie and
AbbVie's designees access to any facilities at which
the Study is conducted to monitor the conduct of the
Study and to audit the Records, source documents,
and other Study-related data (collectively, "Study
Documents”) to verfy compliance with this
Agreement, provided that Institution may redact such

(b) Zariadenie na zéklade primeraného predchadzajiceho
oznamenia apofas obvyklého pracovného d¢asu
umoZni spoloénosti AbbVie ajej poverenym osobam
pristup do priestorov, v ktorych sa Skusanie vykonava,
aby mohli moniterovat' jeho vykonavanie a kontrolovat
Zaznamy, zdrojové dokumenty a iné Udaje slvisiace
s0 Ski8anim (sthrnne ,Dokumenty skasania®)
a overit si tak dodrZiavanie tejto Zmluvy, pricom viak
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Study Documents as legally required to protect subject
confidentiality. If, as a result of Study monitoring,
AbbVie identifies a significant audit finding that is not
fimely cured or is incapable of timely cure, AbbVie
may immediately terminate this Agreement.

Zariadenie moZe takéto Dokumenty skuSania
prepracovat tak, ako to pofaduje zaken v zaujme
ochrany sUkromia Ucastnikov.Ak spolodnost’ AbbVie
vdosledku  takéhoto  monitorovania  dospeje
k nejakému zavaZnému zisteniu, kioré nebude vcas
odstranené alebo ho nemozno vEas odstranit, bude
mact tito Zmluvu okamzite vypovedat'.

Institution shall, to the extent permitted by applicable
Laws, promptly: (i) notify AbbVie upon receiving any
requests fo inspect and have access to documents
related to the Study by any regulatory autharity, and
{iy provide AbbVie with a copy of any documents
received from or provided fo such regutatory authorily.
In the event a regulatory citation or notice is issued
relating o the Study, Institution agrees, to the extent
permitted by applicable Laws, to furnish to AbbVie
within fifteen {15) days of receipt of such regulatory
citation or notice: (A) notification of such citation cr
notice, (B} a summary of such citation or nofice, and
{C) Institution's response to such citation or notice.

©

Zariadenie bude v rozsahu, v akom to povoluju platné
Pravne predpisy, promptne:(i) informovat spolodnost’
AbhVie oprijati Ziadosti okontrolu  a pristup
k dokumentom slvisiacim so Sko$anim zo strany
regulaéného organu a (i) poskytne spolo¢nosti AbbVie
képiu  vietkych dokumentov, ktoré dostalo od
requladnych organov, ako aj dokumentov, kioré
regulanym organom poskytlo.Ak reguiaéné organy
v stvislosti so SkoSanim vydaju nejaké predvolanie
alebo ozndmenie, Zariadenie suhlasi, ze ak to
povoluj( platné Pravne predpisy, do patnastich (15)
dni od prijatia takéhoto predvolania alebo oznamenia
od reguladnych organov spolofnosti  AbbVie
predlozi:{A} oznam otakomto predvolani alebo
oznameni, (B) suhm takéhoto predvolania alebo
oznamenia a {C) odpoved Zariadenia na takéto
predvolanie alebo ozndmenie.

(@

Institution shall retain the Study Documents in
accordance with applicable Laws ({ihe "Retention
Period’). If AbbVie requests that Institution retain the
Study Documents beyond the Retention Period, the
parties shall cooperate in good faith in an effort to
mutuaily agree upon the costs and the duration for
such extended retention period.

(d)

Zariadenie bude Dokumenty skdSania uchovavaf
podla platnych Pravnych predpisov  {,Lehota

. uchovavania“}.Ak  spolotnost AbbVie poziada

Zariadenie o uchovavanie Dokumentov ski3ania aj po
Lehote uchovavania, strany bud( v dobrej viere
spolupracovaf, aby sa vzéjomne dohodli na nékladoch
a trvani takejto predfzenej lehoty uchovavania.

5. Compensation. 5 Odmena.

AbbVie shall pay Institution in accordance with the Spolognost  AbbVie zaplati Zariadeniu podla
Study budget attached hereto and incarporated herein rozpo&tu SkiSania, ktory je priloZeny k tejto Zmluve
as Exhibit A ("‘Budget Summary and Payment atvorl jej stdast’ ako Priloha A (,Sihrn_rozpo&tu
Schedule”). Institution understands and agrees that arozpls platieb®). Zariadenie si uvedomuje
none of Principal Investigator or subinvestigator(s} will asohlasi, e Zodpovedny  skusajiuci  ani
receive any funds from AbbVie in connection with the spoluskUsajici nedostant od spolodnosti AbbVie
performance of the Study other than the funds paid to s stvislosti & vykonanim  SkdSania  Ziadne  iné
institution in accordance with Exhibit A. AbbVie finanéné prostriedky okrem tych, ktaré budu
acknowledges and agrees, that compensation paid Zariadeniu vyplatené podfa Prilohy A. AbbVie berie
under the terms of this Agreement shall be distributed na vedomie a sthlas!, ¢ odmena uhradend za
between the Institution and Principal Investigator podmienok tejto zmiluvy bude rozdelena medzi
(and/or Institution Personnel) in split ratio in Zariadenie a Zodpovedného skuajuceho (a/alebo
accordance with the applicable internal directive of the persond! Zariadenia) v deliacom pomere podla
Institution. The parties agree that the amount for platnej vnitornej smernice Zariadenia.  Strany
payments set forth in Exhibit A represents the fair sthlasia stym, Ze platby stanovené v
market value for the services to be rendered and has Prilohe A predstavuju objektivnu trhova hodnotu za
not been determined in any manner that takes into sluzby, ktoré maji byt poskytnuté, a neboli
account the volume or value of any referrals or stanovené spbsobom, ktory by prhliadal na
business otherwise generated between Institution and mnoZstvo alebo hodnotu akychkolvekodpori&ani
any member of the AbbVie Group. alebo zékaziek vzniknutych medzi Zariadenim
a niektorym &lenom skupiny AbbVie inym spdsobom.

b.  Institution represents and warrants that it and | b, Zariadenie vyhlasuje azaruduje, Ze spolu so
Principal Investigator are now in compliance with, and Zodpovednym skusajlcim dodrZiava a zavéizuje sa,
undertakes that in performance of its obligations Ze potas plnenia svojich povinnostl podla tejto
under this Agreement shall continue to comply with, Zmluvy bude aj nadalej dodrZiavat vietky platné
all applicable Laws, regulations and industry codes of Pravne predpisy, Gpravy a pracovné kodexy odvetvia
practice, including those related to anti-bribery and vratane tych, kioré sa tykaji boja proti Uplatkarstvu
anti-corruption.  Institution further represents and a korupcii.Zariadenie dalej vyhlasuje a zaruéuje, Ze
warrants that it and Principal Investigator will not spolu so Zodpovednym skusajucim nebude pontkat,
offer, promise or authorize the giving of anything of slubovat' alebo povolovat poskytovanie &ohokolvek
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value to a government official or other person to
obtain or retain business or gain a business
advantage.

hodnotného  Statnemu predstawtelovt alebo ine IHEJ
osobe scielom ziskat alebo si udrZat nejakl
zakazku alebo si zabezpefit nejaku obchodnl
vyhodu.

In the event that the Agreement is terminated, AbbVie
shall pay Institution for services performed and non-
cancelable expenses incurred up to the effective date
of termination. AbbVie shall not be obligated to
reimburse Institution for expenses that are invoiced to
AbbVie more than one hundred eighty (180) days
after the termination date of this Agreement.

Ak ddjde k vypovedaniu tejto Zmiuvy, spoloénost
AbhVie zaplati Zariadeniu za poskytnuté sluzby
anezruditelne  vydavky vzniknuté do datumu
nadebudnutia téinnosti vwpovede.Spolognost AbbVie
nebude povinna nahradit’ Zariadeniu vydavky, ktoré
jej budu fakturované viac neZ stoosemdesiat (180)
dni po datume zaniku tejto Zmluvy.

AbbVie shall not be responsible for paying for
services performed in violation of the Protocol or for
data contained in a CRF which is incomplete or
inaccurate. If payment has been made for such
services, the amount paid shall be deducted from the
final payment due under this Agreement (the “Final
Payment’).

Spolotnost AbbVie nebude povinna zaplatit za
sluzby vykonané vrozpore s Protokolom alebo za
Udaje v CRF, ktoré su nelpiné alebo nepresné Ak u?
za fakétc sluzby zaplatila, zaplatena suma sa
odpotita od konedne| platby, ktord sa ma uhradit na
zéklade tejto Zmiuvy (,Zdvereénd platba“).

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

Ak déjde knejakému sporu v sUvislosti s platbou
podla tejto Zmluvy, {i} spolognost AbbVie zaplatl
nespochybnené sumy po prijat! faktury a (if) strany
bud v dobrej viere spolupracoval, aby spor véas
vyriedili.Zariadenie po wvyrie§eni takéhoto sporu
znovu vystav! spolotnosti AbbVie faktiru na sumy,
na ktorych splatnosti sa strany vzajomne dohodl,
a spolotnost AbbVie takéto sumy uhradi.Zariadenie
alebo Persondl zariadenia nebudd pofas riedenia
takéhoto sporu oplatbe vZiadnom pripade
zadrZiavat' Udaje SklG3ania alebo Zaznamy.

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

Spolo&nost’ AbbVie vykona Zavere&nd platbu a posle
Zariadeniu finanéné vydcflovanie po dokondeni
v8etkych sluzieb naplanovanych v tejto Zmluve a po
tom, ako jej budd odovzdané vietky CRF a ostatné
matenaly opisane v odseku 4(a).Ak spolocnost
AbbVie zaplatila Zariadeniu niz§iu sumu, nez na aku
mé Zariadenie v éase finanéného vyﬂétovania narok,
zostévajucu sumu uhradi ako suZast Zaveretnej
platby.Pripadny preplatok v prospech spolonosti
AbbVie vdase zéveretného wyldtovania bude
spolo¢nosti AbbVie uhradeny do &tyridsiatich piatich
(45) odo diia, ked spoloénost AbbVie Zariadenie
o takomto preplatku informovala, spolu s vysvetlenim
preplatku, a to kontaktnej osobe spolo&nosti AbbVie,
ktora je uvedena v Prilohe A,

Institution understands and agrees that in case of any
financial or non-monetary performance related to this
Agreement that Institution provides in entirety or in
part to any medical professional or any provider of
medical care (e.g., if payment is made to any
Institution Persgnnel for provision of Study-related
se