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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: SK2023529057, Legal Representative: Branislav
Trutz, M.D., Company is registered in Trade Register of
District Court Batislava I. Part Sro, insertion no. 81375/B,
date of registration 11.05.2012 ("AbbVie") desires to retain
Narodny Ustav reumatickych choréb Piestany,
Nabrezie |. Krasku 4, 921 12 Piestany, Slovak Republic,
RN: 00165271, 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:
19390-2-2007-OP (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 fuly 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., Karadzi¢ova 10, 821 08 Bratislava,
Slovenska republika, IE0: 46640231, DIC; 2023529057,
i€ DPH: SK2023529057, zakonny zastupca: MUDr.
Branislav Trutz, spolo&nost zapisana v Obchodnom
registri Okresného sudu Bratislava |, oddiel Sro, viozka
€.81375/B, datum zapisu: 11. 05. 2012 (,spolo¢nost
AbbVie") si chce najat’ Narodny ustav reumatickych
chordb Piestany, NabreZie 1. Krasku 4, 921 12 Piestany,
Slovenska republika, 1CO: 00165271, DIC: 2020530732,
IC DPH: SK2020530732, zakonny zastupca: Prof. MUDT.
Jozef Rovensky, DrSc., FRCP, organizacia je zriadena
rozhodnutim MZ SR & 19390-2-2007-OP (,Zariadenie*)
na vykonanie klinického skusania (,Skasanie*) vo vztahu
k ABT-494 (,Skusany produkt“} s platnostou od datumu
riadneho uzatvorenia tejto Zmluvy o klinickom skasani
(tato ,Zmluva®) a G€innostou odo dna nasledujuceho po
dni zverejnenia tejto Zmluvy podla platného pravneho
poriadku Slovenskej republiky, ako je uvedené nizsie
v Easti 8(,Datum nadobudnutia Géinnosti®).

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”);

o spolognost AbbVie kona ako splnomocneny zastupca
spoloénosti AbbVie Deutschland GmbH & Co.KG na
Slovensku, ktord je zadavatelom  SkuSania
v Eurépskej nii, ako to je stanovené v nariadeni (EU)
£.536/2014 resp. smernici 2001/20/ES ( Zadavatel™),

e 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”);

e spolognost AbbVie iZadavatel su &lenmi skupiny
spolognosti AbbVie, ktorej priamym alebo nepriamym
viastnikom je spoloénost AbbVie Inc. (spolu so
spolo&nostou AbbVie Inc.(,skupina 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 to Biologic
DMARDs (bDMARDs)" which may be amended from time
to time in writing by AbbVie (the “Protocol”); and

e SkuSanie sa bude vykonavat podla protokolu ¢&.
M13-542 snazvom ,Randomizované, dvojito
zaslepené klinické skusanie fazy 3 porovnavajuce
ABT-494 s placebom u pacientov so stredne
tazkou aZ tazkou formou aktivnej reumatoidnej
artritidy, ‘ktori su na stalej davke konvencného

syntetického choroby-modifikujiceho
antireumatického lieku (csDMARDs) a maja
nedostatoénu odpoved’  alebo netoleruju

biologické DMARDs (bDMARDs)" ktory spoloénost’
AbbVie mbzZze prilezitostne pisomne zmenit’

« AbbVie is entering into this Agreement with the
understanding that
(‘Principal Investigator’) will be responsible for the
conduct of the Study.

vykonanie Sku$ania bude zodpovedna

(,.Protokol*); a
s ﬁ’m, Ze za

¢ spoloénost AbbVie uzatvéara tito Zmluvu
{xZodpovedny skusajuci®).

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

VZHLADOM NA TO asprihliadnutim na vzajomné
prisluby uvedené v tejto Zmluve sa zmluvné strany dohodli
takto:

1. Scope of Work.

1. Rozsah préc.

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
behalf 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 vykona Skisanie a bude vyZadovat' aj od
Zodpovedného  sku3ajuceho,  spoluskusajlcich
a ostatnych zamestnancov Zariadenia,
subdodavatelov a zastupcov vykonavajucich sluzby
slivisiace so SkuSanim (spoloéne ,Personal
zariadenia“), aby ho vykonali v sulade s:(i) touto
Zmiuvou; (ii) Protokolom; (iii) v8etkymi pisomnymi
pokynmi, ktoré poskytne spolo&nost AbbVie alebo
budl poskytnuté v jej mene; a (iv) v8etkymi platnymi
zakonmi a predpismi a pracovnymi kédexmi odvetvia
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anti-corruption laws, International Conference on
Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use E6
Gocod Clinical Practice (“ICH-GCP"), Act No. 362/2011
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 ustav pre kontrolu lie¢iv/SUKL) (“SIDC") and

an Ethics Committee ('EC"), established and
constituted in accordance with applicable Laws

approves and oversees the conduct of the Study.

(spoloéne Pravne predpisy*), okrem iného aj

zdkonmi na boj proti uplatkarstvu a korupcii,
smernicou E6 o spravnej klinickej praxi, ktord vydala
Medzinarodna konferencia o harmonizacii
technickych poziadaviek na registraciu farmaceutik
na humanne pouZitie E6 (,ICH-GCP*), zakonom
€.362/2011 Z. z. oliekoch a zdravotnickych
pomdckach ( ,Zakon®) a vyhlaskou €.433/2011 Z. z.
0 spravnej klinickej praxi a z&konmi o ochrane udajov
a sukromia, ktoré mozu byt prileZitostne zmenene a
doplnené.Zariadeynie v nadvéznosti na vy3Sie
uvedené povinnosti zalsti, aby vykonanie Sku3ania
schvdlili ana jeho priebeh dohliadali nasledujuce
inatitacie: Statny Ustav pre kontrolu liegiv (.SUKL*)
a Etickd komisia (LEK*), ktoré boli zriadené
a zostavené podia 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, including but not limited to:

(b)

Spolo¢nost  AbbVie tymto vyslovne poveruje
Zariadenie a Zodpovedného skusajuceho
nasledovnymi povinnostami zadavatela, ako to je
vytyCené v Zékone, aZariadenie potvrdzuje ' a
sthlasi, Ze v prospech spolo¢nosti AbbVie spini
takéto povinnosti zadavatela azabezpedi, Ze ich
spini aj Zodpovedny skuSajuci. Ide okrem iného
0 nasledujlce povinnosti:

(i) informing the relevant health insurance () informovanie prislugnych  zdravotnych
companies of the respective Study subjects poistovni prislugnych Géastnikov Skugania
_ enrolled in the Study (*Health Insurance prijatych  do _ Skusania  (.Zdravotné
Companies’) of the commencement of the poistovne®) o zagiatku Skusania bez
Study without undue delay after such zbyto&ného odkladu po jeho zagati;
commencement;
(ii) reporting serious adverse events and any (i) promptné hlasenie zavaznych neziaducich

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 notifications

under the Act are performed in a timely manner.
Institution and/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 and/or Principal
Investigator. 2

udalosti a v8etkych podozreni na zavazné
neZiaduce reakcie a neotakavané zévazné
neZiaduce reakcie v stvislosti so Skasanim
v Zariaden! SUKL, EK a prislusnym
Zdravotnym poistovniam:U&astnikov, ako to
je  uvedené v Protokole avsulade
s prislusnymi Pravnymi predpismi; a

Zariadenie v€as zabezpedi povoléhia a ozndmenia
podla Zakona.Zariadenie al/alebo Zodpovedny
ski$ajici budh  spolo¢nost AbbVie okamzite
infformovat, ak dojde kakémukolvek omeskaniu
s pinenim - takychto povinnostl spolognosti AbbVie
podla zéakona, ktorymi boli Zariadenie a/alebo
Zodpovedny skd3ajdci dalej povereni.

(c)

Prior to each Study subject's participation in the
Study, Institution shall ensure Principal Investigator
obtains a signed informed consent form (“ICF"), as
approved by AbbVie, the EC and/or 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 (&astou jednotlivych UG&astnikov

Skusania v Sk(Sani zabezpedi, aby Zodpovedny
ski$ajuci ziskal podpisany informovany suhlas
(.ICF®), ako ho schvélila spolognost AbbVie, EK
a/alebo SUKLICF sa musl ziskat v stlade
s pravidlami stanovenymi v prisludnych Pravnych
predpisoch.Ak  Zariadenie alebo Zodpovedny
skUsajuci navrhne zverejnenie ponuk na registraciu
UCastnikov Skusania, takéto ponuky musi pred
odovzdanim SUKL a/alebo EK najskor skontrolovat
a schvalit spoloCnost’ AbbVie.Zariadenie
a Zodpovedny skusajuci buda hiasit' vietky zavazné
neziaduce udalosti alebo iné veci, ktoré ich
v stvislosti s bezpecnostou znepokojujd, ako to je
stanovené v Protokole avsulade s platnymi
Pravnymi predpismi.
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(d)

Institution represents and warrants that Priné-iaa-l-

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 to 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 a zaruduje, Ze Zodpovedny
skudajuci je zamestnancom Zariadenia.Zariadenie
sthlasi s tym, Ze bez predchadzajuceho pisomného
suhlasu spolognosti AbbVie nesmie Zodpovedného
skudajuceho nahradit inym skuSajlicim.Ak  si
Zodpovedny skasajuci nebude chciet' alebo moct
pinit' svoje povinnosti podia poZiadaviek tejto Zmiluvy,
Zariadenie otom bude promptne informovat
spolo€nost’” AbbVie a spolo¢nost AbbVie urychlene
najde pre obe strany prijatelného nahradného
zodpovedného skusajuceho.

(e)

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)

Zariadenie zabezpedi, aby Zodpovedny sku$ajlci
vyplnil aodovzdal spolo¢nosti AbbVie formular
s informaciami a dohodou skusajiceho (,lIA), ktory
mu spoloénost AbbVie poskytla pred zaciatkom
Skusania, abude spolo¢nost AbbVie promptne
informovat o v8etkych zmenach vich spravnosti
pocas Lehoty platnosti tejto Zmiuvy.Zariadenie dalej
zabezpedi, aby Zodpovedny ski8ajici a vSetci
spolusku$ajuci  vyplnili aodovzdali spolo¢nosti
AbbVie formulér s finanénymi informaciami, ktory mu

spolodénost  AbbVie poskytla pred zadiatkom
Skusania, abude spolo¢nost AbbVie promptne
infformovat o v8etkych  zmenach v spravnosti

formuléra pocas Lehoty platnosti tejto Zmluvy
(stanovena niz3ie) apocas jedného (1) roka po
skon&eni Sku8ania.Zariadenie uznava a sthlasi s
tym, Ze Zodpovedny skusajuci a spoluskusajlci a ich
najblizia rodina nesmi mat na Skddanom lieku
priamy viastnicky podiel (okrem iného ani prava
duSevného vlastnictva alebo prava na podiel zo
zisku) a nesmu dostat ako odmenu za vykonavanie
funkcie  zodpovedného  skd3ajiceho  alebo
spoluskd$ajuceho  (spoluskusajucich) 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. Institution 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.

®

Zariadenie a Personal zariadenia nebudd G¢tovat’ ani
poZadovat nahradu od tretich stran (okrem iného ani
od ugastnikov Skusania, poskytovatelov zdravotného
poistenia alebo zo Statneho programu) za Materialy
skisania (ako su definované niz&ie) alebo iné veci ¢i
sluzby, ktoré boli uhradené alebo poskytnuté bez ich
UStovania spoloCnostou AbbVie alebo v jej
mene.Zariadenie bude dodrziavat vSetky platné
komeréné Statne programy aostatné pravidla
vztahujice sa na platitela, ktoré poZaduju
zverejnenie toho, & boli takéto Materidly skuSania
alalebo iné veci alebo sluzby =zaplatené alebo
poskytnuté bez ich Gétovania spolo&nostou AbbVie
alebo v jei mene.

(9

Institution acknowledges that AbbVie has contracted
ECOMED - Ing. Martin Fuchsberger for the purpose
of the rent of the equipment required for the Study
conduct.Institution and Principal Investigator shall use
such facility for such services as required by the
Study Protocol.

(9)

skusania.

Zariadenie berie na vedomie, Ze spolo¢nost AbbVie
uzatvorila zmluvu s ECOMED - Ing. Martin
Fuchsberger na el prenajmu zariadenl potrebnych

k vykonaniu klinického SkG3ania. Zariadenie
a Zodpovedny skaSajuci budd tento prostriedok
pouzivat na sluzby poZadované Protokolom

3

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 | NN




Nérodni' ustav reumaticki'ch chorob Piestany

M13-542

2. AbbVie Obligations. AbbVie shall comply with | 2, Povinnosti spolo&nosti AbbVie. Spolo&nost 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 Ska3anim dodrZiavat platné Pravne predpisy a ziska
required in connection with such activities. vietky povolenia, ktoré su v sGvislosti s takymito

&innostami potrebné.

3. Study Materials; Licenses; Equipment. 3. Materialy skugania, licencie, vybavenie.

(@) AbbVie will provide sufficient quantities of Study | (a) Spolognost AbbVie bezplatne dod4 dostatodné
Product, investigator brochures, access to an mnozstva SkGSaného lieku a prirudiek pre
electronic data capture system for completing Case skusajlceho, poskytne pristup k systému elektronickej
Report Forms ("CRFS”), access to or copies of certain evidencie udajov na G&ely vyplfiania Zaznamovych
patient reported outcomes (electronic or paper) formularov Gcastnikov skudania (LCRF*), pristup
surveys, questionnaires, 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 a/alebo stupniciam (spolo¢ne ,PRO%)
necessary to conduct the Study (together, the "Study alebo ich kopie apristup ku vdetkym ostatnym
Materials") at no cost. All Study Materials and other zIG&enindm a materidlom, ktoré uvadza Protokol alebo
information provided by AbbVie in connection with this ktoré spoloénost AbbVie povaZuje potrebné na
Agreement are and shall remain the sole property of vykonanie Skusania (spolo¢ne ~Materialy
AbbVie. skaania“).Vsetky Materidly sk(3ania a ostatné

informacie, ktoré spolotnost AbbVie poskytne
v stvislosti s touto Zmluvou, sU a zostand vyluénym
majetkom spolonosti 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 mnozstvo a ich pouZite zo strany U&astnikov
or Principal Investigator . shall _inspect the Study _Sku$ania.Zariadenie  alebo Zodpovedny.  ska$ajuci
Materials upon receipt and notify AbbVie upon Materialy skuSania pri prevzati skontroluji a budl
becoming aware that any Study Materials are spolo&nost’ AbbVie informovat, ked zistia, Ze niektoré
damaged or that the supply of Study Materials is znich sG poskodené alebo je ich dodavka
inadequate. neprimerana.

(c) Study Materials shall: (i) be stored and handled in | (c) Materialy ski$ania(i) sa budi uchovavat a'bude sa
accordance with the labeling, Investigator Brochure, or s nimi zaobchadzat podla oznadenia, prirucky pre
material data safety sheet, as applicable, of the skuajuceho alebo karty bezpe&nostnych udajov
applicable Study Materials, with applicable legal and (podla situ4cie), ktoré sa vztahuji k prisiusnym
regulatory. requirements, and AbbVie's written Materidlom sku8ania, podla platnych- zékonnych a
instructions, (i) not be used past their respective reguladnych poZiadaviek a pisomnych pokynov
labeled expiration dates, if any. spolodnosti AbbVie, (i) nebudd sa pouZivat po

uplynuti pripadnych vyznagenych datumov exspiracie.

(d) Neither Institution nor any institution Personnel shall | (d) Zariaderie anl "Personal zariadenia ~nebudu (i)

() publish any part of the PROs in any manuscript,
poster, oral presentations, or otherwise; (ii) remove or
alter any notice contained in the PROs; or (i) modify,
transfer, distribute, or release the PROs to any third
party, except in connection with performing the Study
in accordance with the Protocol.

zverejiiovat Ziadnu &ast PRO v Ziadnom rukopise,
letdku, verbalnych prezentéciéch alebo inym
spdsobom; (ii) odstrafiovat’ ani pozmeriovat Ziadne
oznamenie uvedené vPRO alebo (iii) upravovat,
odovzdavat, distribuovat alebo poskytovat PRO tretej
strane s vynimkou pripadov, ked je to v slvislosti
s vykonanim Skd$ania podla Protokolu.

(€)

Upon conclusion of the Study, termination of this
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.

(e)

Po ukondéeni Skusania, vypovedani tejto Zmluvy alebo
na Ziadost spoloCnosti - AbbVie budl v8etky
zostévajlce alebo exspirované Materidly sku3ania
vratené spolo¢nosti AbbVie na jej primerané naklady
a podfa Protokolu ajej plsomnych pokynov, ako aj
v stlade s platnymi poZiadavkami, ktoré sa vztahuji
na odosielanie takychto Materidlov skaSania.Ak sa
strany dohodny, Ze vratenie takychto Materialov
ski$ania nie je praktické alebo ho miestne Pravne
predpisy zakazuji, v8etky zostavajuce alebo
exspirované Materialy ski3ania sa zlikviduja pine
v sUlade s platnymi Pravnymi predpismi.Zariadenie po
takejto likvidacii promptne poskytne spoloénosti
AbbVie doklad o likvidacii alebo podobny dokument
potvrdzujuci zniéenie Materialov skudania.

4
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G

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; (ii) use the
Equipment in accordance with the user manual and/or
other instructions provided with the Equipment; (jii)
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. If, 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.

(f

Ak to bude potrebné na Ulely vykonania Skusania,
spolo¢nost AbbVie mdze Zariadeniu poskytnit' urgité
vybavenie.V&etko vybavenie, ktoré spolo¢nost’ AbbVie
poskytne na zéklade tejto Zmluvy, je opisané v

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

promptne po prijati Vybavenia vykona jeho kontrolu
a bude spolo¢nost’ AbbVie informovat, ak sa dozvie,
Ze niektoré Vybavenie je poSkodené alebo nefunkéné;
(i) bude Vybavenie pouzivat v sUlade
s pouZivatelskou priru¢kou a/alebo inymi pokynmi
poskytnutymi spolu s Vybavenim; (iii} bude Vybavenie
uchovavat bezpecnym spdsobom s cielom ochranit
ho pred neopravnenym pouzivanim, kradeZzou alebo
poskodenim a bude sa o Vybavenie starat rovnako,
ako sa stard o svoje vlastné vybavenie podobného
typu a hodnoty.Ak kvoli nedbanlivosti, Iahostajnosti
alebo umyselnému nespravnemu konaniu zo strany
Zariadenia alebo Personalu zariadenia ddjde k strate,
kradezi alebo poskodeniu Vybavenia, Zariadenie
uhradi opodstatnené néklady na jeho vymenu alebo
opravu, pricom takato platba nebude vy38ia nez
odhadovana hodnota uvedena v Prilohe B. Na konci
SkGsania alebo v pripade pred&asného skonéenia
tejto Zmiuvy sa Vybavenie podia pokynov spolognosti
AbbVie a na jej naklady vrati na miesto, ktoré
spolo¢nost’ AbbVie uréi.

(9)

In the event the Protocol requires Institution to provide
Equipment to Study subjects for their use during the
Study, Institution shall instruct the Study subjects 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.

(9

Ak Protokol od Zariadenia vyZaduje, aby poskytlo
UCastnikom ski8ania Vybavenie, ktoré budd Géastnici
potas SkuSania pouZivat, Zariadenie poskytne
Ucastnikom sklaSania indtrukcie otom, ako majd
Vybavenie spravne pougivat.Ak Ugastnik skusania
Vybavenie strati, ukradne alebo poskodi alebo ddjde k
strate, kradeZi alebo po8kodeniu Vybavenia v Case,
ked bude u Ugastnika skGSania, spolo€nost AbbVie
uhradi opodstatnené néaklady 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 skusania a Vybavenie
pouzivat vyluéne na vykonanie Skt$ania a nebude ich
pouzivat' na iné skusanie alebo iny udel.

Monitoring of Study; Records, Reporting.

4. Monitorovanie ski$ania, zdznamy, hldsenie.

(@)

Upon the request of AbbVie, Institution shall 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 (i) all data, records,
CRFs, reports, and other information generated
(excluding source documents and medical records) in
relation to the Study (collectively, “Records”), which
shall be the exclusive property of AbbVie.

(a)

Zariadenie na Zziadost' spolonosti AbbVie predlozi
verbalne alebo pisomné hlasenia o tom, ako Skusanie
pokracuje, okrem iného aj o zavaznych neziaducich
udalostiach podlia Protokolu a Zakona.Do $tyridsiatich
piatich (45) dni od ukon&enia alebo pred&asného
skonéenia Skusania odovzda Zariadenie spolo¢nosti
AbbVie:(i) zavere¢né hlasenie o Skusani, ktoré
vyhotovi Zodpovedny skisajlci pre EK, a (ii) vSetky
GUdaje, z&znamy, CRF, hiasenia ainé informacie
vytvorené (okrem zdrojovych dokumentov
a lekarskych zaznamov) v slvislosti so Ska3anim
(sthrnne ,Zaznamy*), ktoré buda vyluénym majetkom
spolo¢nosti 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 verify compliance with this
Agreement, provided that Institution may redact such

(b)

Zariadenie na zaklade primeraného predchadzajuceho
oznamenia apogas obvyklého pracovného <&asu
umozni spoloénosti AbbVie a jej poverenym osobam
pristup do priestorov, v ktorych sa SkuSanie vykonava,
aby mohli monitorovat' jeho vykonéavanie a kontrolovat
Zaznamy, zdrojové dokumenty ainé udaje stvisiace
so SkaSanim (suhrnne ,Dokumenty skaSania“)
a overit' si tak dodrZiavanie tejto Zmluvy, pri€om v8ak
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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
timely cured or is incapable of timely cure, AbbVie
may immediately terminate this Agreement.

mdZze takéto Dokumenty sku3ania
prepracovat tak, ako to poZaduje zakon v zaujme
ochrany sukromia Uéastnikov.Ak spoloénost AbbVie
v dosledku  takéhoto  monitorovania  dospeje
k nejakému zavaznému zisteniu, ktoré nebude vcas
odstranené alebo ho nemozno v€as odstranit, bude
moct tuto Zmluvu okamZite vypovedat.

(©

Institution shall, to the extent permitted by applicable
Laws, promptly: (i) notify AbbVie upon receiving any
requests to inspect and have access to documents
related to the Study by any regulatory authority, and
(i) provide AbbVie with a copy of any documents
received from or provided to such regulatory authority.
In the event a regulatory citation or notice is issued
relating to 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 or
notice, (B) a summary of such citation or notice, and
(C) Institution's response to such citation or notice.

(©

Zariadenie bude v rozsahu, v akom to povoluiju platné
Pravne predpisy, promptne:(i) informovat' spolo¢nost’
AbbVie o prijati Ziadosti o kontrolu  a pristup
k dokumentom slvisiacim so Sku$anim zo strany
regulaéného organu a (i) poskytne spolo&nosti AbbVie
képiu vsetkych dokumentov, ktoré dostalo od
regulagnych organov, ako aj dokumentov, ktoré
regulaénym organom poskytlo.Ak regulatné organy
v slvislosti so SkuSanim vydaju nejaké predvolanie
alebo ozndmenie, Zariadenie suhlasi, Ze ak to
povoluja platné Pravne predpisy, do patnastich (15)
dni od prijatia takéhoto predvolania alebo oznamenia
od regulaénych organov spolo¢nosti AbbVie
predlozi:(A) oznam o takomto predvolani alebo
oznameni, (B) suhrn takéhoto predvolania alebo
ozndmenia a (C) odpoved Zariadenia na takéto
predvolanie alebo oznamenie.

(d)

Institution shall retain the Study Documents in
accordance with applicable Laws (the "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
mutually agree upon the costs and the duration for
such extended retention period.

(d)

Zariadenie bude Dokumenty sku3ania uchovavat
podla platnych Pravnych predpisov (,Lehota

. uchovavania®).Ak  spoloCnost AbbVie poZiada

Zariadenie o uchovéavanie Dokumentov skdSania aj po
Lehote uchovavania, strany bud( v dobrej viere
spolupracovat, aby sa vzéjomne dohodli na nékladoch
a trvani takejto predlzenej lehoty uchovavania.

Compensation. 5. Odmena.
AbbVie shall pay Institution in accordance with the | g Spolognost AbbVie zaplati Zariadeniu podia
Study budget attached hereto and incorporated herein rozpodtu SkuSania, ktory je priloZzeny k tejto Zmluve
as Exhibit A (‘Budget Summary and Payment a tvori jej sucast ako Priloha A (,Suhrn_rozpo&tu
Schedule"). Institution understands and agrees that arozpis platieb®). Zariadenie si uvedomuje
none of Principal Investigator or subinvestigator(s) will a.sUhlasf, Ze Zodpovedny skusajuci ani
receive any funds from AbbVie in connection with the spoluskusajlici nedostani od spolognosti AbbVie
performance of the Study other than the funds paid to s stvislosti s vykonanim  Sk($ania Ziadne iné
Institution in accordance with Exhibit A. AbbVie finan&né prostriedky okrem tych, ktoré budd
acknowledges” and agrees, that compensation paid Zariadeniu vyplatené podra Prilohy A. AbbVie berie
under the terms of this Agreement shall be distributed na vedomie a sUhlasl, 2¢ odmena uhradena za
between the Institution and Principal Investigator podmienok tejto zmiuvy bude rozdelena medzi
(andfor Institution Personnel) in split ratio in Zariadenie a Zodpovedného sku3ajiceho (alalebo
accprd_ance with the applicable internal directive of the persondl 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, 2e platby stanovené v
market value for the services to be rendered and has Prilohe A predstavuju objektivnu trhovd hodnotu za
not been determined in any manner that takes into sluzby, ktoré maju byt poskytnuté, a neboli
account the volume or value of any referrals or stanovené spdsobom, ktory by prihliadal na
business otherwise generated between Institution and mno3stvo alebo hodnotu akychkolvekodport&ani
any member of the AbbVie Group. alebo zakaziek vzniknutych medzi Zariadenim
a niektorym ¢lenom skupiny AbbVie inym spdsobom.
b. Institution represents and warrants that it and | b. Zariadenie vyhlasuje azaruCuje, Ze spolu so
Principal Investigator are now in compliance with, and Zodpovednym skOSajucim dodrZiava a zavézuje sa,
undertakes that in performance of its obligations e potas pinenia svojich povinnosti podla tejto
under t_hls Agreement shall continue to comply with, Zmluvy bude aj nadalej dodrziavat vsetky platné
all apphcgble Laws, regulations and industry codes of Pravne predpisy, Upravy a pracovné kédexy odvetvia
practice, including those related to anti-bribery and vratane tych, ktoré sa tykaju boja proti uplatkarstvu
anti-corruption.  Institution further represents and a korupcii.Zariadenie dalej vyhlasuje a zarutuje, 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 gtétnemu predstavifel'ovi_alebo ingj
osobe scielom ziskat' alebo si udrzat nejakl
zakazku alebo si zabezpetit nejakdl obchodni

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 doéjde k vypovedaniu tejto Zmluvy, spolonost
AbbVie zaplati Zariadeniu za poskytnuté sluzby
a nezruditelné vydavky vzniknuté do datumu
nadobudnutia &innosti vypovede.Spolo¢nost AbbVie
nebude povinné 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’).

Spolo¢nost AbbVie nebude povinna zaplatit za
sluzby vykonané v rozpore s Protokolom alebo za
udaje v CRF, ktoré su nelpiné alebo nepresné.Ak uz
za takéto sluzby zaplatila, zaplatend suma sa
odpocita od konec¢nej platby, ktora sa méa uhradit na
zéklade tejto Zmiuvy (,Zavereéna platba“).

In the event of any payment dispute under this
Agreement, (i) AbbVie shall pay undisputed amounts
upon receipt of an invoice therefor, and (ii) the parties
shall cooperate in good faith to resolve such dispute
in a timely manner. Following resolution of such
dispute, Institution shall re-invoice 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 dbjde k nejakému sporu v suvislosti s platbou
podla tejto Zmluvy, (i) spoloénost AbbVie zaplati
nespochybnené sumy po prijati faktury a (i) strany
budi v dobrej viere spolupracovat, aby spor véas
vyriesili.Zariadenie po vyrieSeni takéhoto sporu
znovu vystavl spolo¢nosti AbbVie faktaru na sumy,
na ktorych splatnosti sa strany vzajomne dohodli,
a spolognost’ AbbVie takéto sumy uhradi.Zariadenie
alebo Personal zariadenia nebudd podas rie$enia
takéhoto sporu oplatbe vzZziadnom pripade
zadrziavat' (daje Skudania alebo Zaznamy.

AbbVie will make the Final Payment and send a
financial reconciliation to Institution after completion
of the performance of all services contemplated
hereunder 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 reconciliation 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 Zavereéna platbu a posle
Zariadeniu finanéneé vyGCtovanie po dokonéeni
v3etkych sluzieb naplanovanych v tejto Zmluve a po
tom, ako jej budl odovzdané vietky CRF a ostatne
materialy opisané v odseku 4(a)Ak spolognost
AbbVie zaplatila Zariadeniu nizsiu sumu, neZ na aku
ma Zariadenie v ¢ase finanéného vyudétovania narok,
zostdvajucu sumu uhradi ako sucast Zaveregnej
platby.Pripadny preplatok v prospech spolo&nosti
AbbVie vdlase z&veredného vyllétovania bude
spoloénosti AbbVie uhradeny do $tyridsiatich piatich
(45) odo diia, ked spolocnost 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 Personnel for provision of Study-related
services from funds paid to Institution by AbbVie
under this Agreement), it shall without undue delay,
and in any case not later than within thirty (30) days
after such performance, in electronic form to
RD_Financial_Compliance_Group@abbvie.com with
a copy to brian.barriager@abbvie.com, disclose to
AbbVie a detailed account of medical professionals or
providers of medical care to which the financial or
non-monetary performance has been made (the
“List"), to the extent and data classification (including,
but not limited to, disclosure of amount, purpose and
description of payment) required by the Act (Sect. 60
par. (8) and (9), and Sect. 74a par. (9) and (10)).

Zariadenie si je vedomé a suhlasi, Ze v pripade
akychkolvek pefiaznych alebo nepefiaZnych plneni
v suvislosti s touto Zmluvou, ktoré Zariadenie ¢o i len
Giastogne poskytne zdravotnickemu pracovnikovi
alebo poskytovatelovi zdravotnej starostlivosti (napr.
ak v suvislosti s akymikolvek sluzbami suvisiacimi so
Skusanim Zariadenie vyplati &lenom Personalu
zariadenia  akékolvek platby z finanénych
prostriedkov, ktoré mu spolocnost AbbVie uhradila
na zaklade tejto Zmluvy), odoSle v elektronickej
podobe na adresu
RD_Financial_Compliance Group@abbvie.com

v képii na brian.barriager@abbvie.com a poskytne
tak spolo¢nosti AbbVie bez zbyto&ného odkladu,
najneskor v8ak v lehote do ftridsiatich (30) dni od
poskytnutia takého plnenia, zoznam zdravotnickych
pracovnikov alebo poskytovatelov zdravotnej
starostlivosti, ktorym bolo peiiazné alebo nepefiazné
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Institution shall ensure that the List contains accurate,
complete and true details.

plnenie poskytnuté (,Zoznam"), ato vrozsahu
a ¢leneni Udajov (vratane uvedenia vysky, ucelu a
popisu poskytnutého plinenia) ako je vyZadované
Zakonom (860 ods. 8 a 9, resp. §74a ods. 9 a 10).
Zariadenie sa zavazuje, Ze zaisti, Ze Zoznam bude
obsahovat' vyluéne presné, Gplné a pravdivé Gdaje.

h. Institution acknowledges that due and timely | h,  Zariadenie berie na vedomie, Ze riadne a v&asné
fulfilment of its disclosure obligation, as stated in splnenie jeho oznamovacej povinnosti, uvedenej
Section 5(g), is requisite for AbbVie to fulfill its vodseku 5(g), je nutné na riadne splnenie
disclosure obligations as stipulated by the Act. oznamovacich povinnosti spolo&nosti AbbVie podla
Therefore, Institution acknowledges and agrees to Zakona. Zariadenie sa preto zavazuje a suhlasi, Ze
indemnify AbbVie from and against any and all odskodni spoloénost AbbVie a nahradi spolognosti
damages and costs (including, but not limited to, AbbVie vetku Skodu a naklady (vratane nakladov na
costs of legal representation and satisfaction of any pravne zastupovanie a splnenie sankcii uloZzenych
sanctions imposed by administrative and/or judicial spravnym alebo sudnym organom), ktoré spolo&nosti
authority), that may be incurred by AbbVie due to AbbVie  vznikni  vsuvislosti s porusenim
Institution’s failure to adhere to its obligations as set akéhokolvek zavézku alebo povinnosti Zariadenia,
forth in Section §(g) of this Agreement. Institution uvedenych v odseku 5(g) tejto Zmluvy. Zariadenie
further acknowledges and agrees that AbbVie may zaroved berie na vedomie a sthlasi, Ze spolo&nost
decrease payments made to Institution under the AbbVie je opravnend znizit platby, vyplacané
terms of this Agreement up to the amount of such Zariadeniu na zaklade tejto Zmluvy, aZ do vysky
damages and/or incurred costs. AbbVie's right to takto vzniknutej $kody afalebo nakladov. Préavo
seek any other forms of redress in accordance with spolo&nosti AbbVie na uplatnenie inych napravnych
the terms and provisions of this Agreement or prostriedkov podla tejto Zmluvy alebo podla platnych
pursuant to Law shall not be restricted by this Pravnych predpisov nie je tymto dotknuté.
provision.

6. Confidentiality. 6. Dbvernost.

During the Term of this Agreement, including any | a. Podas Leho latnosti tejto Zmluvy, vratane jej

etersions rereo, NN |  orcdizcn. M o .o\

after the expiration or termination of this Agreement, platnosti alebo vypovedania tejto Zmluvy nebude

Institution and Institution Personnel shall not disclose Zariadenie . a Personal zariadenia bez

to any third party (other than AbbVie's designated predchadzajiceho pisomného sthlasu spoloénosti

parties) or use Confidential Information (as defined AbbVie poskytovat Ziadnej tretej strane (okrem strén,
below) for any purpose other than that indicated in this ktoré uréi spoloénost’ AbbVie) alebo pouZivat Ziadne

Agreement without AbbVie's prior written consent. Déverné informacie (ako st definované nizsie) na iny

Notwithstanding the ~foregoing, ~obligations  of udel nez je to uvedené v tejto Zmluve.Bez ohladu na

confidentiality and non-use with respect to any vyssie uvedenu skutognost, povinnost zachovavat

Confidential Information identified as a trade secret by dévernost a nepouzivat Ziadne Déverné informacie

AbbVie -shall remain in place for so long as the oznadené spolodnostou AbbVie ako obchodné

applicable Confidential information retains its status as tajomstvo ostéva v platnosti, pokym si tieto Déverné

a trade secret under applicable Laws. “Confidential informécie zachovaju status obchodného tajomstva

Information” shall include any |nformat|on provided to podla prislusnych Pravnych predpisov.,Déverné

Institution or Institution Personnel by or on behalf of informacie® bud zahffiat vdetky informéacie, ktoré

AbbVie including, without limitation, the Protocol, spolo&nost AbbVie poskytla Zariadeniu alebo

Study Materials, Records, and all other materials, Persondlu zariadenia alebo im boli poskytnuté v jej

data, results, and information concerning AbbVie or mene, okrem iného aj Protokol, Materidly skusania,

the Study or developed as a result qf ¢onducting the Zaznamy a vietky ostatné materialy, udaje, vysledky

Study, except any portion thereof that: a informécie o spoloénosti AbbVie alebo Skusani,

ktoré wvznikli v dosledku vykonania SkdSania,
s vynimkou tych ich &astl, ktoré:

(i) is known to Institution or Institution Personnel () boli Zariadeniu alebo Persondlu zariadenia
prior to receipt thereof under this Agreement, as zname pred ich prijatim podfa tejto Zmluvy, ¢o
evidenced by its written records; mozno doloZit pisomnymi zaznamami;

(i) is disclosed to Institutio_n or Institution Personnel! (i) Zariadeniu alebo Personalu zariadenia po prijati
after acceptance of this Agreement by a third tejto Zmiuvy spristupnila tretia strana, ktora je
party who has a right to make such disclosure in a opravnena ich spristupnit spésobom, ktory nie je
non-confidential manner; doverny;

(iii) is or becomes part of the public domain through (iii) st alebo sa stani verejne znadme nie vinou
no fault of Institution or Institution Personnel; or Zariadenia alebo Personalu zariadenia; alebo

(iv) is independently developed by Institution or (iv) Zariadenie alebo Personal zariadenia samostatne
Institution Personnel without use of or reference vytvori bez pouzitia Dévernych informacii alebo

CONFIDENTIAL/DOVERNE

Template/Vzor: Slovakia CSA Template - 1 Agmt Per Site (AbbVie Managed Study) 11JUN2015

Document Tltle/Niiii liiil"ﬂiil" Hii—iii i iiiili iiﬁ i iii ii iii iibele Manag Std) NURCH Piestany _

8




Nérodni' ustav reumaticki'ch chorob Piestany

M13-542

to the Confidential Information, as evidenced by
Institution’s written records.

odkazu na ne, ¢o moZno doloZit pisomnymi
zadznamami Zariadenia.

Within forty-five (45) days following completion or
termination of the Study, Institution shall return or
destroy all Confidential Information; provided,
however, Institution may retain one copy of
Confidential Information on a confidential basis to
ensure compliance with this Agreement and for
archival purposes.

Zariadenie do S$tyridsiatich piatich (45) dnf od
ukoncenia alebo pred€asného skoncéenia Skusania
vrati alebo zni¢i vSetky spristupnené Déverné
informacie, pricom si v8ak méze dévernym spdsobom
ponechat’ jednu képiu Dbévernych informacii, aby sa
zaistilo dodrzanie tejto Zmiuvy, ako aj na Ugely
archivécie.

Nothing in this Agreement shall be construed to
restrict Institution from disclosing Confidential
Information as required by applicable Laws or
court order or other governmental order or
request, provided in each case Institution shall
give AbbVie prompt written notice (and if possible
and legally permissible, at least five (5) business
days’ notice) in order to allow AbbVie to take
whatever action it deems necessary to protect its
Confidential Information. In any event, Institution
shall: (i) furnish only that portion of the
Confidential Information which it is legally required
to disclose, and (ii) permit AbbVie to attempt to
limit such disclosure by appropriate legal means.

Ni¢ vtejto Zmluve sa nebude interpretovat ako
obmedzenie Zariadenia vo zverejneni Dévernych
informécii, ako to poZaduji prisluéné Pravne predpisy
alebo sudny prikaz &i iny prikaz alebo Ziadost' $tatneho
organu, pricom v3ak Zariadenie v kazdom pripade
poskytne spolo¢nosti AbbVie promptné pisomné
ozndmenie (a ak to je moZné apravne pripustné,
aspon pat' (5) pracovnych dni vopred), aby spolo¢nost
AbbVie mohla prijat’ v8etky opatrenia, ktoré povaZuje
za potrebné v zaujme ochrany svojich Dévernych
informécii.Zariadenie v kazdom pripade:(i) poskytne
len t ast Dovernych informacii, ktortl je zo zékona
povinné spristupnit, a (ii) umozni spolocnosti AbbVie,
aby sa pokusila takéto zverejnenie obmedzit
primeranymi pravnymi prostriedkami.

Institution shall not disclose to AbbVie any |d. Zariadenie nebude spoloénosti AbbVie spristupfiovat
information which is confidential or proprietary to Ziadne informécie, ktoré st dévernymi alebo
a .third party unless Institution firs_,t obtains the hrénenym| ‘informaciami tretej strany, ak najskor
prior written approval of such third party and neziska - pisomny sthlas takej tretej strany
AbbVie. a spolo¢nosti AbbVie.

Subject Confidentiality; Data Protection. 7. Doévernost ugastnikov, ochrana udajov.

Where any Institution Personnel Processes (as | a. Ak niektori &lenovia Persondlu zariadenia spracivaju

defined below) information identifying or, in
combination with other information, identifiable to a
living individual participating in or associated with the
Study (“Personal Data"}, Institution shall ensure such
Processing is performed only in accordance with this
Agreement, all applicable Laws, including
requirements pertaining to data transfer agreements, if
applicable, and AbbVie's written instructions. For the
purposes of this Agreement, “Processing’ (and its
conjugates including, without limitation, “Process”)
shall mean any operation or set of operations that is
performed upon Personal Data including, without
limitation, any collection, recording, retention,
organization, storage, ‘adaptation, alteration, retrieval,
consultation, blocking, erasure, use, disclosure,
access, transfer or destruction, whether or not by
electronic means. Institution shall maintain appropriate
safeguards to ensure the confidentiality and security of
the Personal Data.

(ako to je definované nizsie) informéacie, ktoré
identifikuju alebo v kombinacii s inymi informaciami
mdZu identifikovat Zijucu osobu, ktoréd sa zucastiiuje
Skisania alebo s nim je nejako spojena (,0sobné
udaje®), Zariadenie zabezpeéi, aby sa takéto
Spractivanie vykonavalo vyluéne v sulade s touto
Zmiuvou a vetkymi platnymi Pravnymi predpismi
vratane poziadaviek vztahujlicich sa na dohody
o presunoch Gdajov (ak sa to uplatiiuje) a pisomnymi
pokynmi spolo&nosti AbbVie.Na ucely tejto Zmluvy
bude pojem ,Spractivanie“ (a vietky jeho tvary,
okrem iného aj ,Spracovat™) znamenat akikolvek
ginnost' alebo rad ¢innosti, ktoré sa robia s Osobnymi

Gdajmi, okrem iného aj ich zhromaZzdovanie,
zaznamenavanie, uchovavanie, organizovanie,
skladovanie, upravovanie, pozmeriovanie,
vyhladavanie, konzultovanie, blokovanie,
vymazavanie, pouzivanie, zverejfiovanie,

spristupfiovanie, prestvanie alebo likvidovanie, & uz
elektronickymi prostriedkami alebo nie.Zariadenie
bude mat' zavedené primerané ochranné prvky, aby
zabezpelilo dobvernost a bezpecnost Osobnych
udajov.
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b. Institution shall ensure that Institution Personnel | p.  Zariadenie zaistl, aby Personal zariadenia potvrdil
acknowledge and consent to AbbVie's Processing of a vyjadril svoj suhlas so Spractvanim Osobnych
Institution Personnel's Personal Data including details Gdajov Persondlu zariadenia vratane ich mien,
of his/her name, address, qualifications and clinical adries, kvalifikacie apraxe voblasti Klinického
trial experience. Additional uses or disclosures may sktsania.Dalsie pouzitie alebo spristupnenie méZe
include financial information (including compensation zahifiat finanéné informacie (vratane odmeny a
and reimbursement payments), public registration of vyplaty nahrad), verejnl registraciu SkiSania na
the Study on web sites designed for this purpose internetovych strankach uréenych na tento uel,
such as www.clinicaltrials.gov, assessments by napr. www.clinicaltrials.gov, hodnotenia vhodnosti
AbbVie of Principal Investigator's suitability for future Zodpovedného skusajuceho pre budlce skusania zo
studies, and for purposes of complying with strany spolo&nosti AbbVie a na G&ely dodrZania
applicable Laws. Institution shall cause Institution platnych Pravnych predpisov.Zariadenie zabezpedi,
Personnel to understand and expressly agree that aby Personél zariadenia vedel o tom a suhlasil s tym,
this information may, if necessary for these purposes, Je ftieto informacie sa v pripade potreby mézu
be made available to ethics committees, government spristupnit etickym komisiam, &tatnym organom
authorites and members of the AbbVie Group a élenom skupiny AbbVie, ktoré sa nachadzaji
located both in the country in which the Study is v §tate, v ktorom sa vykondva SkuSanie, ako aj v
carried out and in other countries, including in the inych Statoch vratane Spojenych Statov americkych a
United States or elsewhere as required by applicable inde podfa toho, ako to pozaduji platné Pravne
Laws, or as necessary for the purposes of ICH-GCP predpisy alebo ako to je potrebné na tgely ICH-GCP
or data protection audits or inspections. alebo kontrol &i in8pekcii ochrany Gdajov.

8. Publicity. 8. Zverejfiovanie informacif.

a.  Without the other party’'s written consent, neither |a. Ani jedna strana nesmie bez pisomného sthlasu
party may use the name, trademark, servicemark, nor druhej strany v Ziadnom zverejneni, reklame alebo
logo of the other party or the other party's affiliates in inych informaciach uréenych na pouzitie na komeréné
any publicity, advertising, or other information alebo propaga¢né Ugely pouzivat nazov, obchodnl
intended to be used for.commercial or.promotional | . . znamku, ‘servisnG znamku-alebo -logo -druhej- strany
purposes. Except as required by applicable Laws, alebo pobogiek druhej strany. S vynimkou toho, ako to
Institution shall not disclose the terms of this pozadujtl platné Pravne predpisy, Zariadenie nebude
Agreement without AbbVie's prior written approval. In bez predchadzajuceho pisomného suhlasu spoloénosti
accordance with the foregoing, Institution agrees, AbbVie zverejfiovat ~ podmienky tejto  Zmluvy.
subject to the terms. of Section 6 of the Agreement, Zariadenie v stilade s vy&Sie uvedenou skuto&nostou
to publish this Agreement in the Central Registry of s prihliadnutim na podimienky odseku 6 tejto Zmluvy
Agreements at www.crz.gov.sk in accordance with sthlasi so zverejnenim tejto Zmluvy v Centrainom
the terms of § 5a. 1 of the Act. 211/2000 Coll. on registri zmlav na stranke www.crz.gov.sk podla
Free Access to Information within two (2) business podmienok § 5a.1 zakona211/2000 Z. z. o slobodnom
days of full execution of the Agreement and to pristupe k informaciam do dvoch (2) pracovnych dnf od
promptly notify AbbVie of publication. riadheho uzatvorenia tejto Zmluvy a zavdzuje sa

spolonost AbbVie o takomto zverejneni promptne
informovat’, -
b.Institution understands and agrees that the terms and | b, Zariadenie si uvedomuje asthlasi stym, Ze
conditions of this Agreement-and the amount of any spolognost AbbVie alebo ktorykolvek Qléh“skupiny
payment made hereunder may be -disclosed and AbbVie mdzu spristupnit a zverejnit podmieriky tejto
made public by AbbVie or any member of the AbbVie Zmluvy a sumu, ktora bude na jej zaklade vyplatena,
Group as reasonably necessary to comply with ak to bude oddévodnene potrebné v zaujme dodrzania
applicable Laws and other obligations. As AbbVie platnych Pravnych predpisov ainych
reasonably requests, Institution shall cooperate in povinnosti.V stlade stym, ako to bude spolo&nost
good faith with AbbVie to promptly provide accurate AbbVie oddvodnene poZadovat, Zariadenie s fou
and complete information in connection with such bude v dobrej viere spolupracovat, aby v savislosti
disclosures. s takymito zverejneniami promptne poskytla presné
a Uplné informécie.

c.  Institution acknowledges that AbbVie, as stipulated | ¢ Zariadenie si uvedomuije, Ze spolo&nost AbbVie je na
by the Act (Section 60, par. (8) and (9); and Section zéklade povinnosti ulozenej Zakonom (§60 ods. 8 a 9,
74a par. (9) and (10)), is subject to an obligation to resp. §74a ods. 9 a 10) povinna predkladat Narodnému
submit a report on expenses on propagation, centru zdravotnickych informacif (,NCZI') spravu
marketing and financial and  non-monetary o vydavkoch na propagéciu, marketing ana pefiazné
performance provided directly or indirectly to any anepefiazné plnenia, poskytnuté priamo alebo
medical professional or to any provider of medical nepriamo  zdravotnickemu  pracovnikovi  alebo
care (‘Report on Expenses’) to the National Centre poskytovatelovi zdravotnej starostlivosti (,Sprava o
of Medical Information (the “NCMI"), and that the data vydavkoch') aZe udaje, ktoré spoloénost AbbVie
AbbVie discloses in each Report on Expenses will be v Sprave o vydavkoch oznami, NCZI zverejni na
published by NCMI on its webpages. Institution svojom webovom sidle. Zariadenie si dalej uvedomuie,
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acknowledges that in accordance with this obligation,
AbbVie may disclose the name, address of registered
seat and company ID of Institution (as it is considered
a third person through which AbbVie provided
financial or non-monetary performance to a medical
professional or provider of medical care) and amount
of any financial and/or non-monetary performance

Ze na zaklade tejto oznamovacej povinnosti bude
spoloénost’ AbbVie opravnena zverejnit meno, adresu
sidla aidentifikaéné ¢&islo Zariadenia (vzhladom
ktomu, Ze je povazované za ftretiu osobu,
prostrednictvom ktorej AbbVie poskytio finanéné &i
nefinanéné plnenie zdravotnickemu pracovnikovi i
poskytovatelovi zdravotnej starostlivosty a vy$ku

reduced to -practice, made, generated or developed
by Institution or Institution Personnel that either
results from use of any of the Study Materials or
results from conduct of the Study (collectively,

“Intellectual Property")

Upon AbbVie's request
and at AbbVie's expense, Institution shall require
Institution Personnel to execute, or cause to have
executed such documents and to take such other
actions as AbbVie deems necessary or appropriate to

obtain, record and enforce patents, copyrights,
assignments or other proprietary protection in
AbbVie's name covering any of the foregoing
Intellectual Property.

provided by AbbVie in connection with this poskytnutého finanéného & nefinanéného plnenia
Agreement. v sUvislosti s touto Zmluvou.
Ownership. 9. Vlastnictvo.
Each party hereto retains all right, title and interestin | 3. Kazd4 zmluvna strana si ponechava vietky prava,
any patent, patent application, trade secret, know-how vlastnicke prava a podiely na vietkych patentoch,
and other intellectual property that was owned by such patentovych prihlaskach, obchodnom tajomstve,
party prior to the Effective Date of this Agreement, and know-how a inom du$evnom vlastnictve, ktorych
no license grant or assignment, express or implied, by vlastnikom bola pred Datumom nadobudnutia
estoppel or otherwise, is intended by, or shall be G&innosti tejto Zmluvy a okrem toho, ako to je v tejto
infefred from this Agreement, except as specifically Zmluve vyslovne uvedené, tato Zmluva nema za ciel
set forth herein. ani sa z nej nebude vyvodzovat Ziadne vyslovné
alebo mi¢ky predpokladané poskytnutie licencie
alebo prevod na zéklade prekazky uplatnenia naroku
alebo inym spdsobom.
b. Any information, invention, data or discovery | b.  Vsetky informacie, vynalezy, Gdaje alebo objavy (bez
(whether patentable or copyrightable or not), ohl'adu na to, & ich moZno ochranit patentom alebo
innovation, communication or report, conceived, autorskym pravom alebo nie), inovacie, oznamenia

alebo hlasenia, ktoré vytvorilo, zaviedlo do praxe,
vyrobilo, generovalo alebo vyvinulo Zariadenie alebo
Personal zariadenia a ktoré sa dbsledkom
pouzivania niektorého Materialu ska8ania alebo
vykonania Skusania sthrnne Dusevné

vlastnictvo),

Zariadenie na  ziados a naklady
spolo€nosti AbbVie bude od Persondlu zariadenia
poZadovat, aby vyhotovil alebo dal vyhotovit
dokumenty a prijal opatrenia, ktoré bude spolo&nost
AbbVie povaZovat za potrebné alebo primerané s
cielom ziskat, zaevidovat a vykonat patenty,
autorské prava, prevody alebo ini majetkova
ochranu v mene spolo¢nosti AbbVie, ktora sa bude
vztahovat na vSetky dasti vy38ie uvedeného
Dusevného vlastnictva.

10. Publications and Presentations. For purposes of this

Agreement, ‘Scientific Publication” means any
scientific  publication or medical communication
regarding Study results in any form that is intended for
disclosure to third parties, including, without limitation,
manuscripts, abstracts, posters, slides or other
materials used for presentations.

10. Publikécie _a prezentacie.Na Gcely

tejto  Zmluvy
znamena pojem .Vedeckad publikacia“ akikolvek
vedeckU publikaciu alebo lekdrsku komunikaciu o
vysledkoch SkuSania v akejkolvek forme, ktora je
uréena na zverejnenie tretim stranam, okrem iného aj
rukopisy, abstrakty, letaky, snimky a iné materialy
pouzfvané na prezentacie.

AbbVie is committed to fostering the highest standard
of conduct related to Scientific Publications and
transparency, while at the same time, protecting its
Confidential Information.  Authorship related to
Scientific Publications shall be determined in
accordance with and governed by the criteria defined
by the International Committee of Medical Journal
Editors (ICMJE) “Recommendations for the Conduct,
Reporting, Editing, and Publication of Scholarly Work
in Medical Journals” and Institution shall require that
AbbVie's role in support of the Study be appropriately

Snahou spolo¢nosti AbbVie je podporovat najvy$sie
normy spravania vo vztahu k Vedeckym publikaciam a
transparentnosti, pri¢om si zaroven chce chranit svoje
Do6verné informacie.Autorstvo Vedeckych publikacii sa
bude urlovat ariadit na zaklade kritérif, ktoré urdil
Medzinarodny vybor vydavatelov medicinskych
Casopisov  (ICMJE) v  ,Odport¢aniach  pre
vypracovanie, hlasenie, upravovanie a publikovanie
vedeckych prac v medicinskych &asopisoch”, a
Zariadenie bude poZadovat, aby bola uloha

11
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disclosed in any Institution Publications (as defined
below).

spolo¢nosti AbbVie v podpore Skasania vhodne
zverejnena vo vietkych Publikaciach zariadenia (ako
st definované niz8ie).

Institution acknowledges that the Study is a multi-site
study and that AbbVie Group retains the right to
disclose the Study data and results first in a Scientific
Publication based on the Study data and results from
all appropriate sites (“Multi-Site Publication”).

Zariadenie potvrdzuje, Zze SkuSanie ma multicentricky
charakter a Ze skupina AbbVie si zachovava pravo na
zverejiiovanie (dajov a vysledkov Sku$ania ako prva
vo Vedeckej publikécii, ktora bude zaloZend na
Gdajoch  avysledkoch Skudania zo v8etkych

prislusnych centier (,Multicentricka publikacia®).

Following the earliest of (i) AbbVie's Multi-Site
Publication; or (i) twelve (12) months after
completion or termination of the Study at all Study
sites, Institution and Institution Personnel shall have
the right to prepare and submit Institution's Study
data for a Scientific Publication in scientific journals or
other professional publications (an “Institution
Publication”). Institution shall provide and shall
require Institution Personnel to provide AbbVie with a
draft of any proposed Institution Publication at least
thirty (30) days prior to submission of such
publication for AbbVie to ascertain whether any
patentable subject matter or Confidential Information
(other than the results of the Study generated
hereunder) are disclosed therein. AbbVie shall return
comments to Institution within thirty (30) days after
receipt of the draft Institution Publication (‘Review
Period"), and Institution agrees and shall require
Institution Personnel to agree that due considération
shall be given to AbbVie's comments. Institution shall
delay any proposed Institution Publication an
additional sixty (60) days beyond the Review Period
in the event AbbVie so requests to enable AbbVie to
secure patent or other proprietary protection (“Delay
Period"). Institution agrees and shall require
Institution Personnel to agree to: (A) keep the
proposed Institution Publication confidential until
expiration of the Review Period and any Delay
Period, and (B) delete Confidential Information (other
than Institution’s Study data) from any Institution
Publication. In the event that Institution or Institution
Personnel and AbbVie differ in their conclusions or
interpretation of data in the Institution Publication, the
parties shall use good faith efforts to attempt to
resolve such differences through appropriate
scientific debate, but, subject to the removal of
Confidential Information (other than Institution's Study
data), Institution or Institution Personnel, as
applicable, shall retain control over the final version of
the Institution Publication.

Po tom, ako nastane prva z nasledujdcich udalosti: (i)
Multicentrick& publikacia spolo¢nosti AbbVie alebo (ii)
dvanast' (12) mesiacov po ukonéeni alebo pred&asnom
ukonéeni Skusania vo vSetkych centrach Skusania,
budi mat Zariadenie a Persondl zariadenia pravo
vyhotovit' a odovzdat' Udaje Zariadenia o Skudani na
Ucely Vedeckej publikacie vo vedeckych &asopisoch
alebo inych odbornych publikaciach (,Publikécia
zariadenia“).Zariadenie poskytne spolo¢nosti AbbVie
abude vyZadovat, aby jej aj Personal Skd3ania
poskytol navrh v3etkych navrhovanych Publikécii
zariadenia najmenej tridsat (30) dni pred ich
odovzdanim na zverejnenie, aby sa mohla uistit, &
publikacia nespristupriuje nejaké patentovatelné
zalezitosti alebo Déverné informacie (iné ako vysledky
Skuasania generované na zaklade tejto
Zmluvy).Spolo¢nost AbbVie vrati svoje pripomienky
Zariadeniu do tridsiatich' (30) dni po prijatl navrhu
Publikicie  zariadenia (.Kontroln4 lehota“)
a Zariadehie sUhlasi azabezpedi, aby aj Personal
zariadenia suhlasil stym, Ze na jej pripomienky sa
bude naleZite prihliadat.Zariadenie odloZi zverejnenie
navrhovanej Publikacie zariadenia o dalSich Sestdesiat
(60) dni po uplynuti Kontrolnej lehoty, ak ho oto
spoloénost’ Abbvie poZiada, aby si mohla zabezpedit
patent alebo inG majetkovd ochranu (,Odkladacia
lehota®). Zariadenie suhlasi a zaisti, aby aj Personal
zariadenia sthlasil s tym, Ze:(A) navrhovan( Publikaciu
zariadenia bude uchovavat vdovernosti aZz do
skon&enia Kontrolnej lehoty a pripadnej Odkladacej
lehoty a (B) z Publikacie zariadenia odstrani Doverné
informéacie (okrem Udajov Zariadenia o Ski3ani).Ak
budi mat Zariadenie alebo Persondl zariadenia
a spoloénost’ AbbVie odlisné zavery alebo budd inak
interpretovat’  (Gdaje v Publikacii zariadenia, strany
vynaloZia Usilie, aby sa v dobrej viere prostrednictvom
vedeckej debaty pokuUsili takéto rozdiely odstranit,
priom si v8ak Zariadenie alebo Personal zariadenia
pod podmienkou odstranenia Dévernych informacii
(okrem udajov Zariadenia o Sku3ani) ponechajl
kontrolu nad findlnou verziou Publikécie zariadenia.

11.

Representations and Warranties.

. Vyhlasenia a zaruky.

a.

Institution represents and warrants that:

Zariadenie vyhlasuje a zaruuje, Ze:

(i) the terms of this Agreement are valid and binding
obligations of Institution, and are not inconsistent
with (A) any other contractual or legal obligation it
or Principal Investigator may have; or (B) policies
and procedures of Institution or any organization

(i) podmienky tejto Zmluvy tvoria platné a zévézné
povinnosti Zariadenia anie su vrozpore s (A)
inymi zmluvnymi alebo zakonnymi povinnostami
Zariadenia alebo Zodpovedného skusajliceho;
alebo (B) politikami a postupmi Zariadenia alebo

with  which either Institution or  Principal organizacie, ktorych je Zariadenie alebo
Investigator is affiliated; Zodpovedny skigajuci Slenom;
(i) Institution's  and Institution ~ Personnel's (i) Vykonavanie sluZieb a prijatie odmeny alebo

performance of the services and acceptance of
compensation or reimbursement of expenses as

nahrady vydavkov, ako to je uvedené v Prilohe

12

CONFIDENTIALIDOVERNE
Template/Vzor: Slovakia CSA Template - 1 Agmt Per Site (AbbVie Managed Study) 11JUN2015

Document T|tle/Naziv Diiiiiiiﬁi mi i i ilivikla CiA 1 iimt Per Slie iAbele Manag Std) NURCH Plest'any-




Nérodni’ ustav reumaticki'ch chorob Piestany

M13-542

set forth in Exhibit A is in compliance with all
policies and procedures of Institution, and
Principal Investigator's performance of such
services does not present a conflict of interest
with Principal Investigator's official duties;

Azo strany Zariadenia a Persondlu zariadenia je
vsulade so v8etkymi politkami a postupmi
Zariadenia a vykonavanie takychto sluZieb zo
strany Zodpovedného skdsajlceho nepredstavuje
konflikt zaujmov s jeho oficidinymi povinnostami;

(ii) Institution and Principal Investigator have
adequate facilities, resources, training and
expertise to conduct the Study in accordance with

the Protocol and applicable Laws; and

(iii) Zariadenie a Zodpovedny  skuSajuci maju
primerané priestory, zdroje, zruénosti a odborné
znalosti na vykonanie Sku$ania podla protokolu
a platnych Pravnych predpisov a

(iv) Principal Investigator has a current and valid
medical license or its equivalent in the jurisdiction
in which the Study is being performed.

(iv) Zodpovedny skaSajuci ma aktualne a platné
povolenie na vykonavanie ¢innosti lekara alebo
jeho ekvivalent v jurisdikcii, v ktorej sa SkuSanie
vykonava.

Institution shall promptly notify AbbVie if at any time
during the Term of this Agreement, Institution learns that
Institution would no longer be able to truthfully make any
of the representations and warranties in this Section
11(a) and AbbVie shall have the right to immediately
terminate this Agreement.

Zariadenie bude spolo¢nost AbbVie urychlene
informovat, ak sa kedykolvek pocas Lehoty platnosti
tejto Zmluvy dozvie, Zze uZ viac nebude schopné
pravdivo poskytovat vyhlasenia azaruky uvedené
v tomto odseku 11(a) a spolocnost AbbVie bude mat
pravo tdto Zmluvu okamzZite vypovedat.

Institution represents and warrants that neither
Institution nor any Institution Personnel are Debarred,
or, to the best of Institution's knowledge, have been
Debarred or are the subject of a proceeding that
could lead to Institution or any institution Personnel
becoming Debarred. For purposes of this
Agreement, “Debarred” means: (A) debarred by the
United States Food and Drug Administration (‘FDA")
under 21 U.S.C. § 335a or by any other competent
authority; (B) excluded, debarred, suspended, or
otherwise ineligible to participate in the local or U.S.
Federal health care programs or in local or U.S.
Federal procurement or non-procurement programs;
(C) listed on the FDA's Disqualified and Restricted
Lists for clinical investigators; or (D) convicted of a
criminal offense that falls within the scope of 42
U.S.C. § 1320a-7(a) or applicable local Laws that
could lead to being excluded, debarred, suspended,
or otherwise declared ineligible. In the event
Institution receives notice of, or otherwise becomes
aware of, the Debarment or proposed Debarment of
itself or any Institution Personnel, Institution shall
notify AbbVie immediately and AbbVie shall have the
right to immediately terminate this Agreement. The
obligations of this Section 11(b) shall survive
termination or expiration of the Agreement.

Zariadenie vyhlasuje a zaruduje, Ze mu ani Ziadnemu
Clenovi Persondlu zariadenia nebola Pozastavena
ginnost' alebo Ze podla jeho najlep$ich vedomosti im
nebola Pozastavena ¢innost ani sa vodi nim nevedie
konanie, ktoré by mohlo mat' za nésledok, Zze im bude
Pozastavena &innost.Pojem ,Pozastavena &innost™
na ucely tejto Zmluvy znamena:(A) pozastavena
¢innost’ zo strany Uradu USA pre potraviny a lieky
(.FDA*) podla hlavy 21 U.S.C.§ 335a alebo zo strany

iného  kompetentného organu; (B) vyligenie,
pozastavenie & . preruSenie ¢&innosti alebo ina
nespdsobilost’ podielat  sa na  miestnych

alebofederalnych programoch zdravotnej starostlivosti
v USA alebo miestnychalebo federalnych programoch
v USA, ktorych stcastou je alebo nie je obstaravanie;
(C) zaradenie do zoznamu FDA, ktory obsahuje
vyliéenych klinickych skuSajucich alebo Klinickych
sku$ajucich s obmedzenim  &innosti  alebo (D)
usved&enie z trestného &inu, ktory spada pod hlavu 42
U.S.C.§ 1320a-7(a) alebo pod platné miestne Pravne
predpisy, ktoré by mohlo mat' za nasledok vyli&enie,
pozastavenie alebo preruSenie Cinnosti  alebo
vyhlasenie za nespdsobilého inym spdsobom.Ak
Zariadenie dostane oznamenie alebo sa inak dozvie
otom, Ze jemu alebo niektorému E&lenovi Personalu
zariadenia je Pozastavena ¢&innost alebo bol podany
navrh na jej pozastavenie, bude o tom okamzite
informovat’ spolo&nost AbbVie a spolo&nost AbbVie
bude mat pravo okamzZite vypovedat tato
Zmluvu.Povinnosti podfa tohto odseku 11(b) zostant
v platnosti aj po vypovedan! alebo zaniku tejto Zmluvy.

AbbVie represents that the Study Product that is
delivered to Institution will meet the product
specification identified in the product label at the time
of delivery to Institution.

Spoloénost AbbVie vyhlasuje, Ze Skusany liek dodany
Zariadeniu bude v &ase jeho dodania Zariadeniu spiiat
$pecifikacie licku uvedené na jeho oznaceni.

12. Term and Termination.

12. Lehota platnosti a vypovedanie Zmluvy.

a.

Unless terminated earlier as provided in
Sections12(b) or 12(c) below, this Agreement shall
be effective on the Effective Date and shall terminate
on the earlier of: (i) one (1) year from the Effective
Date, if there is no subject enrollment at Institution
under this Agreement; or (i) at-such time as the
occurrence of final data lock for the Study at ali sites

a.

Ak tato Zmiuva nebude vypovedana predtasne podia
odsekov 12(b) alebo 12(c) nizsie, nadobudne uginnost’
k Datumu  nadobudnutia  G&innosti  a zanikne
k skor§iemu z nasledujlicich terminov:(i) jeden (1) rok
od Datumu nadobudnutia Ginnosti, ak v Zariadeni
nebol na zaklade tejto Zmiuvy prijaty Ziadny ucastnik,
alebo (i) v &ase koneéného uzamknutia Gdajov na
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participating in the Study (the “Term’").

vetkych pracoviskach zapojenych do Skusania

Lehota platnosti“).

b.  This Agreement may be terminated: b. Tuto Zmluvu mdZe vypovedat:

(i) by either AbbVie or Institution upon written notice (i) spolognost AbbVie alebo Zariadenie na zaklade
to the other party if: (A) the other party has pisomnej vypovede adresovanej druhej strane,
breached a material term of this Agreement; (B) ak(A) druha strana porusila ddleiti podmienku
the Study is terminated by the FDA or any other tejto Zmiuvy; (B) Skusanie ukonéi urad FDA
governmental or regulatory authority; (C) if either alebo iny &tatny &i regulagény organ; (C) ak si
party, in its sole judgment, believes an adverse niektora strana na zaklade vlastného uvazenia
safety concern with respect to Study Product mysli, 2e vzhladom na obavy tykajuce sa
makes continued testing unadvisable, provided bezpednosti Skisaného lieku je pokracovanie
that if Institution terminates for this reason, it testovania nevhodné, pricom v3ak plati, 2e ak
shall be after the Suspension Period (defined Zmluvu z tohto dévodu vypovie Zariadenie,
below} in accordance with Section 12(c). urobi tak aZ po Lehote prerusenia (definovanej

nizsie) podlia odseku 12(c).

(ii) by AbbVie: (A) without cause upon thirty (30) (ii) spolognost AbbVie:(A) bez priiny na zaklade
days prior written notice to Institution, or pisomnej vypovede odovzdanej Zariadeniu
(B) as otherwise permitted in this Agreement. tridsat’ (30) dni vopred alebo (B) ako to inak

povoluje tato Zmiuva.
¢ In the event Institution or Principal Investigator have | ¢c. Ak bude mat Zariadenie alebo Zodpovedny skusajuci
concerns about the health, safety and welfare of the obavy o zdravie, bezpenost adobro Udastnikov

Study subjects, Institution shall give prompt notice to Sku3ania, Zariadenie bude o takychto obavach

AbbVie of such concerns, and may suspend promptne informovat spoloénost AbbVie a bude

enrolment of Study subjects for a period not to moéctprerusit prijfmanie (&astnfkov Skusania na

exceed thity (30) calendar days (*Suspension najviac tridsat (30) kalendarnych dni (yLehota

Period"). = During such Suspension Period, the _prerugenia®).Strany pocas takejto Lehoty prerusenia

parties shall evaluate the concemns raised by posidia obavy vznesené Zariadenim alebo

Institution or Principal [nvestigator to determine Zodpovednym sku$ajucim, aby rozhodli, &i by malo

whether the Agreement should be terminated. In any dojst k vypovedaniu Zmiuvy.Zariadenie

event, Institution and Principal Investigator shall a Zodpovedny skaSajici budd podas Lehoty
continue monitoring and follow-up in strict adherence prerugenia uz prijatych ugastnikov v kazdom pripade
to the Protocol for currently enrolled Study subjects monitorovat' a sledovat' prisne podla
during the Suspension Period. After the Suspension Protokolu.Zariadenie bude méct po Lehote

Period and following written notice, including a prerugenia apo tom, ako poskytne spoloénosti

detailed written explanation, to AbbVie, Institution AbbVie pisomné oznamenie s uvedenim podrobného

may terminate this Agreement if Study subject health, pisomného vysvetlenia, tito Zmluvu vypovedat, ak

safety, and welfare remain a concern to Institution of budt mat' jeho obavy o zdravie, bezpeé&nost' a dobro

such magnitude to support such termination. Ukastnikov SkuSania aj nadalej taky rozsah, ktory
hovori v prospech vypovede.

d. Termination or expiration of this Agreement shall not | . Vypovedanie alebo zanik. tejto Zmluvy neovplyvni uz

affect any rights or obligations which have accrued
prior thereto or any other rights or remedies provided
at law or equity which either party may otherwise
have. In the event of premature termination of this
Agreement, Institution shall: (i} appropriately withdraw
and discontinue all then-enrolled subjects, (ii)
complete the Study for then-enrolled Study subjects
where required by accepted medical practice, or (iii)
reasonably cooperate with AbbVie to arrange for
then-enrolled Study subjects to enroll at an
alternative Study site.

predtym vzniknuté prava ani povinnosti, ako ani iné
prava alebo napravné prostriedky oboch stran zo
zakona alebo na zéklade prava
spravodlivosti.Zariadenie v pripade predéasného
vypovedania tejto Zmluvy:(i) riadne odvola a zrusi
ucast uz prijatych GCastnikov, (i) ak to bude
vyzadovat' schvélend medicinska prax, dokondi
Skusanie na uz prijatych U€astnikoch, alebo (iii) bude
primerane spolupracovat so spolo¢nostou AbbVie,
aby zabezpedilo registraciu uz prijatych Géastnikov
na inom pracovisku Skusania.

13. Subject Injury; Indemnification.

13. Ujma na zdravi i¢astnika, odskodnenie.

a. If during the course of the Study any injury occursto a | g, Ak podas trvania Skusania utrpi U&astnik ujmu na
Study subject as a result of: (i) the administration of zdravi v dosledku:(i) podania Materidlov skusania
the Study Materials or (ii) the performance of Protocol- alebo (i) vykonania Protokolom nariadenych
mandated procedures on Study subjects that such postupov na udastnikoch Sku$ania, ktoré by
Study subjects would not have received but for their vpripade neG&asti v Ski$ani (castnik inak
participation in the Study (‘Procedures”), in each nepodstipil  (,Postupy*), pridom v oboch
case in accordance with the Protocol (“Study Injury”), pripadoch to bolo v stlade s Protokolom (,Ujma na
AbbVie agrees to pay all reasonable medical zdravi_podas Skadania“), spoloénost AbbVie sa
expenses necessary to ftreat such Study Injury, zavazuie uhradit oddévodnené medicinske vydavky
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'_pravided that (A) Institution has not submitted and ]

does not submit such medical expenses to a third
party payor, and (B) such Study Injury is not due to the
natural progression of any pre-existing disease or any
underlying iliness.

potrebné na lie¢enie takejto Ujmy na zdravi pocas
Skusania, ato za predpokladu, ze (A) Zariadenie
nepredioZi takéto medicinske vydavky na uhradu
tretiemu platcovi a (B) takato Ujma na zdravi po&as
Sku$ania nebola  spdsobend  prirodzenym
progresom uz existujiceho alebo zakladného
ochorenia.

b. AbbVie shall indemnify, defend and hold harmiess Spolo&nost AbbVie odskodni, ochrani a zbavi
Institution, Institution Personnel and Institution’s zodpovednosti Zariadenie, Personal zariadenia
officers and trustees (‘Indemnitees”) for the cost of a Uradnikov a poverencov Zariadenia
defense (until such time as AbbVie assumes the (..0dékodnené osoby*) vo vztahu k nakladom na
defense thereofy and for damages awarded obhajobu (dovtedy, kym spolo&nost AbbVie
(collectively, "Losses”) as a resuit of any claim or obhajobu nepreberie), ako aj vo vztahu
lawsuit made by a third party as a result of: (i) Study k vzniknutym 3kodam (sthrnne ,Straty), ktoré
Injury; (i) AbbVie's or its representatives negligent budli désledkom Zaloby alebo sudneho konania
acts or omissions, recklessness, or intentional iniciovaného tretou stranou v dosledku:(i) ujmy na
misconduct during the Study; or (iii) AbbVie's use of zdravi podas Skusania: (i) nedbanlivosti,
the Study results. AbbVie's indemnification obligation nedinnosti, bezohladnosti alebo nespravneho
applies only if: (A) Study Materials are administered konania spolognosti AbbVie alebo jej zastupcov
by Institution Personnel and Procedures are potas Skusania alebo (iii) pouZivania vysledkov
performed during the Study in accordance with the Skusania spolo&nostou AbbVie.Povinnost
Protocol, with accepted medical practice, and with spolo&nosti AbbVie poskytnit od$kodnenie plati,
any other written instructions furnished by' AbbVie, len ak(A) Personal zariadenia podaval Materialy
and (B) Study data and results communicated to skusania a vykonaval Postupy potas Skasania v
AbbVie by Institution Personnel are not misleading, stlade s Protokolom, uzndvanou medicinskou
inaccurate, or incomplete. praxou a inymi pisomnymi pokynmi od spolo&nosti

AbbVie a (B) Udaje avysledky Skusania, ktoré
spolo¢nosti AbbVie oznamil Personal zariadenia,
nie sU zavadzajlice, nepresné alebo nelplné.

c. The foregoing agreement to indemnify, defend, and Vyssie uvedeny zavazok odskodnit, ochranit
hold harmless Indemnitees is conditioned upon the azbavit zodpovednosti Odskodnené strany je
following obligations of Indemnitees to: podmieneny nasledujtcimi povinnostami

Odskodnenych stran:

() advise AbbVie of any claim or lawsuit, in writing (i) informovat spolodnost AbbVie o kaZdej Zalobe
addressed to AbbVie Inc., Attention: Risk alebo stdnom konani pisomne, ato na adresu
Management, Dept. 317, Bldg. AP34, 1 N. AbbVie Inc., do rik:ManaZment rizik, odd. 317,
Waukegan Road, North Chicago, lllinois 60064- Bldg.AP34, 1 N. Waukegan Road, North Chicago,
3500, with a copy to Attention: Legal, Dept. V323, Illinois 60064-3500, s képiou do rGk:Pravne odd.
1 N. Waukegan Road, North Chicago, lllinois V323, 1 N. Waukegan Road, North Chicago,
60064, within fiteen (15) days after Indemnitees Hinois 60064 do patnastich (15) dnf po tom, ako
has received notice of said claim or lawsuit, or Odskodnené strany dostali oznamenie o takejto
within such other time frame so that AbbVie's #alobe alebo stdnom konan{ alebo v &asovej
ability and rights to defend or settle such claim or lehote, ktord neposkodi schopnost a prava
lawsuit are not prejudiced; spolo&nosti AbbVie obhajovat' sa alebo dosiahnut

vyrovnhanie v pripade Zaloby alebo stdneho
konania;

(i) assist AbbVie and its representatives in the (i) asistovat’ spolo&nosti AbbVie a jej zastupcom pri
investigation and defense of any lawsuit or claim vy$etrovani a obhajobe v ramci stidneho konania
for which indemnification is provided; and alebo zaloby, vo vztahu ku ktorej sa poskytuje

odskodnenie, a

(i) not compromise or otherwise settle any such (iii) bez predchadzajaceho pisomného  sthlasu
claim or lawsuit without AbbVie's prior written spolo¢nosti AbbVie neuzatvarat kompromis ani
consent. inak takato Zalobu alebo sudne konanie

neuzatvarat.

d. AbbVie's obligations to pay reasonable medical Zavézky spolodnosti AbbVie tykajice sa uhradenia

expenses in connection with a Study Injury, or to
indemnify, defend, or hold harmless shall not apply in
the event any Losses or Study Injury, respectively,
are attributable to: (i) the negligence, recklessness or
willful misconduct of, or failure to follow the Protocol
by, any of the Indemnitees, or (i) Institution’s or
Institution Personnel's breach of any obligations

oddvodnenych medicinskych vydavkov v suvislosti
sUjmou na zdravi poCas SkuSania alebo
od3kodnenia, ochrany a zbavenia zodpovednosti
nebudu platit, ak bude Straty alebo Ujmu na zdravi
potas Skusania mozné pripisat:(i) nedbanlivosti,
bezohladnosti alebo zamernému nespravnemu

15
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under this Agreement.

konaniu alebo nedodrzaniu Protokolu zo strany
niektorej OdSkodnenej osoby alebo (ii) poru$eniu
povinnosti podla tejto Zmluvy zo strany Zariadenia
alebo Personalu zariadenia.

e. Institution shall indemnify, defend and hold harmless | ¢, Zariadenie odskodnl, ochrani a zbavi
AbbVie Group, its officers, directors, employees, zodpovednosti skupinu AbbVie, jej uradnikov,
agents, and representatives, from and against any riaditelov, zamestnancov,
and all suits, claims, liabilities, costs, damages, zastupcov a predstavitelov vo vztahu k véetkym
judgments and other expenses (including, but not stdnym konaniam, Zalobam, zav&zkom, nakladom,
limited to, legal expenses) arising from the gkodam, rozsudkom a ostatnym vydavkom (okrem
negligence, recklessness, willful misconduct or iného aj vydavkom na pravne zastupovanie), ktoré
breach of this Agreement by Institution, Investigator vzniknd v désledku nedbanlivosti, bezohladnosti,
or any of Institution's Personnel. Umyselného nespravneho konania alebo poruenia

tejto Zmluvy zo strany Zariadenia, SkuSajiceho
alebo Personalu zariadenia.

14. Insurance. Each party shall maintain a policy or | 14. Poistenie.Kazd4 strana bude mat stratégiu alebo
program of insurance or self-insurance with policy program poistenia alebo vlastného poistenia
limits sufficient to support its obligations under this s dostatoénymi poistnymi limitmi na podporu svojich
Agreement. Upon request by a party, the other party povinnostl podla tejto Zmluvy.Strany si navzéjom na
shall furnish evidence of such party's applicable zéklade Ziadosti druhej strany predloZia dodkaz
insurance. Each party's insurance coverage shall o takomto primeranom poisteni.Poistné krytie kazdej
comply with applicable Laws and insurance strany bude vstlade s prislusnymi  Pravnymi
guidelines. predpismi a poistnymi pravidlami.

15. Independent Contractor. Each party's relationship to | 15, Nezavisly dodavatel Vzajomny vztah stran bude mat
the other party is that of an independent contractor, charakter nezavistého dodavatela a ani jedna strana
and neither party has authori iy taitind oracton|pehal nebude mat pravomoc prijimat’ z&vézky alebo konat' v
of the-other party. - mene druhiej strany.

16. Assignment. Institution may not assign this | 16, Postipenie Zariadenie nesmie bez predchadzajiceho
Agreement to any other party, or subcontract any of its pisomného suhlasu spolognosti AbbVie postupit tuto
services hereunder, without AbbVie's prior written Zmluvu inej strane ani uzatvérat subdodavatelské
consent. Any attempted assignment without AbbVie's zmluvy na niektoré zo sluzieb podla tejto
prior written consent will be null and void and wilf Zmluvy.Kazdy pokus o postlpenie bez
constitute a material breach of this Agreement. Any predchadzajuceho pisomného suhlasu  spolognosti
permitted assignee shall assume all obligations of AbbVie bude neplatny a bude predstavovat zavazné
Institution under this Agreement. Assignment shall not poruSenie tejto Zmluvy.Kazdy povoleny postupnik
relieve Institution of responsibility for the performance prevezme vetky povinnosti Zariadenia podlia tejto
of any accrued obligation. Zmluvy.Postupenie nezbavl Zariadenie zodpovednosti

za splnenie uz vzniknutych povinnosti.

17. Subcontracting. In the event Institution subcontracts | 17. Uzatvaranie subdodavatelskych zmllv.Ak Zariadenie
any aspect of Study performance to a subcontractor, uzavrie subdodavatelskii zmluvu vo vztahu k nisktorej
Institution shall: (a) ensure each subcontractor's stranke  vykonavania SkuSania, Zariadenie:(a)
compliance with the requirements of this Agreement, zabezpedf, aby kaidy subdodavatel dodrziaval
and (b) be responsible for any subcontractor's non- poziadavky tejto Zmluvy a (b) bude zodpovedné za
compliance with the terms and conditions of this kazdé nedodrzanie podmienok tejto  Zmluvy
Agreement to the same extent that Institution would be subdodavatelom v rovnakom rozsahu, v akom by bolo
responsible if Institution were performing the zodpovedné, keby sluzby, na ktoré uzatvorilo
subcontracted services directly. If a subcontractor subdodavatelské zmluvy, vykonavalo priamo.Ak
does not strictly adhere to the provisions of this subdodavatel nebude dosledne dodrziavat
Agreement, Institution shall promptly notify AbbVie ustanovenia tejto Zmluvy, Zariadenie otom bude
and AbbVie may immediately terminate this promptne informovat’ spolo&nost AbbVie a spolognost
Agreement. AbbVie bude moct' tGto Zmluvu okamzite vypovedat.

18. Notices. 18. Ozndmenia.

a. Routine communications regarding the conduct of the | a.  Bezna komunikacia o vykonavani Skusania vratane

Study, including replacement of the individuals
identified on financial disclosure form shalil be sent to
the AbbVie individual identified to Institution by AbbVie
as the primary contact for the Study.

informacif o vymene oséb uvedenych vo formulari
s finan&nymi informaciami sa bude posielat osobe
v spoloCnosti  AbbVie, ktord spoloZnost AbbVie
uvedie Zariadeniu ako primarnu kontaktnii osobu na
Gcely Skasania.
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b.

All legal notices under this Agreement shall be in
writing, refer to this Agreement, and be sent by
recognized national or international overnight courier
or registered or certified mail, postage prepaid, return
receipt requested, or delivered by hand to the legal
notice address set forth below.

Vetky zakonné oznamenia na zaklade tejto Zmiuvy
budi mat pisomny charakter, budi obsahovat
zmienku otejto Zmluve abudd sa odosielat
prostrednictvom  znamej  vnutro$tatnej  alebo
medzinarodnej kuriérskej sluzby s doruéenim na
druhy defi alebo potvrdenou postou s postovnym
uhradenym vopred a potrebou potvrdit prevzatie
alebo osobne na adresu pre zakonné oznamenia,
ktora je uvedena nizsie.

If to Principal
j r:

Pre Zariadenie:

Pre Zodpovedného
skusajuceho:

If to AbbVie:

with a copy to:

Pre spoloénostAbbVie:

Legal notices under this Agreement shall be deemed to
be duly given: (i) when delivered by hand; (ii) two days
after deposit with a recognized national or international
courier; or (iii) on the delivery date indicated in the return

receipt for registered or certified mail.

A party may

change its legal notice address immediately by sending
written notice to the other party's legal notice address as
set forth in this Section.

Zakonné oznamenia podla tejto Zmluvy sa budd
povazovat za riadne dorudené:(i) ak su doruéené
osobne;
vnutrostatnej alebo medzinarodnej kuriérskej sluzbe
alebo (i) vdefn dorutenia uvedeny na potvrdeni

(i) dva dni po ich odovzdani zname;j

o doru&eni doporuéenej alebo potvrdenej zasielky. Strany
mézu zmenit svoju adresu pre zakonné oznamenia
okamzite, ato na =zéklade odoslania pisomného
oznamenia na adresu pre zakonné oznamenia druhej
strany, ktora je uvedena v tomto odseku.

19.

Survival. Any other terms which by their intent or
meaning are intended to survive termination or
expiration of this Agreement shall so survive,
including, without limitation, the parties’ obligations
with respect to financial disclosure reporting and
conflict of interest disclosure and management, record
retention and audit rights, payment disclosure,
including but not limited to the obligations set forth in
Sections 5(g) and 5(h) and 8(d) of the Agreement,
confidentiality, publicity, ownership, publications,
notification requirements with respect to such party's
representations and warranties set forth in Section
11(b), indemnification, and Study Injuries.

19. Pokra&ujlica platnost.Vsetky ostatné podmienky, ktore

maju vzhladom na svoj zadmer alebo vyznam pretrval
aj po vypovedan( alebo zaniku tejto Zmluvy, budi mat
pokragujlcu platnost, okrem iného aj zav&zky stran
tykajoce sa oznamovania finanénych informacii a
konfliktiu zaujmov a manazmentu, uchovéavania
zéznamov a prava na kontrolu, zverejnenie platieb,
najma vratane povinnosti stanovenych v odseku 5 (g)
a 5(h) tejto Zmluvy, dévernosti, publicity, viastnictva,
publikacii, poZiadaviek na oznédmenia vo vztahu
k vyhlaseniam a zarukam prislusnej strany
stanovenych v odseku 11(b), odskodnenia a Ujmy na
zdravi po&as Skusania.

20.

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 shall not be
affected thereby.

20.

Oddelitelnost. Ak bude sud s prisluSnou pravomocou
povaZovat niektoré ustanovenie, pravo alebo
napravny prostriedok podla tejto Zmluvy za
nevykonatelny alebo nefunkény, platnost
a vykonatelnost ostatnych ustanoveni tym nebude
dotknuta.

Template/Vzor: Slovakia CSA Template - 1 A
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21. Counterparts. This Agreement may be executed in
any number of counterparts, each of which shall be
deemed to be an original, and all of which together
shall constitute one and the same agreement. Each
party acknowledges that an original signature or a
copy thereof transmitted by facsimile or by PDF shall
constitute an original signature for purposes of this
Agreement.

21. Rovnopisy. Tuto Zmluvu mozno vyhotovit
v akomkolvek poc&te rovnopisov, z ktorych kazdy sa
bude povazovat' za original a v8etky spolu budu tvorit
jednu a tu istd zmluvu.Kazda strana potvrdzuje, Ze
originalny podpis alebo jeho képia odosland faxom
alebo PDF bude na Ucely tejto Zmluvy predstavovat
originalny podpis.

22. Governing Law. This Agreement shall be governed by
and construed in accordance with the laws of the
Slovak Republic.

Rozhodné pravo.Tato Zmluva sa bude riadit
a interpretovat’ podla pravneho poriadku Slovenskej
republiky.

22.

23. Arbitration. Any dispute, controversy or claim arising
out of or relating to this Agreement which cannot be
resolved within thirty (30) days by mutual consent of
the parties, shall be settled by arbitration in
accordance with the Swiss Rules of International
Arbitration in force on the effective date, and:

(a)
(b)

any such arbitration shall be administered by the

Chamber of Commerce in Zurich;

the standard administrative procedures and

Schedule of Costs of the Swiss Rules of

International Arbitration in force at the time of the

arbitration shall apply;

the number of arbitrators shall be one (1);

(d) the place of arbitration shall be Bratislava;

(e) the language to- be used in the arbitral
proceedings shall be English; and

() this Section shall survive termination or

expiration of this Agreement.

(c)

23. Arbitrdz.  Akykolvek spor, rozpor alebo narok
vyplyvajuci z tejto Zmluvy alebo suvisiaci s fiou, ktory
nie je mozné vyriesit do tridsiatich (30) dni vzajomnou
dohodou stran, bude rozhodnuty rozhodcovskym
konanim v sulade so Svajiarskymi pravidlami

medzinarodnej arbitraze platnymi v den Gcinnosti, a;

(a) kazdu takato arbitrdZz bude viest Obchodna
komora v Zirichu;

(b) pouzije sa Standardné spravne konanie a Cennik
nakladov podla  Svajdiarskych  pravidiel
medzindrodnej arbitraze platnych v Case
arbitraze;

(c) pocet rozhodcov bude jeden (1);

(d) miestom arbitraZe bude Bratislava;

(e) jazykom pouzitym v rozhodcovskom konani bude

angli¢tina; a
(H tento Clanok ostava v platnosti aj po ukongeni
alebo uplynuti platnosti tejto Zmluvy.

2. Entire Agreement. This Agreement including, without
limitation, all exhibits hereto, contains the entire
understanding of the parties with respect to the
‘'subject matter herein and supersedes all previous
agreements and undertakings with respect thereto. In
the event of a conflict between provisions of the
Protocol and this Agreement or any Exhibits, 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 English language version of this
Agreement shall govern all disputes hereunder.
Neither this Agreement nor any of its terms, including
any attachment or Exhibit, may be amended, restated,
or otherwise altered except by written agreement
signed by the parties.

23. Cela zmluva. Tato Zmluva vratane vietkych jej priloh
bez obmedzenia obsahuje Uplni dohodu stran vo
vztahu k jej predmetu a nahradza vSetky ostatné
predchadzajuce dohody a dojednania tykajuce sa jej
predmetu.V pripade rozporu medzi ustanoveniami
Protokolu a téjto Zmluvy alebo niektorej z Prfloh bude
vo vztahu k zdleZitostiam tykajacim sa vedy, lekarskej
praxe a bezpegnosti ucastnikov Skusania rozhodujuci
Protokol.Vo vaetkych ostatnych zéleZitostiach budu
rozhodujuce ustanovenia tejto Zmluvy.V8etky spory na
zaklade tejto Zmluvy sa budu riadit verziou tejto
Zmluvy v anglickom jazyku.Tuto Zmluvu ani Ziadny jej
prvok vratane dodatkov alebo Prfloh nemoZno
dopliat, nanovo formulovat alebo inak pozmefiovat
inak nez pisomnou dohodou podpisanou zmluvnymi
stranami.

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

NA DOKAZ TOHO, zmluvné strany uzatvorili tato Zmluvu
prostrednictvom  svojich  riadne  splnomocnenych
zastupcov. Nasleduje strana s podpismi.
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MUDR. Olga Lukaéova, PhD.
M13-542

ABBVIE NARODNY USTAV REUMATICKYCH CHOROB
PIESTANY

BY/PODPIS;

By/Podp

Name/Meno
FRCP

Name/M

Title/Fun
Title/Funkci

Date/Da

Date/Datum

| have read this Agreement and acknowledge the
obligations in the Agreement/Precital som si tato
Zmluvu a potvrdzujem povinnosti, ktoré su v nej
uvedené.

By/Podpis:

Name/Men

Title/Funkci
Skusajuci

Date/Datum
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Exhibit A
BUDGET SUMMARY AND PAYMENT SCHEDULE

Investigator
Institution

Study Product Protocol /Study

ABT-494 M13-5642

The maximum number of subjects that can be enrolled per site: 4

Upon written prior AbbVie approval, Site may enroll additional subjects: 21

Owerhead Fee | 0%

Total Cost per Completed Subject (See Per Subject Costs-Base-Period 1)

6 204,50

Total Cost per Completed Subject (See Per Subject Costs-Base-Period 2)

9 851,94

Total Cost per Completed Biomarker Subject (See Per Subject Costs-Biomarker)

697,00

TOTAL COST FOR ALL SUBJECTS:

418 836,00

SUBJECT VISIT PAYMENT SCHEDULE: Payments will be made in accordance with Compensation Section of the Agreement as folfows:

Payments for subject visits will be made quarterly following enrollment of the first subject at the site. Payments will be made after data is
entered by Institution via the Electronic Data Capture (EDC) system and reviewed by AbbVie, and will correspond to amounts listed in Per

Compensation Section of the Agreement if necessary.

Subject Costs to Exhibit A. Institution understands that all payments are subject to subsequent verification by AbbVie and will be adjusted per

T O [ e D G 4 BT i W AT

ADDITIONAL STUDY FEES: Payment shall be made wrthln 45 days of rece/pt and approval of invoice. See "Site
Costs* attachment for details

TOTAL A DDITIONAL S TUDY FEES

164 346,00

AR (N .1, 'm.-g-l.'vh:'j

TOTAL BUDGE T

583 182,00

Y ‘@u.—f;_nt_. T T AT At L LB 1]'_.1" Y el P R TR T

PAYMENT INFORMATION:
ALL PAYMENTS WILL BE MADE IN|EUR
Payments shall be made payable to:

i e e R

T PR Ve

Contact m!cmmnon for .‘nd;wdua-’ at .fnsrfru!:or-r
to receive payment remittance notifications and
study correspondence:

Payment Method:
Check or ACH

Ref. (if applicable)

Bank Name:

Bank Contact:

Bank Address:

Bank ABA Routing #:

CHECKING Account #

Ref;

Remittance Address:

Contact Name:

Phone Number:

Fax Number

Email:

HL T s '| MLET g i

e T e

Conract mformafwﬂ for Individual at Institution ro
receive payment information:

Contact Name:

Email:

SV Rk P = )

Ind:wduar and Address ta :Ecewe .‘nvu:ces

T e ST T
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Attachment to Exhibit A

Study Period Study Visit Per Visit Budget
Currency (EUR)
sv 662,50
BL 827,50
Wk 1 397,50
Wk 2 455,50
Wk 4 635,50
Period 1 Wk 8 509,50
Wk 12 651,50
Wk 16 509,50
Wk 20 493,50
Wk 24/PD 758,50
30DF/UV 303,50
Wk 36 517,82
Wk 48 667,82
Wk 60 462,82
Wk 72 588,82
Wk 84 462,82
Wk 96 599,82
Wk 108 462,82
Wk 120 588,82
Wk 132 462,82
Period 2 Wk 144 599,82
Wk 156 462,82
Wk 168 588,82
- Wk 180 462,82
Wk 192 599,82
Wk 204 462,82
Wk 216 588,82
Wk 228 462,82
Wk 240/PD 538,50
30DFIUV 270,50
Sv 16,00
BL 149,00
. Wk 2 133,00
Biomarker assessment Wk 4 133.00
Wk 12 133,00
Wk 24/PD 133,00

Note: Detailed study budget per procedures will be kept at the site in Investigator Site File.
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M13-542
Priloha A
ROZPOCET A PLATOBNY PLAN
Investigator
Indtitacia
Skasany produ otoko
ABT-194 M13-542
Maximdlny pocet subjektov ski$ania, ktoré méze centrum zaradit': 4
Pocet subjektov skusania, ktoré méze centrum dodatocne zaradit na zaklade predchadzajuceho pisomného 21
schvélenia AbbVie:
Naw$enie sumy 0%
Celkova suma za ukongeného pacienta (vd tabulku Platby za pacienta - Peridda 1) 6 204,50
Celkova suma za ukonZeného pacienta (vd tabulku Platby za pacienta - Peridda 2) 9 851,94
Celkova suma za ukonéeného pacienta s testami biomarkerov (Vd taburku Platby za pacienta s testami biomarkerov) 697,00
Celkova suma za vSetkych pacientov 418 836,00
PLATOBNY PLAN ZA NAVSTEVY SUBJEKTOV SKUSANIA: Platby budid prevedené nasledovne, v siilade s odsekom § ("Odmena™)

tejto Zmluvy:

Platby za navitew subjektov skisania budi wkonédvané Stwtroéne po zaradeni prého subjektu skisania. Platby budi wkondwané potom, ako
zdrawotnicke zariadenie zapiSe data do elektronického systému zaznamov subjektov skudania (CRF), zrevidované spolognostou AbbVie a budi
zodpawedat Ciastkam podra tabufky Platby za pacienta k Prilohe A. Zdravotnicke zariadenie berie na vedomie, Ze tieto platby podliehajd
naslednému overeniu zo strany spoloénosti AbbVie a budi podra potreby upravené wzhladom k odseku 5 ("Odmena") tejto Zmluwy

- e SN TRIBR PR L PR B T U it e T S MNP
DODAToéNé POPLATKYV RAMCI KLINICKEHO SKUSANIA Platby budu prevedené v priebehu 45 dni od
prijatia a schvalenia faktiry. Pre viac informéacii vid' prilohu “Platby pre zdravotnicke zariadenie".

CELKOVA SUMA ZA DODA TOCNE POPLATKY 164 346, 00

ie m[w'“
683 182,00

A S ,..-'_J_’_.—r;_-;\.‘-_: !

T

Kontak fné mfannéme na asobu vzdramrn{ckom Pialobna metoda,
zariadenl, ktoré prijima podklady pre platby a Fakturou alebo Platbou na
kore$pondenciu: icet

Ref. (v pripade potreby)
Meno banky:

Bankow kontakt:
Adresa banky:

SWIFT kéd banky:

Cislo G&tu vtvare IBAN:

Ref:

Koredpendenéna adresa:
Meno kontaktnej osoby:
Telefonne &islo:
Faxowé &islo:
Email:

Sl =g
Meno kontaktr_{ej osoby:

K Kontakiné rnforméc:e na osobu vzdravcm.rckom N
zariaden|, ktora prijima informécie o thradéch

Osoba a adresa na zas:e!ame fak teir

s bt
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164346,00]

M13-542

Platby pre zdravotnicke zariadenie (budi uhradené do 45 dni od prijatia a schvalenia fakhiry obsahujicej vietky ndlezitosti)
_VSETKY PLATEBY B[JDU I?EAL}ZO\MNE' V MENE: EUR

CELKOVE NAKLADY NA SKUSANIE

po
<
@
O
o
=
<
N
o
=
£
&
°
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g
°
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-
=
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3
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a

Investigétor
Institacia
Skusany produkt
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Dodatok ku prilohe A

Periéda skusania Navsteva Platba za navstevu
Mena (EUR)
sv 662,50
BL 827,50
Wk 1 397,50
Wk 2 455,50
Wk 4 635,50
Periéda 1 Wk 8 509,50
Wk 12 651,50
Wk 16 509,50
Wk 20 493,50
Wk 24/PD 758,50
30D F/UV 303,50
Wk 36 517,82
Wk 48 667,82
Wk 60 462 82
Wk 72 588,82
Wk 84 462,82
Wk 96 599,82
Wk 108 462,82
Wk 120 588,82
Wk 132 462,82
Periéda 2 Wk 144 599,82
Wk 156 462,82
Wk 168 588,82
Wk 180 462,82
Wk 192 599,82
Wk 204 462,82
Wk 216 588,82
Wk 228 462,82
Wk 240/PD 538,50
30D F/UV 270,50
SV 16,00
BL 149,00
. L Wk 2 133,00
VysSetrenie biomarkerov Wk 4 133.00
Wk 12 133,00
Wk 24/PD 133,00

Poznamka: Detailny rozpis platieb podla procedur klinického skiidania bude zaloZeny v investigatorskom
Sanone na centre klinického skusania.

CONFIDENTIAL/DOVERNE
Template/Vzor: Slovakia CSA Template - 1 Agmt Pe_r Site (AbbVie Managgd Study) 11JUN2015

_ Vie Manag Std) NURCH Piestany ||| |  NGzGzG




Ni rodn!' tistav reumaticki'ch choréb Piestany
EXHIBITB

EQUIPMENT TO BE PROVIDED BY ABBVIE

I |

Manufacturer Model # Basic Description Replacement Value
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M13-542

PRILOHA B
VYBAVENIE, KTORE POSKYTNE SPOLOCNOST ABBVIE

Y islo modelu —Zakladny opis Vvmenna hodnota
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