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M13-549

CLINICAL STUDY AGREEMENT

AbbVie s.r.0., KaradZicova 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 |. Part Sro, insertion no. 81375/B,
date of registration 11.05.2012 ("AbbVie"} desires to retain
Narodny stav reumatickych chorob Piestany,
Nabrezie |. Krasku 4, 921 12 Piestany, Slovak Republic,
RN: 00185271, RN for TAX: 2020530732, RN for VAT:
SK2020530732, legal representative: Prof. MUDr. Jozef
Rovensky, DrSc., FRCP, an organisation established by
Decision of Ministry of Health of the Slovak Republic No:
19390-2-2007-0OF (the “Instifution”) to conduct a clinical
study (the "Study”) in relation to ABT-494 (the "Study
Product”) valid as of the date this Clinical Study
Agreement (this "Agreement”) is fully executed, and
effactive 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.0., KaradZidova 10, 821 08 Bratislava,
Slovenska republika, 1C0: 46640231, DIC: 2023529057,
IC DPH: SK2023529057, zakonny zastupca: MUDr.
Branislay Trutz, spoloénost =zapisana v Obchodnom
registri Okresného sudu Bratislava |, oddiel Sro, vioZka
£.81375/B, datum zdpisu: 11. 05. 2012 (,spoloénost
AbbVie") si chece najal’ Narodny ustav reumatickych
chordb Piestany, NabreZie | Krasku 4, 921 12 Pig&tany,
Slovenska republika, 1C0: 00165271, DIC: 2020530732,
IC DPH: SK2020530732, zékonny zastupca: Prof. MUDT.
Jozef Rovensky, DrSc., FRCP, organizacia je zriadena
rozhodnutim MZ SR & 19390-2-2007-0P (,Zariadenie®)
na vykonanie Klinického skisania {,Skasanie”) vo vztahu
k ABT-494 (,Skasany produkt®) s platnostou od datumu
riadneho uzatvorenia tejto Zmluvy o Klinickom ski$an(
(tato ,Zmluva®) a iéinnostou odo diia nasledujuceho po
dni zverejnenia tejlto Zmluvy podlfa platného pravneho
poriadku Slovenskej republiky, ako je uvedené nizsie
v &asti 8 {,Datum nadobudnutia uéinnosti“).

WHEREAS:

KEDZE:

» 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’);

+ spolo€nost’ AbbVie kona ako splnomaocneny zastupca
spolo¢hosti AbbVie Deutschland GmbH & Co.KG na
Slovensku, ktora je zadavatelom SkuSania
v Eurépskej anii, ako fo je stanovené v nariadeni (EU)
¢.536/2014 resp. smernici 2001/20/ES (,Zadavatel™),

¢ [Each of AbbVie and Sponsor is a member of the
AbbVie group of companies that is directly or indirectly
owned by AbbVie Inc. (together with AbbVie Inc,

“AbbVie Group”),

+« spolotnost AbbVie |Zadavatel si &lenmi skupiny
spoloénosti AbbVie, ktorej priamym alebo nepriamym
vlastnikom je spoloénost AbbVie Inc. (spolu so
spolocnost'ou AbbVie Inc.(,skupina AbbVie*};

The Study is to be conducted pursuant to Protocol No.
M13-549 entitied "A Phase 3, Randomized, Double-Blind
Study Comparing ABT-494 to Placebo in Subjects with
Moderately to Severely Active Rheumatoid Arthritis
Who Are on a Stable Dose of Conventional Synthetic
Disease-Modifying Anti-Rheumatic Drugs (csDMARDs)
and Have an Inadequate Response fo c¢sDMARDs'
which may be amended from time to time in writing by
AbbVie (the "Protocol”); and

Skusanie sa bude vykonavat' podla protokelu & M13-549
s nazvom , Randorizované, dvojito zaslepené kiinické
skisanie fazy 3 porovnavajiice ABT-494 s placebom u
pacientov so stredne taiZkou aZ tazkou formou
aktivnej reumatoidnej artritidy, ktori su na stalej davke
konvenéného syntetického choroby - modifikujiceho
antireumatického  lieku (csDMARDs} a majd
nedostatodng  odpoved” na csDMARDs"™  ktory
spolotnost AbbVie mbze prilezitostine pisomne zmenit

(.Protokol®); a

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

« spolo¢nost AbbVie uzatvara tuto Zmluvu s tym, Ze za
vykonanie Sku$ania bude zodpovedna MUDr. Olga
Luka&ova, PhD. (,Zodpovedny skasajlci'™).

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

VZHLADOM NA TO asprihliadnutim na vzajomne
prisluby uvedené v tejtc Zmluve sa zmluvné strany dohodli
takto:

1. Scope of Work.

1. Rozsah prac.

{a) Institution shall 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; (i) all written instruction provided by or en
behalf of AbbVie; and (iv) all applicable laws and
regulations and industry codes of practice (collectively
“Law(s)"), including without timitation, anti-bribery and

(a) Zariadenie vykona SkuSanie a bude vyZadovat' aj od
Zodpovedného  sk($ajliceho,  spoluskuSajicich
a ostatnych zamestnancov Zariadenia,
subdodéavatelov a zastupcov vykonavajicich sluZby
slvisiace so Skuasanim (spolofne ,Personal
zarladenia®), aby ho vykonali v sulade s:(i) touto
Zmiluvou; (i} Protokolom; (iii) v3etkymi pisomnymi
pokynmi, ktoré poskytne spolo€nost’ AbbVie alebo
budl poskytnuté v jej mene; a (iv) vietkymi 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 E8
Good Clinical Practice ("ICH-GCP"), Act No. 362/2011
Coll., on Pharmaceuticals and Medical Devices (the
“Act"), and the Decree No. 433/2011 Cell. 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
(Statny Ustav pre kontrolu lie¢iv/SUKL) (‘SIDC’) and
an FEthics Committee ('EC"), established and
constituted in accordance with applicable Laws
approves and oversees the conduct of the Study.

{spoloéne _Pravne predpisy“}, okrem iného aj
zakonmi 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 ES (JICH-GCP®), zakonom
£.362/2011 Z z oliekoch a zdravotnickych
poméckach ( Zakon®) a vyhlaskou €.433/2011 Z, z.
o spravnej klinicke] praxi a zédkonmi ¢ ochrane ldajov
a sUkromia, ktoré mézu byt prilezitostne zmenené a
doplnené.Zariadeynie v nadvéznosti na vy3sie
uvedené povinnosti zaisti, aby vykonanie SkdSania
schvélili ana jeho priebeh dohliadali nasledujlice
institicie: Statny Gstav pre kontrolu liediv (,SUKL%)

a Eticka komisia (,EK®), kioré boli 2zriadens

a zostaveng podla platnych Pravnych predpisov.
(b) AbbVie hereby expressly delegates to Institution and | (b) Spolocnost AbbVie tymto vysiovne poveruje
Principal  Investigator the following sponsor Zariadenie a Zodpovedného skisajliceho

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:

(i) informing the relevant health insurance
companies of the respective Study subjects
enrolled in the Study (‘Health Insurance
Companies”) of the commencement of the
Study without undue delay after such
commencement;

nasledovnymi povinnostami zadavatela, ake to je
vytyCené v Zakone, aZarfadenie potvrdzuje a
sthlasi, Ze wvprospech spolodnosti AbbVie spini
takéto povinnosti zadéavatela azabezpedi, Ze ich
spini aj Zodpovedny skd$ajuci. lde okrem iného
o nasledujice povinnosti:

(i) Iinformovanie  prisludnych  zdravotnych
poistovni prisludnych Ucastnikov Sku3ania
prijatych do  SkdSania  (,Zdravotne
poistovne®) ¢ zadiatku Ska3ania bez
zbytoéného ecdkladu po jeho zadati,

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

(i}

Institution shall ensure the approvals and notifications
under the Act are performed in a timely manner.
Institution andfor Principal Investigator will notify
AbbVie immediately of any delay in complying with
such AbbVie's obligations under the law as further
delegated to the Institution andfor Principal
Investigator.

(iiy promptné hlasenie zavaznych neZiaducich
udalostl a v8etkych podozreni na zavazné
neZiaduce reakcie a neofakévané zavainé
neZiaduce reakcie v stvislosti so Skaganim
v Zariadeni SUKL, EK aprislusnym
Zdravotnym poistovniam téastnikoy, ako to
je  uvedené v Protokole avsulade
s prislugnymi Pravnymi predpismi; a

Zariadenie véas zabezpedi povclenia aoznamenia
podla ZakonaZariadenie afalebo  Zodpovedny
skdSajuci  budd  spoloCnost  AbbVie okamZite
informovat, ak ddjde kakémukolvek omeskaniu
s plnenim takychio povinnostl spolotnosti AbbvVie
podla zakona, ktorymi boli Zariadenie afalebo
Zodpovedny skdsajlci dalej povereni.

(c) Prior to each Study subject's participation in the

Study, Institution shall ensure Principal Investigator
obtains a signed informed consent form (“{CFE"), 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 andfor £C.
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 Ugastou jednotlivych ugastnikov

Skusania v Skusani zabezpell, aby Zodpovedny
skuSajici  ziskal podpisany informovany sdhlas
(.ICF“), ako ho schvalila speoloénost Abbvie, EK
afalebo  SUKLICF sa musi ziskat v stlade
s pravidlami stanovenymi v prislusnych Pravnych
predpisoch.Ak  Zariadenie alebo  Zodpovedny
skdsajici navrhne zverejnenie penuk na registraciv
ugastnikov  SkoSania, takéto ponuky musi pred
odovzdanim SUKL a/alebo EK najskér skontrolovat'
a schvalit spolotnost’ AbbVie. Zariadenie
a Zodpovedny skusajuci budd hlasit’ vietky zavazné
neZiaduce udalosti alebo iné wveci, ktoré ich
v stvislosti s bezpeénost'ou znepokojuja, ako to je
stanovené v Protokole avstlade s platnymi
Pravnymi predpismi.
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(d)

institution represents and warrants that Principal
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 unwiling 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 zarutuje, Ze Zodpovedny
skddajuci je zamestnancom Zariadenia.Zariadenie
suhlasi s tym, Ze bez predchadzajlceho piscmného
sthlasu spoloénosti AbbVie nesmie Zodpovedného
skiajuceho nahradit  ingm  ski3ajicim. Ak si
Zodpovedny skusajaci nebude cheiet' alebo mact
plnit' svoje povinnosti podla poZiadaviek tejto Zmluvy,
Zariadenie otom bude promptne informovat
spolotnost AbbVie a spoloénost AbbVie urychlene
najde pre obe strany prijatelnéhe nahradného
zodpovedného skidajuceho.

(e)

Institution shall ensure that Principal Investigator
completes and returns to AbbVie the Investigator
Information and Agreement (“|lA") provided by
AbbVie prior fo 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 subinvestigafor(s} complete and return to AbbVie
the financlal 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 he
compensated with AbbVie Inc. securities in exchange
for being a principal investigator or subinvestigator(s)
in the Study.

(e)

Zariadenie zabezpell, aby Zodpovedny skioSajlc
vypinil aodovzdal spoloénosti AbbVie formular
s informaciami a dohodou skaSajuceho (LIIAY), ktory
mu spolognost AbbVie poskytla pred zadiatkom
Ski%ania, abude spolognost AbbVie promptne
informovat o vietkych zmenéach vich spravnosti
pocas Lehoty platnosti tejto Zmluvy. Zariadenie dalej
zabezpedi, aby Zodpovedny sklfajlici avsetci
spoluskUdajici  vypinili  a odovzdali  spolo&nosti
AbbVie formular s finanénymi informéciami, ktory mu
spoloénost  AbbVie poskytla pred zadiatkom
Skusania, ahbude spoloénost AbbVie promptne
informovat  ovdetkych  zmenach v spravnosti
formulara podas Lehoty platnosti tejto Zmluvy
{stanovena ni2Sie) apocas jedného (1) roka po
skondeni Skusania.Zariadenie uznava a scGhlasl s
tym, Ze Zodpovedny sk(3ajuci a spoluskd&ajici a ich
najblizsia rodina nesmi mat' na Skasanom lieku
priamy viastnicky podiel (okrem iného ani prava
dusevného vlasinictva alebo prava na podiel zo
zisku) a nesmi dostat' ako odmenu za vykonavanie
funkcie zodpovedného skusajuceho alebo
spoluskudajuceho  (spoluskudsajacichy v Skigani
cenné papiere spoloénosti AbbVie Inc.

(f) Institution and Institution Personnel shall not bill or | () Zariadenie a Personal zariadenia nebudu étovat’ ani
seek reimbursement from any third party (including, pozadovat nahradu od tretich stran (okrem iného ani
without limitation, Study subjects, health insurance od Ucastnikov Skisania, poskytovatelov zdravotneho
providers, or any governmental program) for any poistenia alebo zo Statneho programu) za Materialy
Study ‘Materials (as defined below) or other items or sku$ania (ako sU definované nizsie) alebo iné vec Ci
services that are paid for or provided without charge sluzby, ktoré boli uhradené alebo poskytnuté bez ich
by or on behalf of AbbVie. Institution shall follow all tdtovania  spoloCnostou  AbbVie alebo v
applicable commercial, government programs, and mene.Zariadenie bude dodrZiaval vsetky platné
other payor rules requiring disclosure that such Study komertné Statne programy aostatné pravidia
Materials and/or other items, or services were paid vztahujuce sa na platitela, ktoré  poZaduju
for or provided without charge by or on behalf of zverejnenie toho, &i boli taketo Materialy skuSania
AbbVie. afalebo iné veci alebo sluzby zaplatené alebo

poskytnuté bez ich G&tovania spolo€nostou Abbvie
alebo v jej mene.

2. AbbVie Obligations. AbbVie shall comply with | 2. Povinnosti_spoloénosti_AbbVie. SpoloZnost AbbvVie
applicable Laws in the performance of its activities bude pri vykonavan! svojich &innosti stvisiacich so
relating to the Study and shall obtain all approvals Skaganim dodrziavat platné Pravne predpisy a ziska
required in connection with such activities. vetky povolenia, ktoré su v suvislosti s takymito

cinnostami potrebné.

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

(a) AbbVie will provide sufficient quantiies of Study | (a) Spoloénost AbbVie bezplatne doda dostatoéné
Product, investigator brochures, access to an mnoZstva  Skoaného lieku a prirudiek  pre
electronic data capture system for completing Case skusajliceno, poskytne pristup k systému elektronickej
Report Forms (“CRES"), access to or copies of certain evidencie udajov na G&ely vypliania Zéznamovych
patient reported outcomes (electronic or paper) formularov Géastnikov ski$ania (,CRFY), pristup
surveys, guestionnaires, andf/or scales (collectively, k urgitym prieskumom, zameranym na vysledky
“PROs"), and any other compounds and materials that udavané pacientmi {elektronickym alebo papierovym).
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the Protocol specifies or that AbbVie deems
necessary to conduct the Study (together, the "Study
Materials™) at no cost. All Study Materials and other
information provided by AbbVie in connection with this
Agreement are and shall remain the sole property of
AbbVie.

alebo ich képie apristup ku vSetkym ostatnym
zludenindm a materidlom, ktoré uvadza Protokel alebo
ktoré spoloénost AbbVie povaZuje potrebné na

vykonanie Skdsania {spolotne uMateridly
skigania“).Vietky Materidly skiSania a ostatné
informéacie, ktoré spolognost AbbVie poskytne

v sUvislosti s touto Zmluvou, s a zostany wlucnym
majetkom spoloénosti AbbVie.

Institution shall maintain adequate records to account
for the Study Materials including, without limitation,
dates, quantity, and use by Study subjects. Institution
or Principal Investigator shall inspect the Study
Materials upon receipt and notify AbbVie upon
becoming aware that any Study Materials are
damaged or that the supply of Study Materials is
inadequate.

(b)

Zariadenie si bude o Materidloch skiSania viest

primerané zdznamy, okrem iného aj datumy,
mnoZstvo a ich pouiitie zo strany udastnikov
SkuSania.Zariadenie  alebo Zodpovedny  skdSajict

Materidly skiania pri prevzati skontrolujl a budd
spoloénost AbbVie informovat, ked zistia, Ze niektoré
znich sU0 podkodené alebo je ich dodavka
neprimerana.

©

Study Materials shall: (i) be stored and handled in
accordance with the labeling, Investigator Brochure, or
material data safety sheet, as applicable, of the
applicable Study Materials, with applicable legal and
regulatory reguirements, and AbbVie's written
instructions, (i) not be used past their respective
labeled expiration dates, if any,

(c}

Materialy skusania(i) sa budd uchovavat abude sa
s nimi zaobchadzat' podla oznadenia, prirucky pre
skugajuceho alebo karty bezpeénostnych (Odajov
(podla situacie), ktoré sa wvztahujd k prislusnym
Materidlom skusania, podla plathych zakonnych a
reguladnych poZiadaviek a pisomnych pekynov
spoloénosti AbbVie, (i) nebudl sa pouZivat po
uplynuti pripadnych vyznatenych datumov exspiracie.

Neither Institution nor any Institution Personnel shall
{i} publish any part of the PROs in any manuscript,
poster, oral presentations, or otherwise; (ii) remove or
alter any nolice contained in the PROs; or {jii) modify,
transfer, distribute, or release the PROs to any third
party, except in connection with performing the Study
in accordance with the Protocol.

{d)

Zariadenie ani Persondl zariadenia nebudd (i)
zvergjfiovat ZHadnu gast PRO v Ziadnom rukopise,
letdku, verbdinych prezentdciach alebo inym
sposobom; (i) odstrafiovat ani pozmefiovat Ziadne
oznamenie uvedené v PRC; alebo (i) upravovat,
odovzdavat, distribuovat’ alebo poskytovat PRO tretej
strane svynimkou pripadov, ked je to v slvislosti
s vylkonanim Ski$ania podia Protokolu.

(e

Upen 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. [f 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 ukonéeni Ski8ania, vypovedani tejto Zmluvy alebo
na Ziadost spoloénosti AbbVie budd vietky
zostavajlce alebo exspirované Materidly skdSania
vratené spoloénosti AbbVie na fej primerané naklady
a podla Protokolu ajej pilsomnych pokynov, ako aj
v stlade s platnymi poZiadavkami, ktoré sa vztahujl
na odosielanie takychto Materidlov sk(Sania. Ak sa
strany dohodna, Ze vratenie takychto Materidlov
skti3ania nie je praktické alebo ho miestne Pravne
predpisy zakazuji, vdetky zostdvajice alebo
exspirované Materidly skuZania sa zlikvidujd plne
v stilade s platnymi Pravnymi predpismi.Zariadenie po
takejto likvidacii promptne poskytne spolognosti
AbbVie doklad o likvidacii alebo podobny dokument
potvrdzujuci zni¢enie Materialov skdsania.

(f} if necessary for the purposes of conducting the Study, | () Ak to bude potrebné na Ugely vykonania Skusania,
AbbVie may provide Institution with certain equipment. spoloénost AbbVie moze Zariadeniu poskytnat' uréité
Any equipment provided by AbbVie hereunder is vybavenie.VSetko vybavenie, ktoré spolo&nost Abbvie
described in Exhibit B ("Equipment’). For any poskytne na zaklade tejto Zmluvy, je opisané v
Equipment provided by AbbVie Institution shall: (i} Prilche B (. Vybavenle“).Zariadenie v pripade
promptly inspect the Equipment following receipt and kazdého Vybavenia od spolonosti  AbbVie:(i)
notify AbbVie upon becoming aware that any prompine po prijati Vybavenia vykona jeho kontrolu
Equipment is damaged or maifunctioning; (i) use the a bude spolo&nost AbbVie informovat, ak sa dozvie,
Equipment in accordance with the user manual and/or Fe niektoré Vybavenie je poskodené alebo nefunkéné;
other instructions provided with the Equipment; (iif) (i) bude  Vybavenie  pouzival v sulade
maintain the Equipment in a secure manner designed s pouzivatelskou prirudkou afalebo inymi pokynmi
to protect such Equipment from unauthorized use, poskytnutymi spolu s Vybavenim; (i) bude Vybavenie
theft, or damage and exercise the same degree of uchovévat bezpednym sposobom s cielom ochranit
care with respect to the Equipment that Institution ho pred neoprévnenym pouZivanim, krédeZou alebo
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exercises with respect to its own equipment of similar
type and value. If. due to the negligence,
recklessness, or intentional misconduct of Insfitution
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 o a location
specified by AbbVie at the end of the Study or earlier
termination of this Agreement.

ako sa stard o svoje viastné vybavenie podobnéha
typu a hodnoty.Ak kvdli nedbanlivosti, lahostajnosti
alebo Gmyselinému nespravnemu konaniu zo strany
Zariadenia alebo Persondlu zariadenia ddjde k strate,
kradeZi alebo poskodeniu Vybavenia, Zariadenie
uhradi opodstatnené naklady na jeho vymenu alebo
opravu, pritom takdto platba nebude vyS3ia nez
odhadovana hodnota uvedend v Prilohe B. Na konc
Skusania alebo v pripade predéasného skondenia
tefto Zmluvy sa Vybavenie podla pokynov spolo&nosti
AbbVie a na jej naklady wvrati na miesto, ktoré
spoloénost AbbVie uréi,

@

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.

(g)

Ak Protokel od Zariadenia vyZaduje, aby poskytlo
Ugastnikom skaSania Vybavenie, ktoré budd Ugastnici
potas SkiSania poufivat, Zariadenie poskytne
UZastnlkom ski8ania indtrukcie otom, ako maju
Vybavenie spravne pouZivat Ak Ugastnik skiSania
Vybavenie strati, ukradne alebo poSkodi alebo dgjde k
strate, kradeZi alebo poSkodeniu Vybavenia v Case,
ked bude u Ugastnika skugania, spolodnost’ AbbVie
uhradi opodstatnené naklady na vymenu alebo opravu
takéhoto Vybavenia.

)

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 Materidly skiSania a Vybavenie
pouZivat vylutne na vykonanie Skusania a nebude ich
pouZivat na iné skd8anie alebo iny Ugel.

Monitoring of Study:; Records, Reporting.

4. Monitorovanie ski3ahia, zaznamy, hlasenie.

(@)

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

(@)

Zariadenie na Ziadost spolognosti AbbVie predloZi
verbaine alebo pisomné hiasenia o tom, ako Skasanie
pokraduje, okrem iného aj o zédvaZnych neZiaducich
udalostiach podia Protokolu a Zakona.Do Styridsiatich
piatich {45} dn{ od ukonéenia alebo pred¢asného
skon&enia SkaSania odovzda Zariadenie spolodnosti
AbbVie:(l) zaveretné hlasenie o Skusani, ktoré
vyhotovi Zodpovedny ska3ajici pre EK, a (i) vietky
udaje, zdznamy, CRF, hlasenia ainé informacie
vytvorené (okrem zdrojovych dokumentov
a lekarskych zdznamov) v stvislosti so Skaganim
(stihrnne ,Zaznamy*), ktoré budi vyluénym majetkom
spolocnosti AbbVie.

(0)

Documents’} to

Upon reascnable 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
verify compliance with this
Agreement, provided that Institution may redact such
Study Documents as legally required o protect subject
confidentiality. [f, 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.

(b)

Zariadenie na zaklade primeraného predchadzajiceho
oznamenia apotas obvyklého pracovného &asu
umozni spolonosti AbbVie a jej poverenym osobam
pristup do priestorov, v ktorych sa Sk(Sanie vykonava,
aby mohli monitorovat' jeho vykonavanie a kontrolovat'
Zaznamy, zdrojové dokumenty ainé Udaje stvisiace
s0 Skoganim (sChrne ,Dokumenty skdaSania“
a overit' si tak dodrziavanie tejto Zmluvy, pri¢om viak
Zariadenie mdZe takéto Dokumenty skusania
prepracovat’ tak, ako to poZaduje zékon v zaujme
ochrany stkromia Géastnikov.Ak spolotnost AbbVie
v désledku  takéhoto monitorovania  dospeje
k nejakemu zavaznemu zisteniu, ktoré nebude vlas
odstranené alebo ho nemoZno v&as odstranit, bude
mdct tuto Zmluvu okamZite vypovedaf.

©

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

()

Zariadenie bude v rozsahu, v akom to poveoluju platné
Pravne predpisy, promptne:(i} informovat’ spolocnost
Abbvie oprijati Ziadosti o kontrolu  apristup
k dokumentom stvisiacim so SkUSanim zo strany
regulagného crganu a {ii) poskytne spolocnaosti AbbVie
képiu  vsetkych dokumentov, ktoré dostalo od
reguladnych organov, ako a] dokumentov, ktoré

5
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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.

reguladénym organom poskytlo. Ak regulaéné organy
v slivislosti so SkiSanim vydaju nejaké predvolanie
alebo oznamenie, Zariadenie sbhlas!, Ze ak fo
povoluju platné Pravne predpisy, do péatnastich (15}
dni od prijatia takéhoto predvolania alebo cznamenia
od regulaénych orgéanov spolofnosti AbbVie
predlozi:(A} oznam otakomtc predvoiani alebo
oznameni, (B) sthrn takéhoto predvolania alebo
oznamenia a {C)} odpoved Zariadenia na takéto
predvolanie alebo cznamenie.

(d)

Institution shall retain the Study Documents In
accordance with applicable Laws (the “Retention
Period”). If AbbVie requests that Insfitution 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.

Zariadenie bude Dokumenty skuSania uchovavat

podla platnych Pravnych predpisov (,Lehota
uchovavania®).Ak spolotnost AbbVie poZiada

Zariadenie o uchovavanie Dokumentov sk(8ania aj po
Lehote uchovavania, strany budl v dobrej viere
spolupracovat, aby sa vzajomne dohodli na nakladoch
a trvani takejto predl?enej lehoty uchovavania.

Compensation.

Odmena.

a. AbbVie shall pay Institution in accordance with the Spoloénost AbbVie zaplati Zariadeniu podla
Study budget atiached hereto and incorporated herein rozpottu SkGsania, ktory je prilozeny k tejto Zmiuve
as Exhibit A ("‘Budget Summary and Payment atvori jej sucast ako Priloha A {,Suhrn rozpoétu
Schedule”). Institution understands and agrees that arozpis _ platieb%). Zariadenie si uvedomuje
none of Principal Investigator or subinvestigator(s) will asuhlasl, 2e  Zodpovedny  skuajici  ani
receive any funds from AbbVie in connection with the spoluskusajici nedostan od spolotnosti AbbVie
performance of the Study other than the funds paid to s slvislosti s vykonanim  Sk(Sania Ziadne iné
Institution in accordance with Exhibit A AbbVie finan&né prostriedky okrem tych, ktoré budu
acknowiedges and agrees, that compensation paid Zariadeniu vyplatené podla Prilohy A. AbbVie berie
under the terms of this Agreement shall be distributed na vedomie a sUhlas!, ¢ odmena uhradend za
between the Institution and Principal Investigator podmienok tejto zmluvy bude rozdelena medzi
(and/or Institution Personnel) in split ratio in Zariadenie. a Zodpovedného skugajiceho (alalebo
accordance with the applicable internal directive of the persondl Zariadenia) v deliacom pomere podla
Institution. The parties agree that the amount for platnej vnutornej smernice Zariadenia. Strany
payments set forth in Exhibit A represents the fair sthlasia stym, Ze platby stanovené v Prilohe
market value for the services to be rendered and has A predstavuji objektiviu trhovil hodnotu za sluZby,
not been determined in any manner that takes into ktoré majd byt poskytnuté, aneboli stanovené
account the volume or value of any referrals or spdsobom, ktory by prihliadal na mnoZstvo alebo
business otherwise generated between Institution and hodnotu  akychkolvekodpori¢ani alebo zakaziek
any member of the AbbVie Group. vzniknutych medzi Zariadenim a niektorym &lenom

skupiny AbbVie inym spbsobom.

b. Institution represents and warrants that it and | p, Zariadenie vyhlasuje a zarutuje, Ze spolu so
Principal Investigator are now in compliance with, and Zodpovednym sku3ajicim dodrZiava a zavazuje sa,
undertakes that in performance of its obligations #e pocas plnenia svojich povinnosti podla tefto
under this Agreement shall continue to comply with, Zmluvy bude aj nadalej dodrZiavat vietky platné
all appiicable Laws, regulations and industry codes of Pravne predpisy, (ipravy a pracovné kédexy odvetvia
practice, including those related to anti-bribery and vratane tych, kforé sa tykaju boja proti platkarstvu
anti-corruption.  Institution further represents and a korupcii. Zariadenie dalej vyhlasuje a zaruduje, Ze
warrants that it and Principal Investigator will not spolu so Zodpovednym skusajicim nebude pondkat,
offer, promise or authorize the giving of anything of slubovat’ alebo povolovat poskytovanie dohokolvek
value to a government official or other person fto hodnotného  3tatnemu predstavitelovi alebo  inej
obtain or retain business or gain a business osobe scielom ziskal alebo si udrzaf nejakd
advantage. zékazku alebo si zabezpedit’ nejak( obchodn(

vyhodu.

c.  Inthe event that the Agreement is terminated, AbbVie | c. Ak ddjde k vypovedaniu tejto Zmluvy, spolo&nost
shall pay Institution for services performed and non- AbbVie zaplati Zariadeniu za poskytnuté sluZby
cancelable expenses incurred up to the effective date anezruSitelné vydavky vzniknuté do datumu
of termination. AbbVie shall not be obligated to nadobudnutia G¢innosti vypovede. Spoloénost’ AbbVie
reimburse Institution for expenses that are invoiced to nebude povinna nahradit’ Zariadeniu vydavky, ktoré
AbbVie more than one hundred eighty {180) days jej budud fakturované viac nez stoosemdesiat (180)
after the termination date of this Agreement. dni po datume zaniku tejto Zmluvy.

d. AbbVie shall not be responsible for paying for | d  Spolognost AbbVie nebude povinna zaplatit' za
services performed in violation of the Protocol or for sluzby vykonané v rozpore s Protokolom alebo za
data contained in a CRF which is incomplete or Gdaje v CRF, kloré su neliping alebo nepresné Ak uz
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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”).

za takéto sluzby zaplalila, zaplatena suma sa
odpoéita od konednej platby, kitora sa mé uhradit na
zaklade tejto Zmluvy (,Zavereéna platba®).

e. In the event of any payment dispute under this
Agreement, (i) AbbVie shall pay undisputed amounts
upon receipt of an invoice therefor, and (i) the parties
shall cooperate in good faith to resolvé 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 sivislosti s platbou
podlfa tejto Zmluvy, (i} spoloénost AbbVie zaplat!
nespochybnené sumy po prijati fakiiry a (i) strany
budl v dobre] viere spolupracovat, aby spor véas
vyriedlli. Zariadenie po wvyrieSeni takéhoto sporu
znovu vystavi spoloCnosti AbbVie fakturu na sumy,
na ktorych splatnosti sa strany vzajomne dohodli,
a spoloénost’ AbbVie takéto sumy uhradi.Zariadenie
alebo Personal zariadenia nebudd potas riedenia
takéhoto sporu  oplatbe vZiadnom pripade
zadrziavat idaje SkuSania alebo Zaznamy.

f.  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.

Spolognost AbbVie vykona ZavereZnl platbu a posle
Zariadeniu  finantné vyictovanie po dokon&eni
véetkych sluzieb naplanovanych v tejto Zmluve a po
tom, ako je] bud( odovzdané vietky CRF a ostatné
materialy opisané v odseku 4{a).Ak spolotnost
AbbVie zaplatila Zariadeniu niZsiu sumu, neZ na akd
ma Zariadenie v ¢ase finanéného vyudtovania narok,
zostavajucu sumu uhradi ako siéast Zavereénej
platby.Pripadny preplatok v prospech spolognosti
AbbVie v Case zaveredného vylltovania bude
spolognosti AbbVie uhradeny do &tyridsiatich piatich
(45) odo dha, ked spoloZnost AbbVie Zariadenie
o takomto preplatku informovala, spolu s vysvetienim
preplatku, a to kontaktnej osobe spolodnosti AbbVie,
ktora je uvedena v Prilohe A.

g 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 tio
disclose to

AbbVie a detailed account of medical professionals or
providers of medical care to which the financial or
non-monetary performance has bheen made (the
“List"), to the extent and data classification (including,
but not jimited 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)).
Institution shall ensure that the List contains accurate,
complete and true details.

Zariadenie si je vedomé a suhlasl, Ze v pripade
akychkolvek pefiaznych alebo nepenaznych plneni
v sUvislosti s touto Zmiuvou, ktoré Zariadenie €o [ len
Ciastotne poskytne zdravoinickemu pracovnikovi
alebo poskytovatelovi zdravotne] starostlivosti (napr.
ak v suvislosti s akymikolvek sluzbami suvisiacimi so
Skiganim Zariadenie vyplati &lenom Perscnalu
zariadenia  akékolvek platby =z  finanénych

prostriedkov, ktoré mu spolodnost AbbVie uhradila
na zaklade tejto Zmluvy), odosle v elektronickej
odabe na adresu

a poskytne
tak spolodnosti AbbVie bez zbytotného adklady,
najneskér vak vlehote do fridsiatich (30) dni od
poskytnutia takého plnenia, zoznam zdravotnickych
pracovnikov alebo  poskytovatelov  zdravotne]
starostlivosti, ktorym bolo penazné alebo nepefiaZzné
plnenie poskytnuté (,Zoznam®), ato vrozsahu
a Cleneni udajov (vratane uvedenia vysky, GCelu a
popisu poskytnutého plnenia) ako je vyZadované
Zakonom (8§80 ods, 8 a9, resp. §74a ods. 9 a 10).
Zariadenie sa zavazuje, Ze zaisti, Zze Zoznam bude
obsahovat’ vyluéne presné, Uplné a pravdivé Gdaje.

h. Institution acknowledges that due and timely
fulfiment of its disclosure abligation, as stated in
Section 5(g)., is requisite for AbbVie to fulfill its
disclosure obligations as stipulated by the Act
Therefore, Institution acknowledges and agrees to
indemnify AbbVie from and against any and all
damages and costs (including, but not limited to,
costs of legal representation and satisfaction of any
sanctions imposed by administrative andfor judicial

Zariadenie berie na vedomie, Ze riadne avdasné
splnenie jeho oznamovacej povinnosti, uvedenej
vodseku 5(g), je nutné na riadne spinenie
oznamovacich povinnosti spolognosti AbbVie podla
Zékena. Zariadenie sa preto zavézuje a sthlasi, Ze
odakodni spoloénost AbbVie a nahradi spolognosti
AbbVie vietku &kodu a naklady (vratane nakladov na
pravne zastupovanie a splnenie sankcii uloZenych
spravnym alebo sGdnym orgénom), ktoré spoloénosti
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authority), that may be incurred by AbbVie due to
Institution’s failure to adhere to its obligations as set
forth in Section 5(g) of this Agreement. Institution
further acknowledges and agrees that AbbVie may
decrease payments made to Institution under the
terms of this Agreement up to the amount of such
damages and/or incurred costs. AbbVie's right to
seek any other forms of redress in accordance with
the terms and provisions of this Agreement or
pursuant to bLaw shall not be restricted by this
provision,

AbbVie vzniknd v sUivislosti s porudenim
akéhokofvek zavazku alebe povinnosti Zariadenia,
uvedenych v odseku 5{(g) tejto Zmluvy. Zariadenie
zaroven berie na vedomie a suhlasi, Ze spolo&nost
AbbVie je opravnena zniZit platby, vyplacané
Zariadeniu na zéklade tejto Zmluvy, aZ do vy3ky
takto wvzniknutej Skody afalebo nékladov. Pravo
spoloénosti AbbVie na uplatnenie inych napravnych
prostriedkov podla tejto Zmluvy alebo podla platnych
Pravnych predpisov nie je tymto dotknute.

Confidentiality.

6. Dbvernost'.

During the Term of this Agreement, including any
extensions thereof, and for a period of

after the expiration or termination of this Agreement,
institution and Institution Personnel shall not disclose
to any third party (other than AbbVie's designated
parties) or use Confidential Information (as defined
below) for any purpose other than that indicated in this
Agreement without AbbVie's prior written consent.
Notwithstanding the foregoing, obligations of
confidentiality and non-use with respect to any
Confidential Information identified as a trade secret by
AbbVie shall remain in place for so long as the
applicable Confidential Information retains its status as
a trade secret under applicable Laws. "Confidential
Information” shall include any information provided to
Institution or Institution Personnel by or on behalf of
AbbVie including, without limitation, the Protocol,
Study Materials, Records, and all other materials,
data, results, and information concerning AbbVie or
the Study or developed as a result of conducting the
Study, except any portion thereof that:

a. Potas Lehoty platnosti tejto Zmiuvy, vratane jej
predizeni, a poas od uplynutia
platnosti alebo vypovedania tejtc Zmluvy nebude
Zariadenie a Personal zariadenia bez
predchadzajuceho plsomného suhlasu spolognost
AbbVie poskytovat' Ziadnej tretej strane (ckrem stran,
ktoré uréi spoloénost’ AbbVie) alebo pouzival' Ziadne
Déverné informacie (ako su definované nizsie) na iny
ucel nez je to uvedené v tejto Zmluve.Bez ohlladu na
vy§Sie uvedenu skutognost, povinnost zachovavat
dévernost’ a nepouzivat' Ziadne Doverné informacie
oznatené spolotnostou AbbVie ako obchodné
tajomstvo ostava v platnosti, pokym si tieto Déverné
informéacie zachovaju status obchodného {ajomsiva
podia prislusnych Pravnych predpisov.,Déverné
informacie® budu zahrmat vSetky informéacie, ktoré
spolocnost’” AbbVie poskytla Zariadeniu alebo
Personalu zariadenia alebo im boli poskytnuté v jej
mene, okrem iného aj Protokol, Materidly skd(8ania,
Zaznamy a v8etky ostatné materiély, Udaje, vysledky
ainforméacie o spolocnosti AbbVie alebo Skian,
ktoré wvznikli v ddsledku vykonania Skudsania,
s vynimkou tych ich &asti, ktoré:

() is known to Institution or Institution Personnel
prior to receipt thereof under this Agreement, as
evidenced by its written records;

(i) boli Zariadeniu alebo Personalu zariadenia
zname pred ich prijatim podla tejte Zmiluvy, €o
mozno dolozit' pisomnymi zadznamami;

(i) is disclosed to Institution or Institution Personnel
after acceptance of this Agreement by a third
party who has a right to make such disclosure in a
non-confidential manner;

(i) Zariadeniu alebo Persondlu zariadenia po prijati
tejto Zmluvy spristupnila tretia strana, ktora je
opravnena ich spristupnit' spésobom, ktory nie je
dbvermny;

(iil)

is or becomes part of the public domain through
no fault of Institution or Institution Persennel; or

(i) su alebo sa stan verejne znédme nie vinou
Zariadenia alebo Personélu zariadenia; alebo

—

is independently developed by Institution or
Institution Personnel without use of or reference
to the Confidential Information, as evidenced by
Institution's written records.

(iv

(iv) Zariadenie alebo Persondl zariadenia samostatne
vytvor! bez pouZitia Dévernych informécii alebo
odkazu na ne, ¢o mozno dolczit pisomnymi
zaznamami 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 Informaticn on a confidential basis to
ensure compliance with this Agreement and for
archival purposes.

b. Zariadenie do Styridsiatich piatich (45) dni cod

ukonéenia alebo pred¢asného skoncenia Ski3ania
vrati alebo zniél vSelky spristupnené Ddverné
informacie, pricom si viak mdZe dovernym spdsobom
ponechat’ jednu kopiu Dévernych informacii, aby sa
zaistilo dodrzanie tejto Zmluvy, ako aj na Gcely
archivacie.

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

c. Ni¢ vtejto Zmluve sa nebude interpretoval’ ako

obmedzenie Zariadenia vo zvergjneni Dovernych
informacii, ako to poZaduji prislugéné Pravne predpisy
alebo stdny prikaz ¢i iny prikaz alebo Ziadost' §tatneho
organu, pricom vdak Zariadenie v kazdom pripade
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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.

poskytne spolotnosti AbbVie promptné pisomné
oznamenie (a ak to je moZné apravne pripustné,
aspofi paf {5) pracovnych dni vopred), aby spolo&nost
AbbVie mohla prijat v8etky opatrenia, ktoré povaZuje
za polrebné v zéujme ochrany svojich Davernych
informacii.Zariadenie v kazdom pripade:(i) poskytne
len ta &ast Dévernych informacii, ktord je zo zékona
povinné spristupnit, a (i) umoznl spolotnosti Abbvie,
aby sa pokusila taketo zvergjnenie obmedzit’
primeranymi pravnymi prosiriedkami.

d. Institution shall not disclose to AbbVie any |d  Zariadenie nebude spolognosti AbbVie spristupfiovat
information which is confidential or proprietary to #ladne Informacie, kioré s0 dévernymi alebo
a third party unless Institution first obtains the chranenymi informaciami tretej strany, ak najskor
prior written approval of such third party and neziska pisomny sOhlas takej tretej sirany
AbbVie, a spolo¢nosti AbbVie.

7. Subject Confidentiality; Data Protection. 7. Dévernost Géastnikov, ochrana Udajov,

a. Whnere any Institution Personnel Processes (as | a. Ak niektori &lenovia Personalu zariadenia spracdvaijl

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 confi dentlallty and security of
the Personal Data.

(ako to je definované niZdie} informacie, kitoré
identifikuji alebo v kombinacii s inymi Informéaciami
mbzu identifikovat' Zijucu osobu, ktora sa zadastiivje
Skisania alebo s nim je nejako spojena (,Osobné
ddaje”), Zariadenie zabezpell, aby sa fakéto
Spraclvanie vykonavalo vyluéne v silade s touto
Zmluvou a vietkymi platnymi Pravnymi predpismi
vratane poZiadaviek vztahujlcich sa na dohedy
o presunoch Udajov (ak sa to'uplatiiuje) a pisomnymi
pokynmi spolonosti AbbVie.Na Gcely tejto Zmluvy
bude pojem ,,Sgracuvame (a vietky jeho tvary,
okrem iného aj ,Spracovat®’) znamenat aktkolvek
cinnost’ alebo rad Einnosti;, ktore sa robia s Osobnymi

Odajmi, okrem Inéhc & ich zhromaZdovanie,
zaznamenavanie, uchovavanie, organizovanie,
skladovanie, upravovanie, pozmenovanie,
vyhladavanie, konzultovanie, blokovanie,
vymazéavanie, pouZivanie, zverejiiovanie,

spristupfiovanie, prestvanie alebo likvidovanite, & u2
elektronickymi prostriedkami alebo nie.Zarladenie
bude mat’ zavedené primerané ochranne prvky, aby
zabezpetilo dovernost a bezpednost Osobnych
Gdajov.

9

CONFIDENTIAL/DOVERNE

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

Document Title/Nazov Dokumentu: M13-549 Slovakia CSA - 1 Agmt Per Site (AbbVie Manag Std) NURCH Piestany MUDr. Olga
Lukadovd 11 Aug 2016 NURCH Piestany, MUDr, Ofga Lukacova 11 Aug 2016




Narodny Gstav reumatickych chordb Piest'any
MUDR. Ol'ga Lukacova, PhD.

M13-549

b. Institution shall ensure that Institution Personnel [ b,  Zariadenie zaist!, aby Personal zariadenia potvrdil
acknowledge and consent to AbbVie's Processing of a vyjadril svoj sthlas so Spracivanim Oschnych
Institution Personnel's Personal Data including details Udajov Personalu zariadenia vratane ich mien,
of his/her name, address, qualifications and clinical adries, kvalifikacie apraxe voblasti kiinického
trial experience. Additional uses or disclosures may skudania.DalSie pouzitie alebo spristupnenie mdze
include financial information (including compensation zahihat finanéné informacie (vratane odmeny a
and reimbursement payments), public registration of vyplaty nahrad), verejn(i registraciu Skusania na
the Study on web sites designed for this purpose internetovych strankach urdenych na tento Udel,
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 sku$ania zo
studies, and for purposes of complying with strany spolognosti AbbVie a na 0cely dodrzania
applicable Laws. Insfitution shall cause Institution platnych Pravnych predpisov.Zariadsnie zabezpeti,
Personnel to understand and expressly agree that aby Persondl zariadenia vede! o tom a sthlasil s tym,
this information may, if necessary for these purposes, Ze tieto informacie sa vpripade potreby mdzu
be made available to ethics committees, government spristupnit  etickym komisiam, Statnym organom
authorities and members of the AbbVie Group aclenom skupiny AbbVie, ktoré sa nachadzajd
located both in the country in which the Study is v State, v ktorom sa vykonava Skusanie, ako aj v
carried out and in other countries, including in the inych &tatoch vratane Spojenych &tatov americkych a
United States or elsewhere as required by applicable inde podla toho, ako to poZaduju platngé Pravne
Laws, or as necessary for the purposes of ICH-GCP predpisy alebo ako 1o je potrebné na acely ICH-GCP
or data protection audits or inspections. alebo kontrol & inpekcii ochrany tdajov.

8. Publicity. 8. Zverejfiovanie informéacil.

a. Without the other party's written consent, neither |a  Ani jedna strana nesmie bez pisomngého sihlasu
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 urdenych na pouzitie na komeréné
any publicity, advertising, or other information alebo propagacné (Cely pauZivat nézov, obchodni
intended to be used for commercial or promotional znamku, servisnl znamku alebo logo druhej strany
purposes. Except as required by applicable Laws, alebo pobotiek druhej strany.S vynimkou toho, ako 1o
Institution shall not disclose the terms of this pozaduju platné Pravne predpisy, Zariadenie nebude
Agreement without AbbVie's prior written approval. In bez predchédzajiceho pisomného sthiasu spolocnosti
accordance with the foregeing, Institution agrees, AbbVie zverejfiovat' podmienky tejto ZmluvyZariadenie
subject to the terms of Section 6 of the Agreement, v stlade s vy§sie uvedenou skutoénostou
to publish this Agreement in the Central Registry of s prihliadnutim na podmienky odseku & tejlo Zmiuvy
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 zmiGv na stranke www.crz.gov.sk podla
Free Access to Information within two (2) business podmienok § 6a.1 zakona211/2000 Z. z. o slobodnom
days of full execution of the Agreement and to pristupe k informéciam do dvoch (2) pracovnych dnl od
promptly notify AbbVie of publication. riadneho uzatvorenia tejto Zmluvy a zavézuje sa

spolo¢nost AbbVie o takomto zverejneni promptne
informovat’,

b.  Institution understands and agrees that the terms and | p, Zariadenie si uvedomuje asthlasl stym, Ze
conditions of this Agreement and the amount of any spoloénost’ AbbVie alebo ktorykolvek &len skupiny
payment made hereunder may be disclosed and AbbVie mo6zu spristupnit a zverejnit podmienky tejto
made public by AbbVie or any member of the AbbVie Zmiuvy a sumu, ktord bude na jej zéklade vyplatena,
Group as reasonably necessary to comply with ak to bude odbvodnene potrebné v zaujme dodrzania
applicable Laws and other obligations. As AbbVie platnych Pravnych predpisov a inych
reasonably requests, [nstitution shall cooperate in povinnosti.V sulade stym, ako to bude spoloénost
good faith with AbbVie to promptly provide accurate AbbVie oddvodnene poZadoval, Zariadenie s fiou
and compiete information in connection with such bude v dobrej viere spolupracovat, aby v suvislosti
disclosures. s takymito zverejneniami prompine poskytla presné

a uplné informacie.

c.  Institution acknowledges that AbbVie, as stipulated | ¢, Zariadenie si uvedomuje, Ze spolcénost AbbVie je na
by the Act (Section 60, par. (8) and (9). and Section zaklade povinnosti uloZenej Zakonom (§60 ods. 8 a 9,
74a par. (3) and (10)), is subject to an obligation to resp. §74a ods. 9a 10) povinna predkladat' Narodnému
submit a report on expenses on propagation, centru zdravotnickych informécii (,NCZI'} spravu
marketing and financiai and non-monetary o vydavkoch na propagéciu, marketing a na pehazné
performance provided directly or indirectly to any anepenazné plnenia, poskythuté priamo alebo
medical professional or to any provider of medical nepriamo  zdravotnickemu  pracovnikovi  alebo
care ("Report on_Expenses") to the National Centre poskytovatefovi zdravotnej starostlivosti (,Sprava o
of Medical Information (the "NCMI"), and that the data vydavkoch") azZe Udaje, ktoré spolotnost AbbVie
AbbVie discloses in each Report on Expenses will be v Sprave o vydavkoch oznami, NCZI zverejnt 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 |D 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 andfor non-monetary performance
provided by AbbVie in connection with this

Ze na zaklade tejto oznamovacej povinnosti bude
spoloénost’ AbbVie opravnena zverejnit meno, adresu
sidla aidentifikacné d&islo Zariadenia (vzhladom
ktomu, 2Ze je povaZovane za ftretiu osobu,
prostrednictvom ktore] AbbVie poskytlo finangné &
nefinanéné plnenie zdravotnickemu pracovnikovi &i
poskytovatelovi zdravotnej starostlivost)) a vysku
poskytnutého finanéného ¢i nefinanéného plnenia

Agreement. v slvislosti s touto Zmiuvou,
Ownership. 9. Vlastnictvo.

Each party hereto refains all right, title and interest in | 3. Kazda zmiuvna strana si ponechava véetky prava,
any patent, patent application, trade secret, know-how viastnicke prava a podiely na véetkych patentoch,
and other intellectual property that was owned by such patentovych prinlagkach, obchodnom tajomstve,
party prior to the Effective Date of this Agreement, and know-how a inom duSevnom 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 ckrem toho, ako to je v tejto
inferred from this Agreement, except as specifically Zmluve vyslovne uvedend, tato Zmluva nemé za ciel
set forth herein. ani sa z nej nebude vyvodzovat' Ziadne vyslovné
alebo micky predpokiadané poskytnutie licencie
alebo prevod na zaklade prekaZzky uplatnenia naroku

alebo inym spdsobom.
b. Any information, invention, data or discovery | b V&etky informécie, vyndlezy, (daje alebo objavy (bez
{(whether patentable or copyrightable or not), ohladu na to, & ich moZno ochrénit patentom alebo

innovation, communication or report, conceived,
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") shall be tly disclosed

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
Inteilectual Property.

autorskym pravom alebo nie), inovacie, oznamenia
alebo hlasenia, ktoré wvytvorilo, zaviedlo do praxe,
vyrobilo, generovale alebo vyvinulo Zariadenie alebo
Persondl =zariadenia a ktoré sU  ddsledkom
pouZivania niektorého Materiglu ski3ania alebo
vykonania  SkOsania  (suhmne  ,DuSevné
viastnictvo® budg  okamZite  spristupnené

Zariadenie na  Ziadost  a naklady
spolotnosti AbbVie bude od Persondlu zariadenia
poZzadovat, aby vyhotovil alebo dal wyhotovit
dokumenty a prijal opatrenia, ktoré bude spolo€nost
AbbVie povaZoval za potrebné alebo primerané s
cielom ziskat, =zaevidoval a wvykonat patenty,
autorské prava, prevody alebo int majetkovi
ochranu v mene spolodnosti AbbVie, ktora sa bude
vztahovat na véetky dasti vyS8ie uvedeného
Dusevného viastnictva.

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. Publikadcie a prezentacie.Na (dely

| tejto  Zmiuvy
znamena pojem ,Vedeckd publikacia“ akikolvek
vedeckl publikdciu alebo lekarsku komunikéciu o
vysledkoch Skasania v akelkolvek forme, kiora je
uréena na zverejnenie tretim stranam, ckrem iného gj
rukopisy, abstrakty, letdky, snimky a iné materialy
pouzivané 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 Schotarly Work
in Medical Journals" and Institution shall require that
AbbVie's role in support of the Study be appropriately
disclosed in any Institution Publications (as defined

Snahou spolocnosti AbbVie je podporovat najvy3sie
normy spravania vo vztahu k Vedeckym publikdciam a
transparentnosti, pri¢om si zarovefi chce chranit’ svoje
Daverné informacie.Autorstvo Vedeckych publikacil sa
bude urovat' ariadit na zaklade kritérii, ktoré urgil
Medzinarodny  wvybor vydavatelov  medicinskych
Casopisov  (ICMJEy v  ,OdporGéaniach  pre
vypracovanie, hlasenie, upravovanie a publikovanie
vedeckych prdc v medicinskych ¢&asopisoch’, a
Zariadenie bude poZadoval, aby bola Uloha
spolotnosti  AbbVie v podpore Skusania vhodne
zverejnena vo vietkych Publikaciach zariadenia {ako
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below). sU definované niZsie).

b.  Institution acknowledges that the Study is a multi-site | b, Zariadenie potvrdzuje, Ze Ski%anie ma multicentricky
study and that AbbVie Group retains the right fo charakter a #e skupina AbbVie si zachovava prave na
disclose the Study data and results first in a Scientific zverejiiovanie Udajov a vysledkov Skusania ako prva
Publication based on the Study data and results from vo Vedecke] publikacii, ktord bude zaloZend na
all appropriate sites ("Multi-Site Publication”). udajoch avysledkoch Skagania zo  vietkych

prisludnych centier {,,Multicentricka publikacia®).

c. Following the earliest of (i) AbbVie's Multi-Site | ¢c. Po tom, ako nastane prva z nasledujucich udalosti: {j)
Publication; or (i} twelve (12) months after Multicentrické publikacia spolognosti AbbVie alebo (i)
compietion or termination of the Study at all Study dvandast (12) mesiacov po ukonéeni alebo pred&asnom
sites, institution and Institution Personnel shall have ukonéeni SkO$ania vo vietkych centrdch Skidania,
the right to prepare and submit Institution's Study bud? mat Zariadenie aPersondl zariadenia pravo
data for a Scientific Publication in scientific journals or vyhotovit a odovzdat’ Udaje Zariadenia o Skusanl na
other professional publications (an “Institution udely Vedecke] publikacie vo vedeckych &asopisoch
Bublication”).  Institution shall provide and shall alebo inych odbornych publikaciach (,Publikicia
require Institution Personnel to provide AbbVie with a zariadenia®) Zariadenie poskytne spolo&nosti AbbVie
draft of any proposed Institution Publication at least abude vyzadoval, aby jej a Personal SkiSania
thirty (30) days prior to submission of such poskytol navrh vSetkych navrhovanych Publikacii
publication for AbbVie to ascertain whether any zariadenia najmenej tridsat (30) dni pred ich
patentable subject matter or Confidential Information odovzdanim na zverejnenie, aby sa mohla uistif, &
(other than the results of the Study generated publikacia nespristupfiuje nejaké patentovatelné
hereunder) are disclosed therein. AbbVie shall return zélezitosti alebo Déverné informéacie (iné ako vysledky
comments o Institution within thirty (30) days after Skusania generované na zakiade tejto
receipt of the draft Institution Publication ("Review Zmluvy).Spolognost AbbVie vrati svoje pripomienky
Period"), and Institution agrees and shall require Zariadeniu do fridsiatich (30} dni po prijatf navrhu
Institution Personnel to agree that due consideration Publikécie  zariadenia  (Kontrolnd  lehota“)
shall be given to AbhVie's comments. Institution shall a Zariadenie suhlas! azabezpedl, aby a Persondl
delay any proposed Institution Publication an zariadenia suhlasil stym, 2e na jej pripomienky sa
additional sixty (60) days beyond the Review Period bude nalezite prihliadat.Zariadenie odloZi zverejnenie
in the event AbbVie so requests to enable AbbVie to navrhovanej Publikacie zariadenia o dalsich Sestdesiat
secure patent or ather proprietary protection ("Delay (60) dni po uplynuti Kontrolnej lehoty, ak ho oto
Period’).  Institution agrees and shall require spolo&nost’ Abbvie poziada, aby si mohla zabezpetit
Institution Personnel to agree to: (A) keep the patent alebo NG majetkovi ochranu (,Odkladacia
proposed Institution Publication confidential until lehota®). Zariadenie suhlasl a zaistl, aby aj Personal
expiration of the Review Period and any Defay zariadenia sthlasil s tym, Ze:(A} navrhovanu Publikéciu
Peried, and (B} delete Confidential Information (other zariadenia bude uchovavat vdovernosti a? do
than Institution’'s Study data) frem any Institution skonéenia Kontrolnej lehoty a pripadnej Odkladacej
Publication. In the event that Institution or institution lehoty a (B) z Publikacie zariadenia odstrani Déverné
Personnel and AbbVie differ in their conclusions or informacie (okrem udajov Zariadenia o Skuani}.Ak
interpretation of data in the Institution Publication, the budG maf Zariadenie alebo Personal zariadenia
parties shall use good faith efforts to attempt to a spolognost AbbVie odliSné zavery alebo bud@ inak
resolve such differences through appropriate interpretovat (daje v Publikacii zariadenia, strany
scientific debate, but, subject to the removal of vynaloZia usilie, aby sa v dobrej viere prostrednictvom
Confidential Information (other than Institution’s Study vedeckej debaty pokusili takéto rozdiely odstranit,
data), Institution or lInstitution Personnel, as pricom sf viak Zariadenie alebe Persondl zariadenia
applicable, shall retain control over the final version of pod podmienkou odstréanenia Dévernych informécii
the Institution Publication. (okrem (dajov Zariadenia o Skudanl) ponechaj

kontrolu nad finainou verziou Publikacie zariadenia.

11. Representations and Warranties. 11. Vyhiasenia a zaruky,

a. Institution represents and warrants that: a. Zariadenie vyhlasuje a zarutuje, Ze:

(i} the terms of this Agreement are valid and binding (i} podmienky tejto Zmluvy tvoria platné a zavazné
obligations of Institution, and are not inconsistent povinnosti Zariadenia anie sG vrozpore s (A)
with (A} any other contractual or legal obligation it inymi zmluvnymi alebo zakennymi povinnostami
or Principal Investigatonj may have; or {B) p_olicies Zariadenia aleho Zodpovedného skdsajluceho;
and procedures of Institution or any organization alebo (B) politikami a postupmi Zariadenia alebo
with  which either Institution or Principal organizacie, ktorych je Zariadenie alebo
Investigator is affiliated; Zodpovedny skuSajdci &lenom,

(i) Institution's  and Institution  Personnel's (i} Vykonavanie sluzieb a prijatie odmeny alebo
performance of the services and acceptance of néhrady vydavkov, ake to je uvedené v Prilohe
compensation or reimbursement of expenses as Azo strany Zariadenia a Personalu zariadenia je
set forth in Exhibit A is in compliance with all vsllade so vietkymi palitkami a postupmi
policies and procedures of Institution, and
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Principal Investigator's performance of such
services does not present a conflict of interest
with Principal Investigator’s official duties;

Zariadenia a vykonavanie tak;?chtb_STiliieb zo
strany Zodpovedného skusajlceho nepredstavuje
konflikt zaujmov s jeho oficilnymi povinnostami;

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

the Protoco! and applicable Laws; and

(i) Zariadenie aZodpovedny  skuSajuci  maju
primerané priestory, zdroje, zru€nosti a odborné
znalosti na vykonanie Sku§ania podla protokolu

a platnych Pravinych predpisov a

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

(v)

(iv) Zodpovedny sk(3ajici ma aktualne a platné
poveolenie na vykonavanie Cinnosti lekara alebo
jeho ekvivalent v jurisdikcii, v ktorej sa Skusanie
vykonava,

Institution shail promptly notify AbbVie if at any time
during the Term of this Agreement, Institution learns that
Institution would no langer 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 spolotnost AbbVie urychlene

informavat, ak sa kedykolvek pocas Lehoty plainosti
tejto Zmiluvy dozvie, Ze& uZ viac nebude schopné

pravdivo poskytovat

vyhlasenia azaruky uvedene

v tomto odseku 11{a} aspolognost AbbVie bude mat
pravo tito Zmluvu okamiite vypovedat,

b, Institution represents and warrants that neither | b Zariadenie vyhlasuje a zaruguje, ze mu ani Ziadnemu
Institution nor any Institution Personnel are Debarred, Zlenovi Personalu zariadenia nebola Pozastavena
or, to the best of Institution's knowledge, have been ginnost' alebo Ze podia jeho najlepdich vedomosti im
Debarred or are the subject of a proceeding that nebola Pozastavena &innost ani sa vodi nim nevedie
could lead to Institution or any Institution Personnel konanie, ktoré by mohlo mat za nasledok, Ze im bude
becoming Debarred. ~ For purposes of this Pozastavena Ginnost.Pojem ,Pozastavend §innost™
Agreement, "Debarred” means: {A} debarred by the na uely tejto Zmiuvy znamend:(A) pozastavena
United States Food and Drug Administration ("EDA") ginnost zo strany Uradu USA pre potraviny a lieky
under 21 U.S.C. § 335a or by any other competent (wFDA“) podla hlavy 21 U.S.C.§ 335a alebo zo strany
authority; (B) excluded, debarred, suspended, or inétho  kompetentného  orgénu; (B)  vyladenie,
otherwise ineligible to participate in the local or U.S. pozastavenie & preru$enie &innosti  alebo  ina
Federal health care programs or in local or U.S. nespésobilost  podiefat sa na  miestnych
Federal procurement or non-procurement programs, alebofederainych programoch zdravotnej starostlivosti
(C) listed on the FDA’s Disqualified and Restricted v USA alebo miestnychalebo federalnych programoch
Lists for clinical investigators; or (D) convicted of a v USA, klorych siéastou je alebo nie je obstardvanie;
criminal offense that falls within the scope of 42 (C) zaradenie do zoznamu FDA, ktory obsahuje
U.8.C. § 1320a-7(a) or applicable local Laws that vyldgenych kiinickych skdgajucich alebo klinickych
could lead to being excluded, debarred, suspended, sk(3ajicich s obmedzenim &innosti  alebo (D)
or otherwise declared ineligible. In the event usved&enie z trestného &inu, ktory spadé pod hlavu 42
Institution receives notice of, or otherwise becomes U.S.C.§ 1320a-7(a) alebo pod plainé miestne Pravne
aware of, the Debarment or proposed Debarment of predpisy, ktoré by mohlo mat za nasledok vylicenie,
itself or any Institution Personnel, Institution shall pozastavenie alebo prerudenie é&innosti  alebo
notify AbbVie immediately and AbbVie shall have the vyhlasenie za nespdsobilého inym spdscbom.Ak
right to immediately terminate this Agreement. The Zariadenie dostane oznamenie alebo sa inak dozvie
obligations of this Section 11(b) shall survive otom, Ze jemu alebo niektorému &lenovi Personalu
termination or expiration of the Agreement, zariadenia je Pozastavena &innost alebo bol podany
navrh na jej pozastavenie, bude o tom okamfZite
informovat' spolofnost AbbVie a spolognost AbhVie
bude mat pravo okamZite vypovedal tuto
Zmiuvu.Povinnosti podla tohto odseku 11{b) zostanu
v platnosti aj pe vypovedani alebo zaniku tejto Zmluvy.
c. AbbVie represents that the Study Product that is | ¢, Spolognost AbbVie vyhlasuje, Ze Skuany liek dodany
delivered to Institution will meet the product Zariadeniu bude v éase jehc dodania Zariadeniu spiiat
specification identified in the product label at the time pecifikacie lieku uvedené na jeho oznadeni.
of delivery to Institution.
12. Term and Termination. 12. Lehota platnosti a vypovedanie Zmluvy.
a. Unless terminated earlier as provided in | a Ak tato Zmluva nebude vypovedana predéasne podla

Sections12(b) or 12(c) below, this Agreement shall
be effective on the Effective Date and shall terminate
on the eadier of: {i) one (1) year from the Effective
Date, if there is no subject enroliment at Institution
under this Agreement; or (i) at such time as the
occurrence of final data lock for the Study at all sites
participating in the Study (the "Term"}.

odsekov 12(b) alebo 12(c) nizsie, nadobudne G&innost’
k Datumu nadobudnutia uéinnosti a zanikne
k skordiemu z nasledujucich terminov:(i) jeden (1) rok
od Datumu nadobudnutia GE&nnosti, ak v Zariadeni
nebol na zaklade tejto Zmluvy prijaty Ziadny Géastnik,
alebo (i} v tase kone&ného uzamknutia Udajov na
vietkych pracoviskach zapojenych do Sku3ania
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{.Lehota platnosti®).

b.

This Agreement may be terminated:

b. Tuato Zmluvu mdZe vypovedat”

(i} by either AbbVie or Institution upon written notice
to the other parly if. {A) the other party has
breached a material term of this Agreement; (B}
the Study is terminated by the FDA or any other
governmental or regulatory authority; (C) if either
party, in its sole judgment, believes an adverse
safety concern with respect to Study Product
makes continued testing unadvisable, previded
that if institution terminates for this reason, it
shall be after the Suspension Period {defined
below) in accordance with Section 12(c).

(i) spolocnost AbhVie alebo Zariadenie na zaklade
pisomne] vypovede adresovanegj druhej strane,
ak(A) druha strana porusila déleZitd podmienku
tejto Zmiluvy; (B} Skadanie ukon&i Orad FDA
alebo iny Statny ¢ reguladny organ; (C) ak si
niektora strana na zaklade vlastného uvazenia
myslf, 2e vzhladom na obavy tykajuce sa
bezpe&nosti Sk(3aného lieku je pckraovanie
testovania nevhodné, pricom v3ak plati, Ze ak
Zmluvu z tohto dovedu vypovie Zariadenie,
urobi tak aZ po Lehote prerudenia {definovangj
nizsie) podla odseku 12{c}.

{ii) by AbbVie: {A) without cause upon thirty (30}
days prior written nofice to Institution, or
(B} as otherwise permitted in this Agreement.

(ii) spolo&nest’ AbbvVie:(A) bez pri¢iny na zéklade
pisomne] vypovede odovzdane] Zariadeniu
tridsat’ (30} dni vopred alebo (B) ake to inak
povoluje tato Zmluva.

in the event Institution or Principal Investigator have
concerns about the health, safety and welfare of the
Study subjects, Institution shall give prompt notice to
AbbVie of such concerns, and may suspend
enroliment of Study subjects for a period not to
exceed thity (30) calendar days ("Suspension
Period'). During such Suspension Period, the
parties shall evaluate the concerns raised by
Institution or Principal Investigator to determine
whether the Agreement should be terminated. In any
event, Institution and Principal Investigator shall
continue monitoring and follow-up in strict adherence
to the Protocol for currently enrolled Study subjects
during the Suspension Period. After the Suspension
Period and following written notice, including a
detailed written explanation, to AbbVie, Institution
may terminate this Agreement if Study subject health,
safety, and welfare remain a concern to Institution of
such magnitude to support such termination.

Ak bude mat' Zariadenie alebo Zodpovedny skusajici
obavy o zdravie, bezpeénost adobro ugastnikov
Skdsania, Zariadenie bude o takychto obavach
promptne informovat spolonost AbbVie a bude
mdct prerusit prijimanie O¢astnlkov Sklania na
najviac tridsat {30} kalendarnych dnl (,Lehota
prerusenia®). Strany pocas takejto Lehoty prerudenia
posudia obavy vznesené Zariadenim alebo
Zodpovednym skusajicim, aby rozhodli, & by malo
dojst’ k vypovedaniu Zmluvy.Zariadenie
a Zodpovedny sk(3ajici budd pocas Lehoty
prerugenia uZ prijatych Géastnikov v kazdom pripade
monitorovat a sledovat prisne podla
Protokolu.Zariadenie bude mdct po Lehote
preruenia apo tom, ako poskytne spolo€nosti
AbbVie pisomné oznamenie s uvedenim podrobného
pisomného vysvetlenia, tito Zmluvu vypovedat, ak
bud( mat jeho obavy o zdravie, bezpecnost a dobro
agastnikov Ski%ania aj nadalej taky rozsah, ktory
hovori v prospech vypovede.

Termination or expiration of this Agreement shall not
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, (i)
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.

Vypovedanie alebo zanik tejto Zmluvy neovplyvni uz
predtym vzniknuté prava ani povinnosti, ako ani iné
prava alebo népravné prostriedky obech stran zo
zdkena alebo na zaklade prava
spravodlivosti. Zariadenie v pripade pred€asného
vypovedania tejto Zmluvy:(i) riadne odvold a zrus!
Ucast uz prijatych Gcastnikov, (i) ak to bude
vyzadovat schvalena medicinska prax, dokondi
Skuasanie na uz prijatych Ggastnikoch, alebo {iii) bude
primerane spolupracovat so spoloénostou AbbVie,
aby zabezpedilo registraciu uz prijatych dcastnikov
na inom pracovisku Skusania.

13. Subject Injury; Indemnification.

13. Uima na zdravi Géastnika, odékodnenie.

a. If during the course of the Study any injury occursto a | g Ak podas trvania Skasania utrpi Ugastnik ujmu na
Study subject as a result of: (i) the administration of zdravi v dosledku:(i) podania Materidlov skisania
the Study Materials o (ii) the performance of Protocol- alebo (i) wvykonania Protokolom nariadenych
mandated procedures on Study subjects that such postupov na Udastnikoch Skisania, ktoré by
Study subjects would not have received but for their vpripade neGdasti v Sko%ani  Gcastnik  inak
participation in the Study ("Procedures’), in each nepodstipil  (Postupy®),  pricom v oboch
case in accordance with the Protocol ("Study Injury”), pripadoch to bolo v slade s Protokolom (,Uima na
AbbVie agrees to pay all reasonable medical zdravi_potas Skusania®), spolognost AbbVie sa
expenses necessary to treat such Study Injury, zavazuje uhradit oddvodneng medicinske vydavky
provided that (A} Institution has not submitted and potrebné na lietenie takejto Ujmy na zdravi poéas
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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.

Skl3ania, atoc za predpokladu, Ze (A} Zariadenie
nepredloZi takéto medicinske vydavky na uhradu
tretiemu platcovi a (B} takato Ujma na zdravi poéas
Skisania nebola  spdsobend  prirodzenym
progresom uZ existujiceho alebo zakladného
ochorenia.

b.  AbbVie shall indemnify, defend and hold harmless Spolognost AbbVie od3kodni, ochrani azbavi
Institution, Institution Personnel and Institution's zodpovednosti  Zariadenie, Perscnal zariadenia
officers and trustees ("Indemnitees”) for the cost of a uradnikev a poverencov Zariadenia
defense (until such time as AbbVie assumes the (.Od&kodnené osoby*) vo vztahu k nakladom na
defense thereof) and for damages awarded obhajobu (dovtedy, kym spolodnost AbbVie
(collectively, “Losses") as a result of any claim or obhajobu nepreberie), ako aj vo vztahu
lawsuit made by a third party as a result of: (i) Study k vzniknutym $kodam (sdhrmne ,Straty*), ktoré
Injury; (i) AbbVie's or ils representatives negligent budi dosledkom Zaloby alebo sidneho konania
acts or omissions, recklessness, or intentional iniciovaného tretou stranou v désledku:{i) ujmy na
misconduct during the Study; or (i) AbbVie's use of zdravi poas SkuSania; (i) nedbanlivosti,
the Study results. AbbVie's indemnification obligation nedinnosti, bezohladnosti alebo nespravneho
applies only if: (A) Study Materials are administered konania spolodnosti AbbVie alebo jej zastupcov
by Institution Personnel and Procedures are potas SkuSania alebo (iii) pouzivania vysledkov
performed during the Study in accordance with the Skisania spoloénostou AbbVie.Povinnost
Protocol, with accepted medical practice, and with spoloZnosti AbbVie poskytnit odskodnenie platl,
any other written instructions fumished by AbbVie, len ak(A) Persondl zariadenia podaval Materialy
and (B} Study data and results communicated to skugania a vykonaval Postupy potas Skusania v
AbbVie by Institution Personnel are not misleading, silade s Protokolom, uznavanou medicinskou
inaccurate, or incomplete. praxou ainymi plsomnymi pokynmi od spolo&nosti

AbbVie a {B) ldaje a vysledky Skd&ania, kioré
spolognosti AbbVie oznamil Persondl zariadenia,
nie su zavadzajice, nepresné alebo nedpiné,

c.  The foregoing agreement to indemnify, defend, and VyS8ie uvedeny zavézok odskodnit, ochranit
hold harmiess Indemnitees is conditioned upon the azbavit zodpovednosti Od&kodnené strany je
following obligations of Indemnitees to: podmieneny nasledujacimi povinnostami

Odskodnenych stran:

(i) advise AbbVie of any claim or lawsuit, in writing (i) informovai spoloénost AbbVie ¢ kazdej Zalobe
addressed to AbbVie Inc, Aftention: Risk alebo stdnom konani pisomne, ato na adresu
Management, Dept. 317, Bldg. AP34, 1 N. AbbVie [nc., do rik:ManaZment rizik, odd. 317,
Waukegan Road, North Chicago, lilinois 60064- Bidg.AP34, 1 N. Waukegan Road, North Chicago,
3500, with a copy to Attention: Legal, Dept. V323, lllinois B0064-3500, s képiou do rik:Pravne odd.
1 N. Waukegan Road, North Chicago, lllinois V323, 1 N. Waukegan Road, North Chicago,
60064, within fifteen (15) days after Indemnitees llinois 60064 do pétnastich (15) dni po tom, ako
has received notice of said claim or lawsuit, or Odskednené strany dostali oznamenie o takejto
within such other time frame so that AbbVie's Falobe alebo sudnom konani alebo v dasovej
ability and rights to defend or settle such claim or lehote, ktora neposkodi schopnost a prava
lawsuit are not prejudiced, spolo&nosti AbbVie obhajovat sa alebo dosiahnut

vyrovnanie v pripade Zaloby alebo sidneho
kenania;

(i) assist AbbVie and its representatives in the (i) asistovat spolognosti AbbVie a jej zastupcom pr
investigation and defense of any lawsuit or claim vySetrovani a obhajobe v ramci siidneho konania
for which indemnification is provided; and alebo zaloby, vo vztahu ku ktorej sa poskytuje

od8kodnenie, a

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

neuzatvarat.

d. AbbVie's obligations to pay reasonable medical Zavizky spolognosti AbbVie tykajlce sa uhradenia

expenses in connection with a Study Injury, or fo
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 (fi) Institution's or

Institution Personnel's breach of any obligations
under this Agreement.

adovodnenych medicinskych vydavkov v stvislosti
sUjmou na =zdravi pocas Ski3ania alebo
odSkodnenia, ochrany a zbavenia zodpovednosti
nebudu platif, ak bude Straty alebo Ujmu na zdravi
poas Skusania moZné pripisafi() nedbanlivosti,
bezohladnosti alebo zamernému nespravnemu
konaniu alebo nedodrzaniu Protokolu zo strany

15

CONFIDENTIAL/DOVERNE

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

Document Title/N&zov Dokumentu: M13-549 Slovakia CSA - 1 Agml Per Site (AbbVie Manag Std} NURCH Piestany MUDr, Olga
Lukadova 11 Aug 2016 NURCH Piestany, MUDr, Olga Luka&ova 11 Aug 2016




Narodny ustav reumatickych choréb Piestany
MUDR. Ofga Lukagova, PhD.

M13-549
niektorej Odskodnenej osoby alebo (i) poruseniu
povinnosti podla tejto Zmluvy zo strany Zariadenia
alebo Personalu zarladenia.

e. Institution shall indemnify, defend and hold harmless | e, Zariadenie odskodnl, ochréni a zbavl
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, z&stupcov a predstavitefov vo vzfahu k vSetkym
judgments and other expenses (including, but not stdnym konaniam, Zalobam, zavazkom, nékladom,
limited to, legal expenses) arising from the 8kodam, rozsudkom a ostatnym vydavkom (ckrem
negligence, recklessness, willful misconduct or iného aj vydavkom na pravne zastupovanie), kioré
breach of this Agreement by Institution, Investigator vzniknt v dosledku nedbanlivost, bezohfadnosti,
or any of Institution's Personnel. umyselného nespravneho konania alebo porusenia

tefto Zmluvy zo strany Zariadenia, Skasajuceho
alebo Personalu zariadenia.

14. Insurance. Each party shall maintain a policy or | 14, Poistenie Kazda 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 dostatodnymi poistnymi limitmi na podporu svojich
Agreement. Upon request by a parly, the other party povinnosti podla tejto Zmiuvy.Strany si navzajom na
shall furnish evidence of such party’s applicable zéklade Ziadosti druhej strany predioZia dokaz
insurance. Each party's insurance coverage shall o takomto primeranom poisteni.Poistné krytie kazdej
comply with applicable Laws and insurance strany bude vsulade sprisluSnymi Pravnymi
guidelines. predpismi a peistnymi 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 nezavisiého dodavatela a ani jedna strana
and neither party has authority to bind or act on behalf nebude mat' pravomoc prijimat zavézky alebo konat v
of the other party. mene druhej strany.

16. Assignment.  Insfitution may not assign this | 16. Postupenie.Zariadenie nesmie bez predchadzajliceho
Agreement fo any other party, or subcontract any of its pisomného sthlasu spolo&nosti AbbVie postapit tito
services hereunder, without AbbVie's prior written Zmluvu inej strane ani uzatvarat subdodavatelskeé
consent. Any attempted assignment without AbbVie's zmluvy na niektoré zo sluZieb podia tejto
prior written consent will be null and void and wil Zmluvy KaZdy pokus o postipenie bez
constitute a material breach of this Agreement. Any predchadzajiceho pisomného suhlasu spolognosti
permitted assignee shall assume all obligations of AbbVie bude neplatny a bude predstavovat’ zévainé
Institution under this Agreement. Assignment shall not porudenie tejto Zmluvy.Kazdy povoleny postupnik
relieve institution of responsibility for the performance prevezme véetky povinnosti Zariadenia podla tejto
of any accrued obligation. Zmluvy.Postipenie nezbavl Zariadenie zodpovednosti

za splnenie uZ vzniknutych povinnosti.

17. Subcontracting. In the event Institution subcontracts | 17, Uzatvaranie subdodavatelskych zmicdv. Ak Zariadenie
any aspect of Study performance to a subcontractor, uzavrie subdodavatelsku zmluvu vo vztahu k niektorej
Institution shall: (a) ensure each subcontractor's stranke  vykonavania Sku3ania, Zariadenie:(a)
compliance with the requirements of this Agreement, zabezpedi, aby kaZdy 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 subdodavatefom 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 subdodévatelské zmluvy, vykonavalo priamo.Ak
does not strictly adhere to the provisions of this subdodavatel nebude dbsledne dodrZiavat'
Agreement, Institution shall promptly notify AbbVie ustanovenia tejfto Zmluvy, Zariadenie otom bude
and Abbvie may immediately terminate this promptne informovat spoloénost’ AbbVie a spolotnost
Agreement, AbbVie bude moct tato Zmluvu okamzZite vypovedat.

18. Notices. 18. Oznémenia.

a. Routine communications regarding the conduct of the | 3= BezZna komunikéacia o vykonavani Sku3ania vratane
Study, including replacement of the individuals informacii o vymene 0sdb uvedenych vo formulari
identified on financial disclosure form shall be sent to s finanénymi informaciami sa bude posielat osobe
the AbbVie individual identified to Instituticn by AbbVie v spoloénosti  AbbVie, klorl spolotnost AbbVie
as the primary contact for the Study. uvedie Zariadeniu ako primarnu kontaktna osobu na

Gcely Skagania.
b. Al legal notices under this Agreement shall be in | b, Vsetky zakonné oznamenia na zalklade tejto Zmiuvy

writing, refer to this Agreement, and be sent by
recognized national or international overnight courier

budd mat pisomny charakter, budl obsahovat
zmienku otejfto Zmluve abudd sa odosielaf
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or registered or certified mail, postage prep_a id, return
receipt requested, or delivered by hand to the legal
notice address set forth below.

prostrednictvom  znamej  vnatrodtatne]  alebo
medzinarodnej kuriérske] siuzby s dorudenim na
druhy den alebo potvrdenou po$iou s poStovnym
uhradenym vopred a potrebou potvrdit prevzatie
alebo osobne na adresu pre zakonng oznamenia,
ktora je uvedena niZsie.

If to Institution:

Prof. MUDr. Jozef
Rovensky, DrSc, FRCP
Director

Nérodny (stav reumatickych
chordb Piestany

NéabreZie 1. Krasku 4

821 12 Piedtany

Slovakia

Phone:+421 337 969 103

If to Principal
Investigator:

MUDr. Olga Lukatova,
PhD.

Narodny Gstav
reumatickych chordb
Piedtany

Nabrezie |. Krasku 4
921 12 Piestany
Slovakia

Phone:+421 905 426 371

Pre Zariadenie: Pre Zodpovedného
Prof. MUDr. Jozef skisajiceho:
Rovensky, DrSc, FRCP MUDr. Olga Lukacova,
riaditef PhD.

Narodny (stav Narodny Gstav
reumatickych chordb reumatickych choréb
Piestany Piestany

Nabrezie |. Krasku 4

921 12 Plestany
Slovensko

Telefén:+424 337 969 103

Nabrezie . Krasku 4

8§21 12 Piestany
Slovensko

Telefén:+421 905 426 371

if to AbbVie:

with a copy to:

Divisional Vice President
and

Associate General Counsel
Legal

Dept. V323

AbbVie Inc.

1 N. Waukegan Road
North Chicago, IL 60064
U.S.A

Pre spolonost'AbbVie:

Kopia:

Viceprezident divizie a
pridruzeny pravny poradca
Pravne

odd. V323

AbbVie Inc.

1 N. Waukegan Road
North Chicago, IL 60084
U.S.A

Legal notices under this Agreement shall be deemed to
be duly given: (i} when delivered by hand; (i) 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 budud
povaZovat za riadne doruéené:(l) ak s doruené

osobne;

(i) dva dni po ich odovzdani znamej

vnatrostatne] alebo medzindrodnej Kkuriérskej sluzbe
alebo (i) wvden dorucenia uvedeny na potvrdeni
o doruceni doporucengj alebo potvrdene] zasielky. Strany
mdzu zmenit' svoju adresu pre zakonné oznamenia

okamzite,

atce na zaklade 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.

Pokradujlica platnost.Vetky ostatné podmienky, ktoré
maji vzhiadom na svoj zamer alebo vyznam pretrval
aj po vypovedani alebo zaniku tejlo Zmiuvy, budd mat'
pokraéujucu platnost, ckrem iného aj zavézky stran
tykajuce sa oznamovania finanénych informacii a
konfliktu zaujmov a mana2menty, uchovavania
zéznamov a prava na kontrolu, zverejnenie platieb,
najm4 vratane povinnosti stanovenych v odseku & (g)
a 5(h) tejto Zmluvy, ddvernosti, publicity, vlastnictva,
publikacii, poZiadaviek na oznamenia vo vztahu
k vyhlaseniam a zarukam prisludnej strany
stanovenych v odseku 11(b}), cd8kodnenia a Ujmy na
zdravi poas Skusania.

20. Severability. !f any provision, right or femedy provided

for herein is held to be unenforceable cr 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 podia tejto Zmiuvy 2za
nevykonatelny aleba nefunkény, platnost
a vykonatelnost ostainych ustanoveni tym nebude
dotknuta.

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

21.

Rovnopisy.Tato Zmluvu moZno vyhotovit’
v akomkolvek poéte rovnopisov, z ktorych kaZdy sa
bude povaZovat za origindl a vietky spolu budu fvorit
jednu a t0 istd zmluvu.KaZd4 strana potvrdzuje, Ze
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Néarodny tstav reumatickych chordh Piestany
MUDR. Olga Lukagova, PhD.
M13-549

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.

origindlny podpis alebo jeho képia odoslana faxem
alebc PDF bude na dcely tejto Zmluvy predstavovat
originalny podpis.

22. Governing Law. ‘This Agreement shall be governed by | 22 Rozhodné pravo.Tato Zmluva sa bude riadit
and construed in accordance with the faws of the a interpretovat' podla pravneho poriadku Slovenskej
Slovak Repubiic. republiky.

23. Arbitration. Any dispute, controversy or claim arising | 23. Arbitraz.  Akykolvek spor, rozpor alebo narok
out of or relating to this Agreement which cannot be vyplyvajlci z tejto Zmluvy alebo stvisiaci s fiou, ktory
resolved within thirty (30) days by mutual consent of nie je mozné vyriesit’ do tridsiatich (30) dni vzéjomnou
the parties, shall be settled by arbitration in dohodou stran, bude rozhodnuty rozhodcovskym
accordance with the Swiss Rules of Intemational konanim v sulade so Svajéiarskymi pravidlami
Arbitration in force on the effective date, and: medzinarodnej arbitraZe platnymi v defi tdinnosti, a:
(a) any such arbitration shall be administered by the i ; . o

Chamber of Commerce in Zurich: (a) Egﬁ%lrat\?gggchifbmaz bude viest Obchedna
(b) E‘?:h egggdac:? Ca;isrgmztfra?r\:z g\rﬂ:gdu&ﬁlse Sa”; (b} pouzije sa §tandardné spravne konanie a Gennik
International Arbitration in force at the time of the e s;alc'arls‘t‘y?hh e
arbitration shall apply; zrzitfé;ero e ARbees PRl Y bR
(c) the number of arbitrators shall be one (1); (6] potet rozlhodcov bode jisden (45;
{d) the place of arbitration shall be Bratislava; (d) &i St ariAse budeje Elratisla;'a‘
(e) the language to be used in the arbitral : ek 2 site hodcovskom k i bud
proceedings shall be English; and (e) f:g"gtma‘?oau Hm ymzanceaveRamLanantaude
() Lﬁiragjféﬁﬂhissgg& Lodngie Rmoinaton e (f) tento Clanok ostava v platnosti aj po ukondeni
! alebo uplynuti platnosti tejto Zmluvy.
2. Entire Agreement. This Agreement including, without | 23, Celd zmluva Tato Zmluva vréatane vietkych jej priloh

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 confiict 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.

bez obmedzenia cbsahuje Gpind dohodu stran vo
vztahu k je] predmetu anahradza vietky ostainé
predchadzajiice dohody a dojednania tykajlice sa jej
predmetu.V pripade rozporu medzi ustanoveniami
Protokolu a tejto Zmluvy alebo niektorej z Priloh bude
vo vztahu k zdleZitostiam tykajiicim sa vedy, lekarskej
praxe a bezpetnosti Utastnikov SkiiSania rozhodujdci
Protokol. Vo vietkych ostatnych zaleZitostfach budud
rozhoduijlice ustanovenia tejto Zmluvy.Véetky spory na
zaklade tejto Zmluvy sa budd riadit verziou tejto
Zmluvy v anglickom jazyku.Tute Zmluvu ani Ziadny jej
prvok wvratane dodatkov alebo Priloh nemozno
doplftat, nanovo formulovat alebo inak pozmedovat
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 TOHQ, zmiuvné strany uzatvorili tito Zmluvu

prostrednictvom

svojich  rladne  splnomocnenych

zastupcov. Nasleduje strana s podpismi.
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ABBVIE s.r.o.

By/Podpis:

Name/Meno: MUDr. Branislav Trutz

Title/Funkcia: General Manager/Generalny riaditel
21 FEP 2015

Date/Datum:

NARODNY USTAV REUMATICKYCH CHOROB
PIESTANY

BY/PODPIS:

Name/Meno: Prof. MUDr. Jozef Rovensky, DrSe,
FRCP

Title/Funkcia: Director/ Riaditel

Date/Datum: % é/ (/) {/ // | 7 Q’/ (:':

I have read this Agreement and ackhowledge the
obligations in the Agreement/Predital som si ttio
Zmluvu a potvrdzujem povinnosti, ktoré s v nej
uvedens.

By/Podpis:

Name/Meno: MUDr. Olga Lukacéova, PhD.

Title/Funkcia: Principal Investigator/Zodpovedny
Skiisajuci

Date/Datum: __ /6. J  Lo7
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M13-542
) Exhibit A
- BUDGET SUMMARY AND PAYMENT SCHEDULE
investigator MUDr. Ofga Lukdéové
Institution Narodny dstav reumatickych chordb Fieltany, NdbreZie I Krasku 4, 921 12 Piestany
Study Product Protocol /Study
ABT-454 13-549
The maximum number of subjects that can be enrolled per site: 8
Upen written prior AbbVie approsal, Site may enroll additional subjects: 18
Owerhead Fee 0%
Total Cost per Completed Subject (See Per Subject Costs-Base-Period 1) 4 594,00
Total Cost per Completed Subject (See Per Subject Costs-Base-Period 2) 11 494,76
Total Cost per Completed Biomarker Subject (See Per Subject Costs-Biomarker) 564,00
TOTAL COST FOR ALL SUBJECTS:; 416 319,00

SUBJECT VISIT PAYMENT SCHEDULE: Fayments wilf be made in accordance with Compensafion Seclon of the Agreement as fallows:

Compensation Section of the Agreement if necessary.

Costs" attachment for details

ADDITIONAL STUDY FEES: Payment shall be made within 45 days of receipt and approval of invoice. See "Site

Payments for subject visits will be made quarterly following enroliment 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 revewed by AbbVie, and will correspond to amounts listed in Per
Subject Costs to Exhibit A. Institution understands that all payments are subject to subsequent verification by AbbVie and will be adjusted per

TOTAL ADDITIONAL STUDY FEES

177 346,00

" 593 665, 00|

PAYMENT INFORMATION:

" ALL PAYMENTS WILL BE MADE IN|EUR

Payments shall be made payable to:

Narodny dstav reumatick yohr chordb Piesfany,
Mébredje | Krasku 4, 921 12 Piesfany, Slovakia

Email:

[ Contact Information for Individual at Institution to | Contact Name:

Siavka Podolskd

Canracf information for tndividual at Institution Payment Method: B
to receive payment remittance notifications and Check or ACH
study comespondence: Ref. (if applicable) NA
Bank Name: Stétna pokladnica
Bank Contact: A
Bank Address: Radlinskeho 32,810 05 Bratisfava 15, Sfovakia
Bank ABA. Routing #: SK85 8180 0000 0070 0028 5235
SK85 8180 0600 0670 0028 5238
CHECKING Account # SWIFT-SPSRSKEA
Ref: NA
Remittance Address: NURCH, Nabr. | Krasku £.4, 921 12 Piedlany
Contact Name: Prof.MUDr. Jozef Rovensky,DrSc, FRCP
Phone Number. +421 33 7969111
Fax Number: +421 337721192
jozef. rovensky@nurch. sk

receive payment information:

Email:

Individual and Address to recelve Invoices
Luba Bolvanska
AbbVies.ro.

CBC I, Karadzidova 10
821 08 Bratislava
Slovakia

Send Inwices to "lnwice To"
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festgatan MLDr, Ofga Lokado
fptidaion Famdng Gstav reumatickycn chorbo Pledtany, Nabredie | Krasku 4, 931 12 Pladrany
Study Product ABT-494 Protoco! Number

|ma—s49

Site Costx {to be paid within 45 days of receipt and approval of itemized invoice)
*AbbVie may, atits discretion, approve payment of more Units of a parficular Budget item than estimated below without an amendment to Agreement, provided that the additional payment

does not cause the total cost of the Budget sei forth in Exhibit A to be exceeded.

ALL PAYMENTS WILL BE MADE IN EUR

ftem Header

Description

Estimated #
Units*

Study Start-Up

# Start-Up Fee will be paid for Study star-up related actvities, incfuding bt not lmited ta,
|cemeietion of regulstory Socuments, revew of Pretocol end nvestizator's Brochure, and training
of intemal s1af on Study-refated activties.

Unit

Price Per

Overhead

Price per Unit
{inclusive OH}

Screen Failures

Sereen Failures: Payment of Screen Failures wilt be limited to i} payment for the first 1C Screen
Faituwes and (i} payment for 1 for every 1 subiectis} [Enmiled or Rasdomized] into the Study
afer the imtial 10, "Sersen Faiuze” means & schject has, at 2 minimum, signed tne informed
|censant gocument far the Study, bt dees not [Eorol or Randemize] into the Study,

35,00

Pharmacy Fees

Phamacy Sat-Un, Drug Storags, and Close-Owt for actusl expenses as ircumed,

Estimated Total
Cost*

740,00

34062,50

740,000

2 043,00

I 343,50

Unscheduled Visits

Actiities performen owtside of tre Protocolrequired Study activties but necessary for SAE
Sow-up, reseraening vsits and ner-scheduted pregnaney tests (“Unschedied Visits™,

150,00

448600

65 500,60

Re-censentng Fees

For aach subect that must raconsent to a revsed ICF due 1o @ Protosal amendrent or
amendment to the Imestigator Brochurs.

230,00

30,08

7 500,00

Chart Reviaw

37 per patent charmedcal recors G by [ENSHT o | for the purpcsa of
igentifying patients wha may be eigbie for parizipation in ths Study based upon the Study
limclusicrvexciusion crestion ("Chant Review?), Up to 3 maxinur of 83, In order to be ataible for
ne payment, [instituticninvestigater] shall d) obtain any IIREMNEC/REB/ES] aporovals that may
be required for the perdformance of any Chart Resew by [Institutiondnvestigatar], prior 1o
commencement of such Chart Revew: (i) perform Chart Ravew in accordance with 2!l
applicable data orotection, dats securdty and pivacy laws: (il complete the Chart Review
Watidation form, prosized by AbbWie, for each patient chastimedical recosd revewed, ang v
submit the exsouted Chart Review Vatidation farm to Abbiie

37,00

2320,05

Zerous Adwersa Ewent (SAE}
Fag

Foér each SAE (&5 defined :n the Srotocad; thet 18 repotsd to ABDVie Tor Complenon ana
submisgion of SAE-rataled documents including follow-up repots made o AShVie within the
Frotocol-defned Emeline

25,00]

3200

£5.00

1135,02]

Eubject Reimbousement - Travwel
Expansas

Supjest Rambussement: ion wili be reimbusses for Ethits Committes spproved rawel
exparses as refacted in the Informad Consent Fom for actual expenses incurrad ug io a
maximur of 26 zer visit for Protacal required subject visits,

319,50]

25,00

22 580,00

Record Retestion

Long-term storage of Study documerts inaccardance with the Record Kelertion Section of the
Agreerment,

1,001

Conditional Procadures

Reimbursement will be mada for congitiona! procesures approved by AbbVie ang listed in the
Conditionat Froceduses Attzchment to Exnic A each time suck procadurels) are condusied on
& Study subiec: pursuant o the Protocol,

223,00

S£3,00

25 485,05
30-Day =cliow Up Telephone |Payrent for Protosc! required follow up phane call to each sublect who premaiursly
rall discontinued Study perticipation. 25.90 53,50 = 53,50 158750/
! . A Radi Up i i T TRCHDY ri-up astivitizs, in ir L
{Radivlogy Set Up Fee ;\ ‘izduc.:logy Start-Up Fae will be paid for racioiegy start-up astivitiss, including but not
SRR 4,90 255,00 % 382,00/ 388,00
EDC Trairing Time reauired for trairing for Ls2 of the Stugy-requires EDC
100 712,00 5% 712,09 722,00

TOTAL ADDITIONAL STUDY FEES

177 346,00

EPS-ELIN
‘UYd ‘erogedn eBlo Hanw

Auelsaidg qoaoyo yshyonewns: aeysn fupolen
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M13-549
Attachment to Exhibit A
Study Period Study Visit Per Visit Budget
Currency (EUR)
SCR 687,50
BL 843,50
Wkl 397,50
; Wi 2 455,50
Period 1 i 651,50
Wk 8 509,50
Wk 12/PD 745,50
30D F/UV 303,50
Wk 16 515,50
Wk 20 480,50
Wk 24 672,82
Wk 36 495 82
Wk 48 683,82
Wk 60 462,82
Wk 72 588,82
Wk 84 462,82
Wk 98 599,82
Wk 108 462,82
; Wk 120 588,82
PRDG2 Wk 132 462,82
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/U V 270,50
SCR 16,00
BL 149,00
Biomarker assessment Wk 2 133,00
Wk 4 133,00
Wik 12/PD 133,00

Note: Detailed study budget per procedures will be kept at the site in Investigator Site File.
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- Priloha A )
| ROZPOCET A PLATOBNY PLAN

MUDr. Ofga Lukacové
Narodny tstav reumatickych chorGh Piedtany, NébreZie I. Krasku 4, 921 12 Piedtany
Skusany produkt Protokol
ABT-494 M13-549
Maximaélny potet subjektov skusania, ktoré mdZe centrum zaradit: ]
Potet subjektov skisania, ktoréd mbZe centrum dodatoine zamdit na zaklade predchadzajiceho pisomngho 18
schwilenia AbbVie:
Nawienie sumy 0%
Celkové suma za ukoneného pacienta (vd tabufku Platby za pacienta - Peridda 1)
Celkowvh suma za ukonéeného pacienta (vid tabulku Platby za pacienta - Peridda 2)

Celkova suma za ukondeného pacienta s testami biomarkerov (d tabulku Platby za pacienta s testami biomarkeroy)
Celkova suma za vietkych pacientov

investigator
indtitiicia

4 534,00
11 494,76
564,00

416 319,00|
ne, v silade 8 odsakom & ("Odmena”)

PLATOBNY PLAN ZA NAVSTEVY SUBJEKTOV SKUSANIA: Platby budd prevedené nasled
tejto Zmluwy:

'F"iatby za navitew subjektov skiSania budl wkonavané Stufrone po zaradeni pného subjektu skasania. Platby budu wkondvané potom, ako
zdrawotnicke zariadenie zapi$e data do elektronického systému zdznamov subjektov skiSania (CRF), zreddované spolodnostou AbbVie a budd
zodpovedat Ciastkam podfa tabulky Platby za pacienta k Prilche A, Zdrawitnicke zariadenis berie na vedomie, Ze tieto platby podiiehaji
naslednému owereniu Zo strany spolo&nosti AbbVie a budd podfa potreby upravene wzhfadom k odseku § ("Odmena”) tejto Zmiuvy.

DODA POPLATKY V | KLINIC SKUSANIA: Platby budi prevedené v priebehu 45 dnl od
prijatia a schvalenia faktdry. Pre viac Informécii vid prilohu "Platby pre zdravotnicke zariadenie”.

CELKOVA SUMA ZA DODATOCNE POPLATKY 177 346,00

PLATOBNE mae !

~ VSETKYPLATBY BUDU REALIZOVANE V MENE:EUR | | s
Platby budl uhrddzané na udet: Nérodny (stav reumnatick yoh choréb Piestany,
NabrezZie | Krasku 4, 921 12 Pisstany, Slovakia
Kontak tné informéacie na osobu v zdravatnickom latobna metoda:
zanadend, ktoré prifima podklady pre platby a Faktdrou afebo Plathouna | Bankowym prevadom
korespondenciu; utet
Ref. (v pripade potreby) NA
Meno banky: Stétna poldadnica
Bankow kontakt: NA
Adresa banky: Radlinského 32,810 05 Bralisiava 15, Slovakia
SWIFT kéd banky: SK85 8180 0000 0070 0028 5239
e SKas5 8180 0000 0070 0028 5239
Clslo Gétu vtvare IBAN: SWIFT-SPSRSKBA
Ref: A
Koredpondenéna adresa; NURCH, Nabr, I.Krasku &.4, 921 12 Fiestany
Meno kontaktnej osoby: Prof. MUDr. Jozef Rovensky,DrSc, FRCP
Telefonne Gislo: +421 33 7969111
Faxove Eislo: +421 33 7721192
Email: ozef rovens! nurch.sk
Kontak tné informécie na osobu v zdravotnickom Meno kontaktnej osoby: Sfavica Podolska
zenadeni, ktord prijima informécie o Uhradéch Email: slavka podolska@nurch.sk
Osoba a adresa na zasielanie fak tir Zasielat faktlry s informaciou “Fakturovat komu"
Luba Bolvanska
AbbVie s.r.o.
CBC I, KaradZiéova 10
821 08 Bratisiava
Slovakia
e e e S N o L IS s 2 e =0
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INYIAQUIVILNIAIINOD

Platby pre zdravotnicke zariadenie

Investigator MUDr. Ofga Lukasowd
InStitcia Narodny Ustav reumatickych chordb Piestany, NabreZie |, Krasku 4, 921 12 Pie&tany
Skugany pradukt ABT-494 ‘mmw #13-549
Platby pre zdravotnicke zariadenie {budi uhradené do 45 dni od prijatia a schvilenia faktury obsahujicej vietky naleZitosti)
VSETKY PLATBY BUDU REALIZOVANE ¥ MENE: EUR
" Odhadovany Cenaza e Cenaza jednothu Celkoed
Nacoy polacky - Bapi potet jednatku Navitenle vratane navyienia |odhadovana cena
FPoplatak za zadatie Studie sa uhradi za cinnosti sUvsiacie so zatiatkom Studie, witane a - * -AxE
newnimajic welnenie reguladnych dokumentoy, preskimanie Protokolu a BroZury pre - ) !
Poplatox 2a zatatie 3idie; skifajiiceho a dkolenia intemych 2amestnancoy na &innosti siisiace so Stadiou, 1000 74000 0% 740,00 740,00
Platba za zlyhania skriningu j& cbmedzena na (i) platbu za prweh 16 zlyhani a (i) platbu za 1
zlyhanie na jedného pacienta {randomizovaného} do Studie po prwch 10 zlyhaniach, Jvhanie
skrimngu” znamend, Ze (fastnik minimalne pedpisal Formulér informevaného suhiasu, ale nebol
Zyhania skriningu zaradeny do Studie, 35,00 687,50 24 062,50
Akfudlne platby za dvadne zaskolenie personalu lekame, skladowvania @ manitorovanie b 9= TlE==%
Poplatak za shezby lekdme skudaneho pradukty a ukonenie sluZieb lekame na konei Etiidie. 3000 104300] 104200 1043,00
Frevedené sluiby mimo rozsahu poZadovaneho Protokolom Stidie, aviak potrebné pre dafiie S
stedovarnie SAE, reskriningové ndvitewy a nepla tehatenske testy ("Neplanované :
Neptanovanz navileva navitew ) 446,00 66 900.00
Paplatok za kaZdé cpatowné podpisanie Info ého suhlasu ¢ tom, ktoré \znikio na
Foplatok za podpisania zaklade aktualizovang] verzie IS kvl Dodatku k protokely alebo dodatku k Brodre pre
aktualizovamych suhlagoy skidajiceno. 30,00 7 500,00
|Prehfad databazy pacientov: InBtitteh bude preplateny kaidy prehled databazy pacientov v
zmysle aktimeho whiaddwama nowch pacientov (max. 80 revizii} v sume 37 Eur za kaZdy
Prehlad databazy pacientov  |prehiad pocas celéhs tnania $todie, 37,00 2 220,001
|Popiatok za kaZde kompletné hidsenie SAE spolotnosti AbbVie (ako je definované Protokolom)
Hidsenie Zavaine nekiaducej |a dodanie SAE-prisiudnjych dokumentov watane daliich sprv odreportovanych spalotnosti
udalosti {SAE) AbbVie v &asovom rdmei danym Protokolom. 45,00 1125.00
Nahrada pre pacienta: AbbVie wplall Indtithell nahradu za cestowmé wdawky pre pacienta
Preplatenie cestowiych ndhrad |schvélend Etickou komisiou, ako je uvedené vInformovanom sthlase a to na zdklade realne
pacientom wniknutych nakladov pacienta do wiky max. 26 Eur za Protokolom predpisand navitew. 26,00 23 660,00
U dok a Fopiaiok 2a dincoobe Lchovane a skiadovanie Studijnych v sllade s odsekom o
zéznamov uchowvinvani zéznamov v tejto Zmhne, 923,00 923,901
Mahrada za podmienena procediry schvdlené spolofnostou AbbVie sko U uvedené v Dodatku k
Prilohe A - Podmienené procediry bude wplatena za kazdl takito proceddru wkonand na
Podmianens procediry Studijnom pacientod vzmysle Protokalu. 46 485,001
Telefonické sledovade
navitevy 30dni Platba za sledovac telefonicky kontakt s pacientom, kiory pred€asne ukongi dCast v skiaSani. 25,00 63,50 0% 53,50 1587.50
Poplatok radistogickemu |
pracovisku za zatatie skidanialPoplatok radiclogickému pracovisku vyplateny za aktivity spojené so zadiatkom skusania 1,00 388,00 0% 388,00 388,00
MNahrada za éas straveny kompletizaciou Skolenina systémy potrebné k vwwkonavaniu
EDC Ekolenia itidie. 1,00 712,00 0% 712,004 712,00

CELKOVE NAKLADY NA SKUSANIE
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Narodny Ustav reumatickych chordb Piestany
MUDR. Ofga Lukacova, PhD.

M13-549
Dodatok ku prilohe A
Peridda skisania Navsteva Platba za navstevu
Mena (EUR)
SCR 687.50
BL 843,50
Wk 1 397,50
- Wi 2 455,50
Peridoda 1 Wia 651.50
Wk 8 509,50
Wk 12/PD 745,50
J0ODFfUYV 303,50
Wk 16 515,50
Wk 20 460,50
Wk 24 672,82
Wk 36 495,82
Wk 48 683,82
Wk 80 462,82
Wk 72 588,82
Wk 84 462 82
Wk 96 599,82
Wk 108 462 .82
555 Wk 120 588,82
Eruioda 2 Wk 132 462.82
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 FlUV 270,50
SCR 16,00
BL 149,00
Biomarker assessment Wk 2 133,00
Wk 4 133,00
Wk 12/PD 133,00

Poznéamka: Detailny rozpis platieb podla procedur klinického skigania bude zaloZeny v investigatorskom
$andne na centre klinického sklgania.

CONFIDENTIALIDOVERNE
Template/Vzor: Slovakia CSA Template - 1 Agmt Per Site {AbbVie Managed Study) 11JUN2015 -
Document Title/Nazov Dokumentu: M13-549 Slovakia CSA - 1 Agmi Per Site (AbbVie Manag Std) NURCH Piestany MUDr. Olga
Luké&ova 11 Aug 2016 NIJRCH Piestany, MUDr. Olga Lukadova 11 Aug 2016
25




Narodny (stav reumatickych chordb Piestany
MUDR. Ofga Lukatova, PhD.

M13-549
EXHIBITB
EQUIPMENT TO BE PROVI VIE
Manufacturer Model # Basic Description Replacement Value
N/A N/A N/A
N/A
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Naredny Gstav reumatickych chordb Piestany
MUDR. Ofga Lukadova, PhD.

M13-549
PRILOHA B
VYBAVENIE, KTORE POSKYTNE SPOLOENOST ABBVIE
Vyrobca Cislo modelu Zakladny opis Vymenna hodnota
N/A N/A N/A N/A
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