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M19-944

CLINICAL STUDY AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

AbbVie s.r.o., Karadzi¢ova 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 Bratislava |. Part Sro, insertion no. 81375/B,
date of registration 11.05.2012 ("AbbVie") is entering into
agreement with Narodny ustav reumatickych chordb,
NabreZie Ivana Krasku 4, 921 12 Piedtany, Slovak
Republic, RN: 00165271, RN for TAX: 2020530732,
represented by the Board of Directors, an organisation
established by Decision of Ministry of Health of the Slovak
Republic No: 19390-2-2007-OP (the ‘Institution”) to
conduct a clinical study (the “Study”) in relation to
Upadacitinib (ABT -494) the "Study Product’) valid as of
the date this Clinical Study Agreement (this "Agreement”)
is fully executed, and effective as of the date following the
day of this Agreement's publication in accordance with
applicable Slovak law, as stated below in Section 8 (the
| "Effective Date”).

AbbVie s.r.o., Karadziova 10, 821 08 Bratislava, Slovenska
republika, 1CO: 46640231, DIC: 2023529057, IC DPH:
SK2023529057, zakonny zastupca: MUDr. Branislav Trutz,
spolognost’ zapisana v Obchodnom registri Okresného sudu
Bratislava |, oddiel Sro, vioZzka & 81375/B, datum zapisu: 11.
05. 2012 (,spolo¢nost AbbVie") uzatvara zmluvu s Narodny
ustav reumatickych choréb PieStany, NabreZie Ivana
Krasku 4, 921 12 Piestany, Slovenska republika, 1CO:
00165271, DIC: 2020530732, zastUpeny: Radou riaditelov,
organizacia je zriadena rozhodnutim MZ SR ¢: 19390-2-2007-
OP (,Zariadenie) na vykonanie Kklinického skiSania
(.Skusanie*) vo vztahu k Upadacitinib (ABT-494) (,,Skasany
liek®) s platnostou od datumu riadneho uzatvorenia tejto
Zmluvy o klinickom skusani (tato ,Zmluva®) a uéinnostou odo
dha nasledujiceho po dni zverejnenia tejto Zmiuvy podla
platného pravneho poriadku Slovenskej republiky, ako je
uvedené nizsie v ¢asti 8 (,Datum nadobudnutia Géinnosti*).

WHEREAS:

KEDZE:

e AbbVie is acting as an authorized agent in Slovakia of
AbbVie Deutschiland GmbH & Co. KG, the Study
sponsor in the European Union as defined in the
Regulation (EU) No. 536/2014 of the European
Parliament and of the Council of 16 April 2014 on
clinical trials on medicinal products for human use,
and repealing Directive 2001/20/EC (“Sponsor”);

e spolonost AbbVie kona ako splnomocneny zastupca
spoloénosti AbbVie Deutschland GmbH & Co. KG na
Slovensku, ktora je zadavatelom Sku$ania v Eurdpske;j
Gnii, ako to je stanovené v nariadeni Eurdpskeho
parlamentu a Rady (EU) &. 536/2014 zo 16. aprila 2014 o
klinickom sku8ani liekov na humanne pouZitie, ktorym sa
zruduje smernica 2001/20/ES (,Zadavatel™);

e FEach of AbbVie and Sponsor is a member of the
AbbVie group of companies that is directly or
indirectly owned by AbbVie Inc. (together with AbbVie

Inc., “AbbVie Group”);

e spolo¢nost AbbVie iZadavatel su &lenmi  skupiny
spolo¢nosti AbbVie, ktorej priamym alebo nepriamym
vlastnikom je spolonost AbbVie Inc. (spolu so
spolo¢nost'ou AbbVie Inc.(,skupina AbbVie");

¢ The Study is to be conducted pursuant to Protocol
No. M19-944 entitled “A Phase 3 Randomized,
Placebo-Controlled, Double-Blind Program to
Evaluate Efficacy and Safety of Upadacitinib in
Adult Subjects with Axial Spondyloarthritis”,
which may be amended from time to time in writing by
AbbVie (the “Protocol’); and

e SkuSanie sa bude vykonavat podla protokolu
& M19-944 snazvom ,Randomizované, placebom
kontrolované, dvojito zaslepené klinické skusanie fazy
3 scielom posudit uc¢innost a bezpecnost
Upadacitinibu u dospelych uéastnikov s axiglnou
spondyloartritidou®, ktory spolognost AbbVie mbéZe
prileZitostne pisomne zmenit (,,Protokol®); a

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

e spolognost AbbVie uzatvara tdto Zmluvu stym, Ze za
vikonanie Skdsania bude zodpovedny

(wZodpovedny skagajuci®).

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

VZHIADOM NA TO as prihliadnutim na vzajomné prisluby
uvedené v tejto Zmluve sa zmluvné strany dohodli takto:

1.  Scope of Work.

1. Rozsah prac.

(a) Institution shall ensure the conduct of the Study
through Principal Investigator, subinvestigator(s), and
Institution's other employees, subcontractors and
agents performing services related to the Study
(collectively, “Institution Personnel”) to conduct the
Study in accordance with: (i) this Agreement; (ii) the
Protocol; (iii) all written instruction provided by or on
behalf of AbbVie; and (iv) all applicable laws and
regulations and industry codes of practice (collectively
‘Law(s)"), including without limitation, anti-bribery and
anti-corruption laws, International Conference on
Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use E6
Good Clinical Practice ("ICH-GCP"), Act No. 362/2011
Coll.,, on Pharmaceuticals and Medical Devices (the
"Act"), the Decree No. 433/2011 Coll. on Good
Clinical Practice, the EU General Data Protection

(a) Zariadenie zabezpedi vykonanie Skudania
prostrednictvom Zodpovedného skusajuceho,
Spolusklsajucich a ostatnych zamestnancov Zariadenia
(spolo¢ne ,Personal zariadenia™), aby ho vykonali
v stlade s: (i) touto Zmluvou; (ii) Protokolom:; (iii} v8etkymi
pisomnymi pokynmi, ktoré poskytne spolo€nost AbbVie
alebo budu poskytnuté v jej mene; a (iv) v8etkymi platnymi
zakonmi a predpismi a pracovnymi kédexmi odvetvia
(spolo¢ne ,Pravne predpisy"), okrem iného aj zéakonmi
na boj proti Uplatkarstvu a korupcii, smernicou E6
o spravnej klinickej praxi, ktord vydala Medzinarodna
konferencia o harmonizacii technickych poziadaviek na
registraciu farmaceutik na humanne pouzitie E6 (,ICH-
GCP¥), =zakonom ¢& 362/2011 Z. =z oliekoch
a zdravotnickych pomockach ( ,Zakon*) avyhlakou ¢&.
433/2011 Z. z. ospravnej klinickej praxi V3eobecné
nariadenie EU o ochrane osobnych Udajov  (2016/679)
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Regulation (2016/679) and related Slovak data
protection laws including act. on Protection of
Personal Data and on amendment and addition on
certain acts No 18/2018, coll ("Data Protection
Law(s)’), and data protection and privacy laws, as
each may be amended, from time to tme. In
furtherance of the foregoing obligations, Institution
shall check and ensure that the State Institute for
Drug Control (Statny ustav pre kontrolu lieGiv/SUKL)
(“SIDC”) and an Ethics Committee ("EC”), established
and constituted in accordance with applicable Laws
approves and oversees the conduct of the Study.

a slovenské sOvisiace pravne predpisy na ochranu
osobnych Udajov vratane Zakona o ochrane osobnych
Udajov a 0 zmene a doplneni niektorych zakonov Zakon ¢&.
18/2018 Zz. (,Pravne predpisy na ochranu osobnych
udajov") a zéakonmi o ochrane tdajov a sukromia, ktoré
mozu byt prileZitostne zmenené a doplnené. Zariadenie
v nadvaznosti na vysSie uvedené povinnosti si overf a uisti
sa Ze Sku3anie schvalili ana jeho priebeh dohliadali
nasledujice institucie: Statny Gstav pre kontrolu liegiv
(uSUKL*) a Eticka komisia (L,EK*), ktoré boli zriadené
a zostavené podla platnych Pravnych predpisov.

AbbVie hereby expressly delegates to Institution and
Principal  Investigator the following sponsor
obligations as set forth in the Act and Institution
acknowledges and agrees to perform, and shall
ensure that Principal Investigator performs, such
sponsor obligations under the Act on behalf of
AbbVie, including but not limited to:

Spolognost’ AbbVie tymto vyslovne poveruje Zariadenie a
Zodpovedného skusajuceho nasledovnymi povinnostami
zadavatela, ako to je vytyCené v Zakone, a Zariadenie
potvrdzuje a suhlasi, Ze v prospech spolo¢nosti AbbVie
splni takéto povinnosti zadavatela a zabezpeti, Ze ich
spini aj Zodpovedny sku$ajuci. Ide okrem iného
© nasledujuce povinnosti:

(i) informing the relevant health insurance
companies of the respective Study subjects
enrolled in the Study (‘Health Insurance
Companies’) at the beginning of their
participation in the Study without undue delay
after each respective subject signs an ICF (as
defined below);

(i) informovanie prislusnych zdravotnych poistovni
danych ué&astnikov Ski8ania oich vstupe do
Skusania (,Zdravotné poistovne") bez zbytotného
odkladu ihned po podpisani informovaného suhlasu
kazdym z ucastnikov skusania ( ako je to uvedené
nizsie);

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

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

(i) promptné hlasenie zavaznych neziaducich udalosti
a v8etkych podozreni na zavazné neZiaduce reakcie
a neoCakavané zavazné nezZiaduce reakcie
v sUvislosti so SkdSanim v Zariadeni prislu§nym
Zdravotnym poistovniam G€astnikov, ako to je
uvedené v Protokole avsulade s prislusnymi
Pravnymi predpismi; a

Zariadenie v&as zabezpecli Ze oznamenia su podané v¢as
podla Zakona. Zariadenie a/alebo Zodpovedny skusajlci
budu spoloénost’ AbbVie okamzite informovat, ak dojde
k akémukolvek omeskaniu s plnenim takychto povinnosti
spolo¢nosti AbbVie podla zakona, ktorymi boli Zariadenie
a/alebo Zodpovedny sku$ajici dalej povereni.

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

Zariadenie pred uéastou jednotlivych uéastnikov Skusania
v Skudani zabezpeli, aby Zodpovedny skasajuci ziskal
podpisany informovany sthlas g;,,ICF“), ako ho schvélila
spolo¢nost AbbVie, EK a/alebo SUKL. ICF sa musi ziskat
v sulade s pravidlami stanovenymi v prisludnych Pravnych
predpisoch. Ak Zariadenie alebo Zodpovedny skusajlci
navrhne zverejnenie reklamy na zaradenie ugastnikov
Skusania, takéto navrhy musi pred odovzdanim SUKL
a/alebo EK najskdr skontrolovat a schvalit spolo¢nost
AbbVie. Zariadenie a Zodpovedny sku$ajuci budd hlasit
v8etky zavazné neziaduce udalosti alebo iné veci, ktoré ich
v suvislosti s bezpe€nostou znepokojuju, ako to je
stanovené v Protokole av sulade s platnymi Pravnymi
predpismi.

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 unwilling or unable to perform the duties
required by this Agreement, Institution shall promptly
notify AbbVie and cooperate with AbbVie to promptly
find a mutually acceptable replacement principal
investigator.

Zariadenie vyhlasuje a zaruduje, Ze Zodpovedny skusajuci
je zamestnancom Zariadenia. Zariadenie suhlasi s tym, Ze
bez predchadzajuceho pisomného suhlasu spoloénosti
AbbVie nesmie Zodpovedného skusajuceho nahradit’ inym
skusajucim. Ak si Zodpovedny sku$ajuci nebude chciet
alebo méct' pInit' svoje povinnosti podla poziadaviek tejto
Zmluvy, Zariadenie otom bude promptne informovat
spolo¢nost’ AbbVie a spoloénost AbbVie urychlene najde
pre obe strany prijatelného nahradného zodpovedného
skudajuceho.
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(e) Institution shall ensure that Principal Investigator | (e) Zariadenie zabezpeli, aby Zodpovedny skusajuci vyplnil
completes and returns to AbbVie the Investigator a odovzdal spolo¢nosti AbbVie formular s informaciami
Information and Agreement (“lIA”) provided by a dohodou sku$ajuceho (lIA®), ktory mu spolo&nost
AbbVie prior to the initiation of the Study and promptly AbbVie poskytla pred zaciatkom Ska$ania, abude
notify AbbVie of any change in its accuracy during the spoloénost AbbVie promptne informovat o vietkych
Term of this Agreement. Further, Institution shall zmenach v spravnosti uverejnenych informéacii pocas
ensure that Principal Investigator and any Lehoty platnosti tejto Zmluvy. Zariadenie dalej zabezped|,
subinvestigator(s) complete and return to AbbVie the aby Zodpovedny skusajuci a v8etci spoluskudajaci vypinili
financial disclosure form provided by AbbVie prior to a odovzdali spolo¢nosti AbbVie formular zverejnenia
the initiation of the Study and promptly notify AbbVie finanénych informécii s finanénymi informéaciami, ktory mu
of any change in the accuracy of the financial spoloénost AbbVie poskytla pred zaciatkom SkuSania,
disclosure form during the Term (defined below) of abude spolo¢nost AbbVie promptne informovat
this Agreement and for one (1) year following o v8etkych zmenach v spravnosti informécii uvedenych vo
completion of the Study. Institution understands and formulari po¢as Lehoty platnosti tejto Zmluvy (stanovena
agrees that Principal Investigator and nizdie) a pocas jedného (1) roka po skonéeni SkuSania.
subinvestigator(s), and their immediate families, may Zariadenie uznava a suhlasi s tym, Zze Zodpovedny
not have a direct ownership interest (including, sku3ajuci a spoluskUsajlci a ich najblizsia rodina nesmu
without limitation, intellectual property rights or royalty mat' na Skusanom lieku priamy vlastnicky podiel (okrem
rights) in the Study Product and may not be iného ani prava dusevného vlastnictva alebo prava na
compensated with AbbVie Inc. securities in exchange podiel zo zisku) anesmU dostat ako odmenu za
for being a principal investigator or subinvestigator(s) vykonavanie funkcie zodpovedného sku$ajuceho alebo
in the Study. spolusku8ajuceho (spolusku8ajucich) v Skusani cenné

papiere spoloénosti AbbVie Inc.
(f) Institution and Institution Personnel shall not bill or | (f) Zariadenie aPersonal zariadenia nebudu Uctovat ani

seek reimbursement from any third party (including,
without limitation, Study subjects, health insurance
providers, or any governmental program) for any
Study Materials (as defined below) or other items or
services that are paid for or provided without charge
by or on behalf of AbbVie. Institution shall follow all
applicable commercial, government programs, and
other payor rules requiring disclosure that such Study
Materials and/or other items, or services were paid for
or provided without charge by or on behaif of AbbVie.

pozadovat nahradu od tretich stran (okrem iného ani od
Gcastnikov  Skusania,  poskytovatelov  zdravotného
poistenia alebo zo Statneho programu) za Materialy
skugania (ako su definované niz8ie) alebo iné poloZky &i
sluzby, ktoré boli uhradené alebo poskytnuté bezplatne
spolo¢nostou AbbVie alebo v jej mene. Zariadenie bude
dodrziavat vSetky platné komeréné $&tatne programy
aostatné pravidla vztahujace sa na platitela, ktoré
poZaduji zverejnenie toho, & boli takéto Materialy
skugania a/alebo iné poloZzky alebo sluzby zaplatené alebo
poskytnuté bezplatne spolo¢nostou AbbVie alebo v jgj
mene.

Institution acknowledges that AbbVie will contract with

for the purpose of MRI,
f the Study. Institution
and Principal Investigator shall use such facility for
such services as required by the Study Protocol.

(9)

Zariadenie berie na vedomie, Ze spolo¢nost AbbVie
uzatvorila zmluvu s

na ucel

MRI, CT Skusania. Zariadenie

Gcel
a Zodpovedny skusajuci budl tento prostriedok pouZivat
na sluzby poZzadované Protokolom sku$ania.

sluzieb na

(h) Institution and/or Principal Investigator shall (i) ensure
that subject data, as required in the Protocol, is
entered into the CRFs (whether electronic or paper)
within five (5) business days of subject visit and (ii)
use best efforts to respond to queries related to the
data entered into the CRFs within five (5) business

days of being issued by AbbVie.

(h)

Zariadenie a/ alebo Zodpovedny sku$ajuci zaisti, ze data
zo sku$ania vrozsahu pozZadovanom Protokolom su
viozené do CRF (bez ohladu na to &i v elektronickej alebo
papierovej podobe) najneskér do piatich (5) pracovnych
dni od navétevy Uastnika skuania, a (i) vynaloZi
najlepsie Usilie za UCelom zodpovedania otazok
v sUvislosti s datami zo sku8ania viozenymi do CRF
najneskor do piatich (5) pracovnych dni od ich vznesenia
zo strany AbbVie.

2. AbbVie Obligations. AbbVie shall comply with | 2. Povinnosti spolognosti AbbVie. Spolognost AbbVie bude
applicable Laws in the performance of its activities pri vykonavani svojich &innosti suvisiacich so Sku$anim
relating to the Study and shall obtain all approvals dodrziavat platné Pravne predpisy aziska vSetky
required in connection with such activities. povolenia, ktoré si v suvislosti s takymito Einnostami

potrebné.

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

(a) AbbVie will provide sufficient quantities of Study
Product, investigator brochures, access to an
electronic data capture system for completing Case
Report Forms (“CRFs"), access to or copies of certain
patient reported outcomes (electronic or paper)

surveys, questionnaires, and/or scales (collectively,

(@)

Spoloénost AbbVie bezplatne doda dostatoéné mnozstva
Skusaného lieku a priru¢iek pre skusajiceho, poskytne
pristup k systému elektronickej evidencie Udajov na Gcely
vypifania Zaznamovych formularov Ggastnikov sku$ania
(,CRF*), pristup alebo kopie urfitych prieskumov,
zameranym na vysledky udavané pacientmi (elektronickym
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“PROs"), and any other compounds and materials
that the Protocol specifies or that AbbVie deems
necessary to conduct the Study (together, the “Study
Materials”) at no cost. As between AbbVie and
Institution, all Study Materials and other information
provided by AbbVie in connection with this Agreement
are and shall remain the sole property of AbbVie.

alebo papierovym), dotaznikom a/alebo stupniciam
(spoloéne L,PRO") a vSetkym ostatnym zli&eninam
a materialom, ktoré uvadza Protokol alebo ktoré
spolognost AbbVie povazuje potrebné na vykonanie
Sku8ania (spoloéne  Materialy skusania“). V ramci
vztahu medzi spolo¢nostou AbbVie a Zariadenim su a
zostanu v8etky V&etky Materidly ski$ania a ostatné
informacie, ktoré spolo¢nost AbbVie poskytne v stvislosti
stouto Zmluvou, su azostant vyluénym majetkom
spolo¢nosti 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.

Zariadenie si bude o Materialoch skusania viest' primerané
zaznamy, okrem iného aj datumy, mnoZstvo a ich pouZitie
b do] strany U&astnikov Skasania. Zariadenie
alebo Zodpovedny  skuSajuci  skontroluji  Materialy
skiSania pri  prevzati abud( spolotnost AbbVie
informovat, ked' zistia, Ze niektoré z nich su poskodené
alebo nebolo dodané primerané mnoZstvo.

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 requirements, and AbbVie's written
instructions, (i) not be used past their respective
labeled expiration dates, if any.

Materialy sku3ania (i) sa budu uchovavat' a bude sa s nimi
zaobchadzat' podla oznagenia, priruéky pre skusajuceho
alebo karty bezpe&nostnych udajov (podla toho ¢o je
relevantné), ktoré sa vztahuji k prisiusnym Materialom
skusania, podla platnych zakonnych a regulaénych
poZiadaviek a pisomnych pokynov spolo¢nosti AbbVie, (ii)
nebudu sa pouZivat' po uplynuti pripadnych vyznaéenych
datumov expiracie.

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 notice contained in the PROs; or (iii) modify,
transfer, distribute, or release the PROs to any third
party, except in connection with performing the Study
in accordance with the Protocol.

Zariadenie ani Personal zariadenia nebudu (i) zverejfiovat
Ziadnu €ast’ PRO v Ziadnom rukopise, letaku, verbalnych
prezentaciach alebo inym spdsobom; (ii) odstrafiovat ani
pozmeriovat Ziadne oznamenie uvedené v PRO; alebo (iii)
upravovat, odovzdavat, distribuovat alebo poskytovat
PRO ftretej strane s vynimkou pripadov, ked je to v sulade
s vykonanim Skd$ania podla Protokolu.

Upon conclusion of the Study, termination of this
Agreement, or at AbbVie's request, any remaining or
expired Study Materials shall be returned to AbbVie at
AbbVie's reasonable expense in accordance with the
Protocol and AbbVie written instructions, and in
compliance with applicable requirements governing
the shipment of such Study Materials. If the parties
agree that the return of such Study Materials is not
practically possible 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.

Po ukon&eni Skusania, vypovedani tejto Zmluvy alebo na
Ziadost' spolo€nosti AbbVie budu v8etky zostavajlice alebo
exspirované Materialy skOSania vratené spoloénosti
AbbVie na jej primerané naklady a podla Protokolu a jej
pisomnych pokynov, ako aj vsulade s platnymi
poZiadavkami, ktoré sa vztahuju na odosielanie takychto
Materidlov ski8ania. Ak sa strany dohodnu, Ze vratenie
takychto Materialov sku3ania nie je mozné vykonat' alebo
ho miestne Pravne predpisy zakazujl, vietky zostavajuce
alebo expirované Materidly sku$ania sa zlikviduju pine
v sulade s platnymi Pravnymi predpismi. Zariadenie po
takejto likvidacii promptne poskytne spolo¢nosti AbbVie
doklad o likvidacii alebo podobny dokument potvrdzujici
zni¢enie Materidlov skusania.

If necessary for the purposes of conducting the Study,
AbbVie may provide Institution with certain
equipment.  Any equipment provided by AbbVie
hereunder is described in Exhibit B (‘Equipment’).
For any Equipment provided by AbbVie Institution
shall: (i) promptly inspect the Equipment following
receipt and notify AbbVie upon becoming aware that
any Equipment is damaged or malfunctioning; (i) use
the Equipment in accordance with the user manual
and/or other instructions provided with the Equipment;
(iii) maintain the Equipment in a secure manner
designed to protect such Equipment from
unauthorized use, theft, or damage and exercise the
same degree of care with respect to the Equipment
that Institution exercises with respect to its own
equipment of similar type and value. If, due to the

Ak to bude potrebné na uéely vykonania Skusania,
spolonost AbbVie méze Zariadeniu poskytndt urdité
vybavenie. V8etko vybavenie, ktoré spolo¢nost AbbVie
poskytne na zaklade tejto Zmluvy, je opisané v Prilohe B
(.Vybavenie"). Zariadenie v pripade kazdého Vybavenia
od spolo¢nosti AbbVie: (i} promptne po prijati Vybavenia
vykona jeho kontrolu abude spolo¢nost AbbVie
informovat, ak sa dozvie, Ze niektoré Vybavenie je
poskodené alebo nefunkéné; (ii) bude Vybavenie pouzivat
vsulade s pouzivatelskou priruckou afalebo inymi
pokynmi poskytnutymi spolu s Vybavenim; (iii) bude
Vybavenie uchovévat bezpe¢nym spdsobom s cielom
ochranit ho pred neopravnenym pouzivanim, kradeZou
alebo poskodenim a bude sa o Vybavenie starat' rovnako,
ako sa stara o svoje vlastné vybavenie podobného typu a
hodnoty. Ak kvoli nedbanlivosti, lahostajnosti alebo
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negligence, recklessness, or intentional misconduct of
Institution or any Institution Personnel, any of the
Equipment is lost, stolen, or damaged, then Institution
shall pay the reasonable cost of replacement or
repair, as applicable, which shall not exceed the
estimated value set forth in Exhibit B. At AbbVie's
direction and expense, the Equipment shall be
returned to a location specified by AbbVie at the end
of the Study or earlier termination of this Agreement.

Umyselnému nespravnemu konaniu zo strany Zariadenia
alebo Personalu zariadenia ddjde k strate, kradezi alebo
poskodeniu Vybavenia, Zariadenie uhradi opodstatnené
naklady na jeho vymenu alebo opravu, pricom takato
platba nebude vy$8ia nez odhadovana hodnota uvedené v
Prilohe B. Na konci Sku3ania alebo v pripade
predéasného skon&enia tejto Zmluvy sa Vybavenie podfa
pokynov spolo¢nosti AbbVie a na jej nakiady vrati na
miesto, ktoré spolo&nost’ AbbVie uréi.

(9

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

(@)

Ak Protokol od Zariadenia vyZzaduje, aby poskytio
Ugastnikom sku$ania Vybavenie, ktoré budi U&astnici
poas SkuSania pouzivat, Zariadenie poskytne
Utastnikom skdasania indtrukcie otom, ako maju
Vybavenie spravne pouzivat. Ak Ugastnik skusania
Vybavenie strati, ukradne alebo podkodi alebo dbjde k
strate, kradeZi alebo po3kodeniu Vybavenia v ¢ase, ked
bude u Ugastnika skusania, spolodnost AbbVie uhradi
opodstatnené naklady na vymenu alebo opravu takéhoto
Vybavenia.

(h)

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

Zariadenie bude Materidly sku8ania a Vybavenie pouzivat
vyluéne na vykonanie Skusania a nebude ich pouZivat na
iné sku$anie alebo iny ucel.

Monitoring of Study; Records, Reporting.

Monitorovanie sku$ania, zaznamy, hlasenie.

Upon the request of AbbVie, Institution shall submit
oral or written reports on the progress of the Study,
including but not limited to serious adverse events in
accordance with the Protocol and the Act. Within
forty-five (45) days following completion or termination
of the Study, Institution shall furnish AbbVie with 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 spoloénosti AbbVie predloZi
verbalne alebo pisomné hlasenia otom, ako SkiSanie
pokraCuje, okrem iného aj o zavaznych neZiaducich
udalostiach podla Protokolu a Zakona. Zariadenie do
$tyridsiatich piatich (45) dni od ukongenia alebo
predéasného skonéenia SkuSania odovzda spolognosti
AbbVie: (i) vSetky udaje, zaznamy, CRF, hlasenia ainé
informacie vytvorené (okrem zdrojovych dokumentov
a lekarskych zaznamov) v suvislosti so Skasanim (suhrmne
JZaznamy®), ktoré budu vyluénym majetkom spolo¢nosti
AbbVie.

(b)

Upon reasonable advance notice and during normal
business hours, Institution shall permit AbbVie and
AbbVie's designees access to any facilities at which
the Study is conducted to monitor the conduct of the
Study and to audit the Records, source documents,
and other Study-related data (collectively, “Study
Documents’) as well as technical and organizational
security measures put in place to protect Personal
Data to verify compliance with this Agreement,
provided that Institution may redact such Study
Documents as legally required to protect subject
confidentiality. If, as a result of Study monitoring,
AbbVie identifies a significant audit finding that is not
timely cured (in case of any breaches of Section 7
within five (5) days) or is incapable of timely cure,
AbbVie may immediately terminate this Agreement.

(0)

Zariadenie na zaklade primeraného predchadzajuceho
oznamenia a podas obvykiého pracovného &asu umozni
spolo¢nosti AbbVie ajej poverenym osobam pristup do
priestorov, v ktorych sa Sku8anie vykonava, aby monhli
monitorovat' jeho vykonavanie a kontrolovat Zaznamy,
zdrojové dokumenty ainé udaje suvisiace so Sku$anim
(sthmne ,Dokumenty skisSania“) ako aj technickeé
a organizatné bezpecnostné opatrenia aplikované v praxi
za UCelom Ochrany osobnych UGdajov aoverit si tak
dodrziavanie tejto Zmluvy, pri¢om Zariadenie mdzZe takéto
Dokumenty sku$ania prepracovat tak, ako to pozaduje
zakon v zaujme ochrany sikromia Uéastnikov. Ak
spolo¢nost AbbVie v ddsledku takéhoto monitorovania
dospeje k nejakému zavaznému zisteniu, ktoré nebude
véas odstranené (v pripade akéhokolvek porusenia
Clanku 7 v lehote piatich (5) dni) alebo ho nemozno véas
odstranit, bude moct tito Zmluvu okamzite vypovedat.

Institution shall, to the extent permitted by applicable
Laws, promptly: (i) notify AbbVie upon receiving any
requests to inspect and have access to documents
related to the Study by any regulatory authority, and
(i) provide AbbVie with a copy of any documents
received from or provided to such regulatory authority.
In the event a regulatory citation or notice is issued
relating to the Study, Institution agrees, to the extent
permitted by applicable Laws, to furnish to AbbVie
within fifteen (15) days of receipt of such regulatory
citation or notice: (A) notification of such citation or
notice, (B) a summary of such citation or notice, and

Zariadenie bude v rozsahu, vakom to povoluji platné
Pravne predpisy, promptne: (i) informovat spolonost
AbbVie  oprijati  Ziadosti  oin8pekciu  a pristup
k dokumentom suvisiacim so Sku$anim zo strany
regulaéného organu a (i) poskytne spolognosti AbbVie
képiu v8etkych dokumentov, ktoré dostalo od regulaénych
organov, ako aj dokumentov, ktoré regulanym organom
poskytlo. Ak regulaéné organy v suvislosti so Skasanim
vydaju nejaké predvolanie alebo oznamenie, Zariadenie
suihlasi, ze ak to povoluju platné Pravne predpisy, do
patnastich (15) dni od prijatia takéhoto predvolania alebo
oznamenia od regulatnych organov spolocnosti AbbVie
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(C) Institution’s response to such citation or notice.

predloZi: (A) oznam o takomto predvolani alebo oznameni,
(B) suhrn takéhoto predvolania alebo oznamenia a (C)
odpoved" Zariadenia na takéto predvolanie alebo
oznamenie.

(d) Institution shall retain the Study Documents in
accordance with applicable Laws (the “Retention
Period"). If AbbVie requests that Institution retain the
Study Documents beyond the Retention Period, the
parties shall cooperate in good faith in an effort to
mutually agree upon the costs and the duration for

such extended retention period.

(d)

Zariadenie bude Dokumenty skuSania uchovavat podla
platnych Pravnych predpisov (,Lehota uchovavania®). Ak
spoloénost AbbVie poziada Zariadenie o uchovavanie
Dokumentov skuSania aj po Lehote uchovavania, strany
budu v dobrej viere spolupracovat, aby sa vzéjomne
dohodli na nakladoch atrvani takejto predizenej lehoty
uchovéavania.

5. Compensation. 5. Odmena.

(a) AbbVie shall pay Institution and Principal Investigator | (a) Spolo&nost AbbVie zaplati Zariadeniu a Zodpovednému
in accordance with the Study budget attached hereto skusajucemu podla rozpo&tu Skusania, ktory je prilozeny
and incorporated herein as Exhibit A (‘Budget k tejto Zmluve a tvorf jej sGgast ako Priloha A (,Sthrn
Summary and Payment Schedule’). The parties rozpo&tu a rozpis platieb“). Strany suhlasia stym, Ze
agree that the amount for payments set forth in platoy stanovené v Prilohe A predstavuji objektivnu
Exhibit A represents the fair market value for the trhovi hodnotu za sluzby, ktoré majd byt poskytnuté,
services to be rendered and has not been determined aneboli stanovené spdsobom, ktory by prihliadal na
in any manner that takes into account the volume or mnoZstvo alebo hodnotu akychkolvek odport&ani alebo
value of any referrals or business otherwise zékaziek vzniknutych medzi Zariadenim a ktorymkolvek
generated between Institution and any member of the &lenom skupiny AbbVie inym spésobom.

AbbVie Group.

(b) Institution represents and warrants that it and (b) Zariadenie vyhlasuje azaruuje, Ze spolu so
Principal Investigator are now in compliance with, and Zodpovednym sk($ajlicim dodrziava azavézuje sa, Ze
undertakes that in performance of its obligations pogas pinenia svojich povinnosti podia tejto Zmluvy bude
under this Agreement shall continue to comply with, aj nadalej dodrziavat vsetky platné Pravne predpisy,
all applicable Laws, regulations and industry codes of Upravy a pracovné kédexy odvetvia vratane tych, ktoré sa
practice, including those related to anti-bribery and tykaju boja proti Uplatkarstvu a korupcii. Zariadenie dalej
anti-corruption.  Institution further represents and vyhlasuje azaruduje, 2e spolu so Zodpovednym
warrants that it and Principal Investigator will not offer, Skl:léajL:ICim nebude ponukat', slubovat alebo povorovat'
promise or authorize the giving of anything of value to poskytnutie ¢ohokolvek  hodnotného  &tatnemu
a government official or other person to obtain or predstavitelovi alebo inej osobe s cielom ziskat' alebo si
retain business or gain a business advantage. udrzat nejaklG zakazku alebo si zabezpedit nejaku

obchodnu vyhodu.

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

(d) AbbVie shall not be responsible for paying for | (d) Spolognost AbbVie nebude povinna zaplatit za sluzby
services performed in violation of the Protocol or for vykonané v rozpore s Protokolom alebo za udaje v CRF,
data contained in a CRF which is incomplete or ktoré su neupiné alebo nepresné. Ak uz za takéto sluzby
inaccurate.  If payment has been made for such zaplatila, zaplatend suma sa odpogita od koneénej platby,
services, the amount paid shall be deducted from the ktora sa ma uhradit na zaklade tejto Zmluvy (,Zavereéna
final payment due under this Agreement (the “Final platba®).

Payment’).

(¢) In the event of any payment dispute under this | () Ak dojde k nejakému sporu v suvislosti s platbou podra
Agreement, (i) AbbVie shall pay undisputed amounts tejto Zmiuvy, (i) spolognost AbbVie zaplati nesporné sumy
upon receipt of an invoice therefor, and (ii) the parties po prijati faktury a (i) strany budd v dobrej viere
shall cooperate In good faith to resolve such dispute spolupracovat, aby spor v€as vyrieSili. Zariadenie po
in a timely manner. Following resolution of such vyriedeni takéhoto sporu znovu vystavi spolo¢nosti AbbVie
dispute, Institution shall re-invoice AbbVie for the faktUru na sumy, na ktorych splatnosti sa strany vzajomne
amounts the parties mutually agree are due, and dohodli, aspolognost AbbVie takéto sumy uhradi.
AbbVie shall pay such amounts. In no event may Zariadenie alebo Personal zariadenia nebudi pocas
Institution or Institution Personnel withhold Study data rieSenia takéhoto sporu o platbe v Ziadnom pripade
or Records pending resolution of a payment dispute. zadrziavat udaje Sksania alebo Zaznamy.

(f) AbbVie will make the Final Payment and send a | (f) Spolognost AbbVie vykona Zavere&nu platbu a pogle

financial reconciliation to Institution after completion of
the performance of all services contemplated
hereunder and the delivery to AbbVie of all CRFs and

Zariadeniu finanéné vyuctovanie po dokonéeni vetkych
sluZzieb naplanovanych v tejto Zmluve a po tom, ako jej
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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.

budl odovzdané véetky CRF a ostatné materialy opisané
v odseku 4(a). Ak spolo¢nost AbbVie zaplatila Zariadeniu
nizéiu sumu, nez na akl ma Zariadenie v ¢ase finanéneho
vyuétovania narok, zostavajucu sumu uhradi ako sucast
Zaverednej platby. Pripadny preplatok v prospech
spolo&nosti AbbVie v ¢ase zaveretného vyuctovania bude
spolo&nosti AbbVie uhradeny do $tyridsiatich piatich (45)
odo dfia, ked spolocnost AbbVie Zariadenie o takomto
preplatku informovala, spolu s vysvetlenim preplatku, a to
kontaktnej osobe spolognosti AbbVie, ktora je uvedena v
Prilohe A.

Institution understands and agrees that in case of any
financial or non-monetary performance related to this
Agreement that Institution provides in entirety or in
part to any medical professional or any provider of
medical care (e.g., if payment is made to any
Institution Personne! for provision of Study-related
services from funds paid to Institution by AbbVie
under this Agreement), it shall without undue delay,
and in any case not later than within thirty (30) days
after such performance, in electronic form to
RD_Financial_Compliance_Group@abbvie.com with
a copy to brian.barriager@abbvie.com, disclose to
AbbVie a detailed account of medical professionals or
providers of medical care to which the financial or
non-monetary performance has been made (the
“List’), to the extent and data classification (including,
but not limited to, disclosure of amount, purpose and
description of payment) required by the Act (Sect. 60
par. (8) and (9), and Sect. 74a par. (9) and (10)).
Institution shall ensure that the List contains accurate,
complete and true details.

(9)

Zariadenie si je vedomé a suhlasi, Ze v pripade
akychkolvek pefiaznych alebo nepefiaznych plneni
v sUvislosti s touto Zmluvou, ktoré Zariadenie €o ilen
Siastocne poskytne zdravotnickemu pracovnikovi alebo
poskytovatelovi zdravotnej starostlivosti (napr. ak
v stvislosti s akymikolvek sluzbami suvisiacimi  so
Skusanim Zariadenie vyplati lenom Personalu zariadenia
akékolvek platby z finanénych prostriedkov, ktoré mu
spolognost AbbVie uhradila na zaklade tejto Zmiuvy),
odosle v elektronickej podobe na adresu
RD_Financial_Compliance_Group@abbvie.com v kopii na
brian.barriager@abbvie.com a poskytne tak spolo¢nosti
AbbVie bez zbytoéného odkladu, najneskdr viak v lehote
do tridsiatich (30) dni od poskytnutia takého plnenia,
zoznam zdravotnickych pracovnikov alebo poskytovatelov
zdravotnej starostlivosti, ktorym bolo pefazné alebo
nepefazné plnenie poskytnuté (,Zoznam"), a to v rozsahu
a éleneni adajov (vratane uvedenia vySky, Ucelu a popisu
poskytnutého pinenia) ako je vyZadované Zakonom (§60
ods. 8 a9, resp. §74a ods. 9 a10). Zariadenie sa
zavazuje, ze zaisti, Ze Zoznam bude obsahovat vylu¢ne
presné, Uplné a pravdivé udaje.

(h)

Institution acknowledges that due and timely fulfilment
of its disclosure obligation, 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 and/or judicial 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
acknowiedges 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 Law shall
not be restricted by this provision.

Zariadenie berie na vedomie, Ze riadne a véasné splnenie
jeho oznamovacej povinnosti, uvedenej v odseku 5(g), je
nutné na riadne splnenie oznamovacich povinnosti
spolognosti AbbVie podia Zakona. Zariadenie sa preto
zavézuje aslhlasi, 2e odskodni spolo¢nost AbbVie
anahradi spolo&nosti AbbVie v8etku &kodu a naklady
(vratane néakladov na pravne zastupovanie a splnenie
sankcii uloZenych spravnym alebo sudnym organom),
ktoré spolo¢nosti AbbVie vzniknu v suvislosti s poru$enim
zavazku alebo povinnosti Zariadenia, uvedenych v odseku
5(g) tejto Zmluvy. Zariadenie zaroven berie na vedomie
a suhlasi, Ze spolotnost AbbVie je opravnena zniZit
platby, vyplacané Zariadeniu na zéklade tejto Zmiuvy, az
do vysky takto vzniknutej 8kody a/alebo nakladov. Pravo
spoloénosti AbbVie na uplatnenie inych népravnych
prostriedkov podfa tejto Zmluvy alebo podla platnych
Pravnych predpisov nie je tymto dotknute.

Confidentiality.

Dévernost.

(a)

During the Term of this Agreement, including an

extongions thercor. IS
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

(@)

Potas Lehoty platnosti tejto Zmluvy, vratane jej prediZzeni,
“od uplynutia platnosti alebo
vypovedania tejto Zmluvy nebude Zariadenie a Personal
zariadenia bez predchadzajuceho pisomného suhlasu
spolo&nosti AbbVie poskytovat' Ziadnej tretej strane (okrem
stran, ktoré uréi spolognost AbbVie) alebo pouZivat Ziadne
Déverné informacie (ako su definované niz$ie) na iny ucel
neZ je to uvedené v tejto Zmluve. Bez ohladu na vyssie
uvedent skuto&nost, povinnost zachovavat dévernost
anepouzivat Ziadne Doéverné informacie oznalené
spolognostou AbbVie ako obchodné tajomstvo ostava
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AbbVie shall remain in place for so long as the
applicable Confidential Information retains its status
as a frade 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, (including Personal
Data collected from Study subjects), except any
portion thereof that:

v platnosti, pokym si tieto Doverné informéacie zachovaiu
status obchodného tajomstva podla prislusnych Pravnych
predpisov. ,Déverné informacie” budi zahfiiat vietky
informécie, ktoré spoloénost AbbVie poskytla Zariadeniu
alebo Personalu zariadenia alebo im boli poskytnuté v jej
mene, okrem iného aj Protokol, Materidly skusania,
Zaznamy avSetky ostatné materialy, Gdaje, vysledky
a informacie o spolo¢nosti AbbVie alebo Skusani, ktoré
vznikli v désledku vykonania SkUsania, (vratane osobnych
udajov ziskanych od Ugastnikov skiSania) s vynimkou
tych ich gasti, ktoré:

(i) 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 tejto Zmluvy, ¢o mozno dolozit
pisomnymi zaznamami;

(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 Personalu zariadenia po prijati tejto
Zmiuvy spristupnila tretia strana, ktora je opravnena
ich spristupnit spdsobom, ktory nie je déverny:;

(iii) is or becomes part of the public domain through
no fault of Institution or Institution Personnel; or

(ii) su alebo sa stanu verejne zname nie vinou Zariadenia
alebo Personalu zariadenia; alebo

(iv) 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) Zariadenie alebo Personal zariadenia samostatne
vytvori bez pouzitia Dévernych informacii alebo
odkazu na ne, ¢o mozno dolozit 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 Information on a confidential basis to
ensure compliance with this Agreement and for
archival purposes.

Zariadenie do Styridsiatich piatich (45) dni od ukongenia
alebo pred€asného skonCenia Skusania vrati alebo zni&i
véetky spristupnené Doverné informacie, pritom si v8ak
méZe dbvernym sposobom ponechat jednu kdpiu
Dévernych informacii, aby sa zaistilo dodrzanie tejto
Zmluvy, ako aj na Ggely 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 and legally
permissible, at least five (5) business days’ notice) in
order to allow AbbVie to take whatever action it
deems necessary to protect its Confidential
Information. In any event, Institution shall: (i) furnish
only that portion of the Confidential Information which
it is legally required to disclose, and (ii) permit AbbVie
to attempt to limit such disclosure by appropriate legal
means.

Ni¢ vtejto Zmluve sa nebude interpretovat ako
obmedzenie Zariadenia vo zverejneni Dévernych
informacii, ako to poZaduju prislusné Pravne predpisy
alebo sudny prikaz &i iny prikaz alebo ziadost Statneho
organu, priom v8ak Zariadenie vkazdom pripade
poskytne  spoloénosti  AbbVie promptné pisomné
oznamenie (a ak to je mozné a pravne pripustné, aspofi
pat (5) pracovnych dni vopred), aby spolo¢nost AbbVie
mohla prijat' vetky opatrenia, ktoré povazuje za potrebné
v zaujme ochrany svojich Dévernych informacii. Zariadenie
v kaZzdom pripade: (i) poskytne len tu cast Doévernych
informacii, ktord je zo zakona povinné spristupnit, a (ii)
umozni spolo¢nosti AbbVie, aby sa pokusila takéto
zverejnenie obmedzit primeranymi pravnymi
prostriedkami.

Institution shall not disclose to AbbVie any information
which is confidential or proprietary to a third party
unless Institution first obtains the prior written
approval of such third party and AbbVie.

Zariadenie nebude spoloénosti AbbVie spristupfiovat
Ziadne informéacie, ktoré su dévernymi alebo chranenymi
informaciami tretej strany, ak najskér neziska pisomny
suhlas takej tretej strany a spolo¢nosti AbbVie.

Subject Confidentiality; Data Protection.

Dévernost' ugastnikov, ochrana tdajov.

Where AbbVie on behalf of Sponsor or any Institution
Personnel Processes (as defined below) Personal
Data of Study subjects, the parties 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, the terms
“Processing’, "Personal Data’ ‘Data Controller’
and “Personal Data Breach” shall have the meaning

Ak Abbvie v mene zadavatela, alebo niektori &lenovia
Personalu zariadenia spraclvaji (ako to je definované
nizéie), Osobné udaje Ugastnikov skusania, zmluvné
strany zabezpedia, aby sa takéto Spracuvanie vykonavalo
vyluéne vsulade stouto Zmiuvou a vdetkymi platnymi
Pravnymi predpismi vratane poZiadaviek vztahujlcich sa
na dohody o presunoch Udajov (ak sa to uplatfiuje)
a pisomnymi pokynmi spoloénosti AbbVie. Na ugely tejto
Zmiuvy budu pojmy ,Spracuvanie“, ,Osobné udaje“,
wPrevadzkovatel* a ,PoruSenie ochrany osobnych
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ascribed to them in Data Protection Law.

udajov” interpretované v zmysle, ktory je tymto vyrazom
dany Pravnymi predpismi na ochranu osobnych udajov.

(b)

Parties agree that Sponsor acts as Data Controller
with regard to key-coded Personal Data of Study
subjects collected in accordance with ICF and
Personal Data of Principal Investigator and Institution
Personnel collected under this Agreement, and has
delegated its rights and obligations under this
Agreement to AbbVie. Institution and/or Principal
Investigator act as Data Controller with respect to any
medical records they obtain from Study subjects and
any other personal data collected or generated by
them in the course of the Study for the purpose of
exercising their independent medical judgment in line

(b) Zmluvné strany suhlasia, Ze Zadavatel bude jednat ako

“Prevadzkovatel" s ohladom na klt¢ové kédované Osobné
Gdaje Ucéastnikov ski8ania ziskané vsilade s ICF a
Osobné (daje Zodpovedného skusajuceho a Personalu
zariadenia ziskané na zaklade tejto Zmluvy, a Ze preniesol
svoje prava a povinnosti vyplyvajuce z tejto Zmluvy na
AbbVie. Zariadenie a/alebo Zodpovedny skudajuci a budu
jednat’ ako ,Prevadzkovatel* vo vztahu k akymkolvek
zaznamom zdravotnej dokumentacie, ktoré budu ziskané
od Ugastnikov sku$ania a akékolvek iné osobné udaje
nimi ziskané & vygenerované v priebehu SkuSania pre
Glely zaistenia ich nezavislého lekarskeho posudenia

with the Study Protocol. v stlade s poZiadavkami vyplyvajucimi z  Protokolu
Skusania.
(c) Parties shall maintain appropriate technical and | (c) Zmluvné strany budu zabezpetovat dostatodni Grovef

organizational security measures to protect Personal
Data. Parties agree to regularly test, assess and
evaluate the effectiveness of such implemented
security measures

technickych a organizaénych opatreni za G¢elom ochrany
Osobnych udajov. Zmluvné strany suhlasia, ze budi
vykonavat pravidelni kontrolu a vyhodnotenie ucinnosti
zavedenia takychto bezpe&nostnych opatreni.

()

Parties shall notify each other within thirty-six (36)
hours of discovery of any potential Personal Data
Breach. In such case parties will cooperate in good
faith to decide whether notification to data subjects
and/or government authorities is required and if so
agree on how such notices should be given and any
remedial actions to be taken. Where the parties
decide that notification is required, institution shall be
responsible for providing such notifications. Institution
shall not disclose, without AbbVie's prior written
approval, any information related to the Personal Data
Breach to any third party other than a vendor hired to
investigate/mitigate such Personal Data Breach and
bound by confidentiality obligations, except as
required by applicable Law.

(@)

Zmluvné strany sa zavdzuju, 2e sa budd vzajomne
informovat najneskér do tridsiatich Siestich (36) hodin od
zistenia akéhokolvek mozného Porudenia ochrany
osobnych Udajov. V takomto pripade sa zmluvne strany
zavazujl 2e bud( spolupracovat v dobrom (dmysle za
Ugelom  zistenia, & je potrebné odoslat oznamenie
Ugastnikom skugania a/ alebo prislusnym uradom a ak
sa tak dohodnu, ako budu takéto oznamenia dorucené
a aké napravné opatrenia sa maju prijat. V pripade, Ze sa
zmluvné strany rozhodnl, Ze oznamenie je potrebné,
bude Zariadenie zodpovedné za poskytnutie takychto
oznameni. Zariadenie sa zavazuje, Ze nezverejni,
nespristupni, neposkytne ¢i neoznami bez
predchadzajliceho pisomného suhlasného stanoviska
spolo&nosti AbbVie, akukolvek informaciu tykajucu sa
Poru$enia ochrany osobnych Udajov akejkolvek tretej
strane odlisnej od poskytovatela zmluvného plnenia
dojednaného za t¢elom presetrenia/ zmiernenia nasledkov
takéhoto Poru8enia ochrany osobnych Udajov a bude
viazané povinnostou zachovavat déverny rezim takychto
skuto&nosti, okrem pripadov, kedy je odliSny postup
pozadovany na zaklade prislusnych pravnych predpisov.

(€)

Parties agree that AbbVie may request Institution to
manage requests from Study subjects for access,
amendment, transfer, blocking, or deletion of
Personal Data. AbbVie may forward any Personal
Data requests from Study subjects received by
AbbVie or Sponsor to Institution. Institution
acknowledges that in order to maintain the integrity of
Study results, the ability to amend, block, or delete
Personal Data may be limited, in accordance with
applicable Law.

()

Zmluvné strany sihlasia, ze spoloénost AbbVie je
opravnena pozadovat od Zariadenia  vybavenie
poziadaviek Ucastnikov skuSania na pristup, zmenu,
prenos, blokovanie, & odstranenie Osobnych Gdajov.
Spolo&nost AbbVie mbZe postipit akékolvek poziadavky
Ugastnikov skugania tykajuce sa Osobnych udajov, ktoré
spoloénost AbbVie & Zadavatel obdrzi, na Zariadenie.
Zariadenie berie na vedomie, Ze za U€elom zachovania
integrity Vysledkov Skusania, mdZe byt moznost zmenit,
blokovat & odstranit Osobné Udaje obmedzena, ato
v sulade s Prislu$nymi pravnymi predpismi.

®

Parties shall notify each other of any requests or
complaints from any governmental authority or other
third party with respect to any Processing of Personal
Data and will in good faith cooperate with and
promptly assist each other, and any relevant
government authority in such cases, including making
available all information necessary to demonstrate
compliance with this Section 7.

Zmluvné strany sa budu vzajomne pisomne informovat
odoslanim oznamenia ohladom akejkolvek poziadavky &i
staznosti od akéhokolvek §tatneho uradu &i tretej strany vo
vztahu k akémukolvek Spracovaniu Osobnych udajov
abudd vtakychto pripadoch spolu v dobrom umysle
spolupracovat aneodkladne si navzajom ako aj s
akymkolvek  prislusnym $tatnym Gradom napomaéhat,
vratane spristupnenia v8etkych informécii nevyhnutnych
za Uéelom preukazania suladu s tymto Clankom 7.

9
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8. Publicity. 8. Zverejiiovanie informacil.

(@) Without the other party’s written consent, neither party | (a) Ani jedna strana nesmie bez pisomného sthlasu druhej
may use the name, trademark, servicemark, nor logo strany v Ziadnom zverejneni, reklame alebo inych
of the other party or the other party's affiliates in any informaciach uréenych na pouzitie na komeréné alebo
publicity, advertising, or other information intended to propagaéné Ucely pouzivat nadzov, obchodnd znamku,
be used for commercial or promotional purposes. servisni znamku alebo logo druhej strany alebo pobociek
The foregoing restriction shall also apply to druhej strany. Vygsie uvedené obmedzenie sa bude
Institution’s use of the name, trademark, servicemark, vztahovat aj na pouZivanie nazvu, obchodnej znamky,
and/o_r logo of any third parties collaborating with servisnej znamky alalebo loga  tretich  stran
AbbVie on the Study and/or Study Product ("AbbVie spolupracujiicich so spolognostou AbbVie na Skusani
Collaborators”). Except as required by applicable alalebo Skusanom lieku (,Spolupracovnici spoloénosti
Laws, Institution shall not disclose the terms of this AbbVie®) zo strany Zariadenia S vynimkou toho, ako to
Agreement without AbbVie's prior written approval. In pozaduju platné Pravne predpisy, Zariadenie nebude bez
accordance with the foregoing, Institution agrees, predchadzajuceho pisomného sdhlasu spoloénosti AbbVie
subject to the terms of Section 6 of the Agreement, to zverejfiovat’ podmienky tejto Zmluvy. Zariadenie v sulade
publish this Agreement in the Central Registry of s vy88ie uvedenou skutognostou s prihliadnutim na
Agreements at www.crz.gov.sk in accordance with the podmienky odseku 8 tejto Zmluvy sthlasi so zverejnenim
terms of § 5a. 1 of the Act. 211/2000 Coll. on Free tejto Zmluvy v Centralnom registri zmlOv na stranke
Access to Information within two (2) business days of www.crz.gov.sk podla podmienok § 5a. 1 zakona
full execution of the Agreement and to promptly notify 211/2000 Z. z. o slobodnom pristupe k informaciam do
AbbVie of publication. dvoch (2) pracovnych dni od riadneho uzatvorenia tejto

Zmluvy a zavazuje sa spolo¢nost AbbVie o takomto
zverejneni promptne informovat.

(b) Institution understands and agrees that the terms and (b) Zariadenie si uvedomuje asthlasi s '()'/mI ze spo|oénost'
conditions of this Agreement and the amount of any AbbVie, ktorykolvek &len skupiny AbbVie a/alebo
payment made hereunder may be disclosed and Spolupracovnici spoloénosti AbbVie mézu spristupnit
made public by AbbVie, any member of the AbbVie a zverejnit podmienky tejto Zmluvy a sumu, ktora bude na
Group and/or AbbVie Collaborators as reasonably jej zaklade vyplatena, ak to bude oddvodnene potrebné
necessary to comply with applicable Laws and other v zaujme dodrzania platnych Pravnych predpisov ainych
obligations.  As AbbVie reasonably requests, povinnosti. V sulade s tym, ako to bude spolo&nost’ AbbVie
Institution shall cooperate in good faith with AbbVie to odbévodnene pozadovat, Zariadenie s fiou bude v dobrej
promptly provide accurate and complete information viere  spolupracovat, aby vsuvislosti s takymito
in connection with such disclosures. zverejneniami  promptne  poskytla presné a Upiné

informacie.

(¢) Institution acknowledges that AbbVie, as stipulated by | (c) Zariadenie si uvedomuje, e spolocnost AbbVie je na
the Act (Section 60, par. (8) and (9); and Section 74a zaklade povinnosti uloZenej Zakonom (§60 ods. 8 a9,
par. (9) and (10)), is subject to an obligation to submit resp. §74a ods. 9 a 10) povinna predkladat Narodnému
a report on expenses on propagation, marketing and centru zdravotnickych  informacii  (,NCZI')  spravu
financial and non-monetary performance provided ovydavkoch na propagéciu, marketing ana pefazné
directly or indirectly to any medical professional or to a nepefiazné pinenia, poskytnuté priamo alebo nepriamo
any provider of medical care (‘Report on Expenses") zdravotnickemu  pracovnikovi alebo  poskytovatelovi
to the National Centre of Medical !nformation (the zdravotnej starostlivosti (,Sprava o vydavkoch') aze
"NCMI"), and that the data AbbVie discloses in each udaje, ktoré spolognost AbbVie v Sprave o vydavkoch
Report on Expenses will be published by NCMI on its oznami, NCZI bezodkladne zverejni na svojej webovej
webpages.  Institution ~ acknowledges that in stranke. Zariadenie si dalej uvedomuje, Ze na zaklade tejto
accordance with this obligation, AbbVie may disclose oznamovacej povinnosti bude spolo¢nost  AbbVie
the name, address of registered seat and company ID opravnena zverejnit meno, adresu sidla a identifikaéne
of Institution (as it is considered a third person ¢islo Zariadenia (vzhladom k tomu, Ze je povaZované za
through which AbbVie provided financial or non- tretiu osobu, prostrednictvom ktorej AbbVie poskytlo
monetary performance to a medical professional or finanéné &  nefinanné plnenie  zdravotnickemu
provider of medical care) and amount of any financial pracovnikovi &i poskytovatelovi zdravotnej starostlivosti)
and/or non-monetary performance provided by a vysku poskytnutého finanéného & nefinanéného pinenia
AbbVie in connection with this Agreement. v stvislosti s touto Zmluvou.

9. Ownership. 9. Vlastnictvo.

Each party hereto retains all right, title and interest in
any patent, patent application, trade secret, know-how
and other intellectual property that was owned by
such party prior to the Effective Date of this
Agreement, and no license grant or assignment,
express or implied, by estoppel or otherwise, is
intended by, or shall be inferred from this Agreement,
except as specifically set forth herein.

KaZda zmluvna strana si ponechava vsetky prava,
vlastnicke prava a podiely na akomkolvek patente,
patentovych prihlaSkach, obchodnom tajomstve, know-how
a inom dusevnom vlastnictve, ktorych vlastnikom bola
pred Datumom nadobudnutia ucinnosti tejto Zmluvy, z tejto
Zmluvy nevyplyva ani sa z nej nebude vyvodzovat' Ziadne
vyslovné alebo predpokladané udelenie alebo prevod
licencie okrem toho, ako to je v tejto Zmluve vyslovne
uvedené.

10

CONFIDENTIAL/DOVERNE
Template/Vzor: Slovakia CSA Template (1 Agmt Per Site) 170CT2019

Document Title/ Nazov Dokumentu: M19-944 Slovakia CSA Template (1 Agmt Per Site) NURCH _1 9Dec2019 Final Clean




Nérodni' ustav reumatickych choréb

M19-944

' (b) Any information, invention, data or discovery (whether
patentable or copyrightable or not), innovation,
communication or report, conceived, reduced to

practice, made, generated or developed by Institution

or Institution Personnel that either results from use of

any of the Study Materials using biological materials
f th

shall require Institution Personnel to execute, or
cause to have executed such documents and to take
such other actions as AbbVie deems necessary or
appropriate to obtain, record and enforce patents,
copyrights, assignments or other proprietary
protection in AbbVie's name covering any of the
foregoing Intellectual Property.

()

Akékolvek informacie, vynalezy, udaje alebo objavy (bez
ohladu na to, & ich mozno ochranit patentom alebo
autorskym pravom alebo nie), inovéacie, oznamenia alebo
hlasenia, ktoré vytvorilo, zaviedlo do praxe, vyrobilo,
generovalo alebo vyvinulo Zariadenie alebo Personal
zariadenia a ktoré su désledkom pouZivania niektorého
Materialu sku$ania pouZivania biologickych materialov
ziskanych zo Sku$ania alebo vykonania Skusania
sthrnne ,Dudevné vlastnictvo"), budu okamzite

Zariadenie na Ziadost a naklady spoloZnosti
AbbVie bude od Personalu zariadenia pozZadovat, aby
vyhotovil alebo dal vyhotovit dokumenty a prijal opatrenia,
ktoré bude spolognost AbbVie povazovat za potrebne
alebo primerané s ciefom ziskat, zaevidovat' a vykonat
patenty, autorské prava, prevody alebo inG majetkovi
ochranu v mene spolocnosti AbbVie, ktora sa bude
vztahovat na v8etky casti vy$8ie uvedeného Dusevného
vlastnictva.

10. Publications and Presentations. For purposes of this
Agreement, “Scientific Publication” means any
scientific publication or medical communication
regarding Study resuits 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.

Publikacie a prezentacie. Na ucely tejto Zmluvy znamena
pojem ,Vedeckd publikdcia® akukolvek vedeckU
publikaciu alebo lekarsku komunikaciu o vysledkoch
Skusania v akejkolvek forme, ktord je wuréena na
zverejnenie tretim stranam, okrem iného aj rukopisy,
abstrakty, letaky, snimky a iné materidly 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 Scholarly 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
below).

(a)

Snahou spoloénosti AbbVie je podporovat najvy$sie normy
spravania vo vztahu k Vedeckym publikaciam a
transparentnosti, pricom si zarovefi chce chranit' svoje
Déverné informacie. Autorstvo Vedeckych publikacii sa
bude uréovat ariadit na zaklade kritérii, ktoré uréil
Medzinarodny vybor vydavatelov medicinskych &asopisov
(ICMJE) v ,Odpora¢aniach pre vypracovanie, hlasenie,
upravovanie a publikovanie vedeckych prac
v medicinskych ~ &asopisoch’, a Zariadenie bude
poZadovat, aby bola tloha spolo¢nosti AbbVie v podpore
Skusania vhodne zverejnenda vo vsetkych Publikaciach
zariadenia (ako su definované nizsie).

(b) Institution acknowledges that the Study is a multi-site
study and that AbbVie Group retains the right to
disclose the Study data and results first in a Scientific
Publication based on the Study data and results from

all appropriate sites (“Multi-Site Publication”).

Zariadenie potvrdzuje, ze SkuSanie méa multicentricky
charakter a Z?e skupina AbbVie si zachovava pravo na
zverejiiovanie Udajov a vysledkov Skusania ako prva vo
Vedeckej publikacii, ktord bude zalozend na udajoch
a vysledkoch Skudania zo vSetkych prislusnych centier

(.Multicentricka publikacia®).

(c) Following the earliest of (i) AbbVie's Multi-Site
Publication; or (ii) twelve (12) months after completion
or termination of the Study at all Study sites,
Institution and Institution Personnel shall have the
right to prepare and submit Institution’s Study data for
a Scientific Publication in scientific journals or other
professional publications (an “Institution
Publication”). Institution shall provide and shall
require Institution Personnel to provide AbbVie with a
draft of any proposed Institution Publication at least
thirty (30) days prior to submission of such publication
for AbbVie to ascertain whether any patentable
subject matter or Confidential Information (other than
the results of the Study generated hereunder) are
disclosed therein. AbbVie shall return comments to
Institution within thirty (30) days after receipt of the
draft Institution Publication (‘Review Period"), and

Po tom, ako nastane prva z nasledujucich udalosti: (i)
Multicentricka publikécia spoloénosti AbbVie alebo (i)
dvanast (12) mesiacov po ukondeni alebo predasnom
ukondeni Skusania vo vietkych centrach Skudania, budd
mat Zariadenie a Personal zariadenia pravo pripravit
a odovzdat' (daje Zariadenia o Skusani na Gdely Vedeckej

publikacie vo vedeckych &asopisoch alebo inych
odbornych  publikaciach  (,Publikacia _zariadenia®).
Zariadenie  poskytne  spoloénosti  AbbVie abude

vyZadovat, aby jej aj Personal Sku$ania poskytol navrh
v8etkych navrhovanych Publikacii zariadenia najmenej
tridsat’ (30) dni pred ich odovzdanim na zverejnenie, aby
sa mohla uistit, & publikacia nespristupfiuje nejake
patentovatelné zalezitosti alebo Déverné informéacie (ine
ako vysledky Sku$ania generované na zéklade tejto
Zmluvy).  Spolognost AbbVie vrati svoje pripomienky
Zariadeniu do tridsiatich (30) dni po prijati navrhu
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Institution agrees and shall require Institution
Personnel to agree that due consideration shall be
given to AbbVie's comments. Institution shall delay
any proposed Institution Publication an additional
sixty (60) days beyond the Review Period in the event
AbbVie so requests to enable AbbVie to secure

patent or other proprietary protection (‘Delay
Period”). Institution agrees and shall require

Institution Personnel to agree to: (A) keep the
proposed Institution Publication confidential until
expiration of the Review Period and any Delay Period,
and (B) delete Confidential Information (other than
Institution's  Study data) from any Institution
Publication. In the event that Institution or Institution
Personnel and AbbVie differ in their conclusions or
interpretation of data in the Institution Publication, the
parties shall use good faith efforts to attempt to
resolve such differences through appropriate scientific
debate, but, subject to the removal of Confidential
Information (other than Institution’s Study data),
Institution or Institution Personnel, as applicable, shall
retain control over the final version of the Institution
Publication.

Publikacie zariadenia (,Kontrolna lehota”) a Zariadenie
suhlasi a zabezpedi, aby aj Personal zariadenia suhlasil
s tym, Ze na jej pripomienky sa bude nalezite prihliadat.
Zariadenie odlozi zverejnenie navrhovanej Publikacie
zariadenia o dalSich Sestdesiat (60) dni po uplynuti
Kontrolnej lehoty, ak ho o to spolognost’ Abbvie poZiada,
aby si mohla zabezpedit patent alebo intG majetkova
ochranu (,Odkladacia lehota”).  Zariadenie suhlasi
a zaisti, aby aj Personal zariadenia suhlasil s tym, Ze: (A)
navrhovanu Publikaciu zariadenia bude uchovavat
v dovernosti aZ do skon¢enia Kontrolnej lehoty a pripadne;j
Odkladacej lehoty a (B) z Publikacie zariadenia odstrani
Doverne informacie (okrem udajov Zariadenia o Skugani).
Ak budd mat Zariadenie alebo Personal zariadenia
a spolo¢nost AbbVie odlisné zavery alebo budl inak
interpretovat  Odaje v Publikdcii zariadenia, strany
vynaloZia Usilie, aby sa v dobrej viere prostrednictvom
vedeckej debaty pokusili takéto rozdiely odstranit, pricom
si v8ak Zariadenie alebo Personal zariadenia pod
podmienkou odstranenia Dévernych informacii (okrem
Gdajov Zariadenia o Ska$ani) ponechaju kontrolu nad
findlnou verziou Publikacie zariadenia.

11. Representations and Warranties.

11. Vyhlasenia a zaruky.

(@)

Institution represents and warrants that:

(@)

Zariadenie vyhlasuje a zarucuje, Ze:

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

(i) podmienky tejto Zmiuvy tvoria platné azavazné
povinnosti Zariadenia a nie su v rozpore s (A) inymi
zmluvnymi alebo zakonnymi povinnostami Zariadenia
alebo Zodpovedného skuSajuceho; alebo (B)
stratégiiami a postupmi Zariadenia alebo organizacie,

with ~ which  either Institution or Principal ktorych je Zariadenie alebo Zodpovedny skisajici
Investigator is affiliated; élenom;
(ii) Institution's  and Institution  Personnel’s (i) Vykonavanie sluZieb a prijatie odmeny alebo nahrady

performance of the services and acceptance of
compensation or reimbursement of expenses as
set forth in Exhibit A is in compliance with all
policies and procedures of Institution, and
Principal Investigator's performance of such
services does not present a conflict of interest
with Principal Investigator’s official duties;

vydavkov, ako to je uvedené v Prilohe A zo strany
Zariadenia a Personalu zariadenia je vsUlade so
vietkymi stratégiami a postupmi Zariadenia
avykonavanie  takychto  sluzieb zo  strany
Zodpovedného skusajuceho nepredstavuje konflikt
zaujmov s jeho oficialnymi povinnostami;

(iii) Institution  and  Principal Investigator have (iii) Zariadenie a Zodpovedny skusajuci maju primerané
adequate facilities, resources, training and priestory, zdroje, zruénosti aodborné znalosti na
expertise to conduct the Study in accordance vykonanie Sku$ania podla protokolu a platnych
with the Protocol and applicable Laws; and Pravnych predpisov a

(iv) Principal Investigator has a current and valid (iv) Zodpovedny skusaijuci ma aktualne a platné povolenie

medical license or its equivalent in the jurisdiction
in which the Study is being performed.

na vykonavanie &innosti Iekara alebo jeho ekvivalent v
jurisdikcii, v ktorej sa Skusanie vykonava.

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

immediately terminate this Agreement.

(b)

Zariadenie bude spolo¢nost’ AbbVie urychlene informovat,
ak sa kedykolvek pocas Lehoty platnosti tejto Zmluvy
dozvie, Ze uz viac nebude schopné pravdivo poskytovat'
vyhlasenia azaruky uvedené vtomto odseku 11(a)
a spolo€nost AbbVie bude mat pravo tuto Zmiuvu
okamzZite vypovedat.

(c) Institution represents and warrants that neither
Institution nor any Institution Personnel are Debarred,
or, to the best of Institution's knowledge, have been
Debarred or are the subject of a proceeding that could
lead to Institution or any Institution Personnel
becoming Debarred. For purposes of this Agreement,
‘Debarred” means: (A) debarred by the United States
Food and Drug Administration (‘EDA") under 21

U.S.C. § 335a or by any other competent authority:

(©

Zariadenie vyhlasuje azaruCuje, e mu ani Ziadnemu
Clenovi Personalu zariadenia nebola Pozastavena &innost
alebo ze podla jeho najlepich vedomosti im nebola
Pozastavena ¢innost ani sa vo&i nim nevedie konanie,
ktoré by mohlo mat’ za nasledok, Ze im bude Pozastavena
€innost. Pojem ,Pozastavena €innost™ na udely tejto
Zmluvy znamena: (A) pozastavena &innost zo strany
Uradu USA pre potraviny a lieky (uFDA“) podra hlavy 21
U.S.C. § 335a alebo zo strany iného kompetentného
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(B) excluded, debarred, suspended, or otherwise
ineligible to participate in the local or U.S. Federal
health care programs or in local or U.S. Federal
procurement or non-procurement programs; (C) listed
on the FDA's Disqualified and Restricted Lists for
clinical investigators; or (D) convicted of a criminal
offense that falls within the scope of 42 U.S.C. §
1320a-7(a) or applicable local Laws that could lead to
being excluded, debarred, suspended, or otherwise
declared ineligible. In the event Institution receives
notice of, or otherwise becomes aware of, the
Debarment or proposed Debarment of itseif or any
Institution Personnel, Institution shall notify AbbVie
immediately and AbbVie shall have the right to
immediately terminate this Agreement. The
obligations of this Section 11(b) shall survive
termination or expiration of the Agreement.

organu; (B) vyluéenie, pozastavenie &i prerudenie &innosti
alebo ind nespdsobilost podielat sa na miestnych alebo
federalnych programoch zdravotne]j starostlivosti v USA
alebo miestnych alebo federalnych programoch v USA,
ktorych sugastou je alebo nie je obstaravanie; (C)
zaradenie do zoznamu FDA, ktory obsahuje vylu€enych
Klinickych ~ sku$ajucich alebo  klinickych  skd$ajucich
s obmedzenim &innosti alebo (D) usvedEenie z trestneho
&inu, ktory spada pod hlavu 42 U.S.C. § 1320a-7(a) alebo
pod platné miestne Pravne predpisy, ktoré by mohlo mat
za nasledok vylugenie, pozastavenie alebo prerudenie
ginnosti  alebo wvyhlasenie za nespdsobilého inym
spdsobom. Ak Zariadenie dostane oznamenie alebo sa
inak dozvie otom, Ze jemu alebo niektorému &lenovi
Personalu zariadenia je Pozastavena &innost alebo bol
podany navrh na jej pozastavenie, bude o tom okamZite
informovat' spolo¢nost AbbVie a spolo¢nost AbbVie bude
mat pravo okamzite vypovedat tuto Zmluvu. Povinnosti
podla tohto odseku 11(b) zostan( v platnosti aj po
vypovedani alebo zaniku tejto Zmluvy.

(d) AbbVie represents that the Study Product that is | (d) Spolotnost AbbVie vyhlasuje, ze Skusany liek dodany
delivered to Institution will meet the product Zariadeniu bude v ¢ase jeho dodania Zariadeniu spiiat
specification identified in the product label at the time $pecifikacie lieku uvedené na jeho oznageni.
of delivery to Institution.

12. Term and Termination. 12. Lehota platnosti a vypovedanie Zmluvy.

Unless terminated earlier as provided in Sections
12(b) or 12(c) below, this Agreement shall be
effective on the Effective Date and shall terminate on
the earlier of: (i) two (2) years from the Effective Date,
if there is no subject enroliment at Institution under
this Agreement; or (ii) at such time as the occurrence
of final data lock for the Study at all sites participating
in the Study (the “Term").

@)

Ak tato Zmluva nebude vypovedana pred€asne podla
odsekov 12(b) alebo 12(c) nizsie, nadobudne ucinnost
k Datumu nadobudnutia G¢innosti a zanikne k skorSiemu
z nasledujlcich terminov: (i) dva (2) roky od Datumu
nadobudnutia U&innosti, ak v Zariadeni nebol na zaklade
tejto Zmluvy zaradeny Ziadny Ucastnik skiania, alebo (ii)
v &ase kone¢ného uzamknutia Udajov na vSetkych
pracoviskach  zapojenych do  Sku8ania (,l.ehota
platnosti“).

(b)

This Agreement may be terminated:

(b)

Tuto Zmluvu méze vypovedat:

(i) by either AbbVie or Institution upon written notice
fo the other party 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, provided
that if Institution terminates for this reason, it shall
be after the Suspension Period (defined below) in
accordance with Section 12(c).

(i) spolotnost AbbVie alebo Zariadenie na zaklade
pisomnej vypovede adresovanej druhej strane, ak (A)
druha strana porusila doleziti podmienku tejto
Zmluvy; (B) Skusanie ukonéi Grad FDA alebo iny
statny &i regulacny orgén; (C) ak si niektora strana na
zaklade vlastného uvazenia mysli, Ze vzhladom na
obavy tykajuce sa bezpenosti Sku3aného lieku je
pokragovanie testovania nevhodné, pricom v8ak plati,
7e ak Zmluvu z tohto dévodu vypovie Zariadenie,
urobi tak a2 po Lehote prerusenia (definovanej nizsie)
podla odseku 12(c).

(ii) by AbbVie: (A) without cause upon thirty (30)
days prior written notice to Institution, or

(B) as otherwise permitted in this Agreement.

(ii) spoloénost AbbVie: (A) bez pri€iny na zaklade
pisomne] vypovede odovzdanej Zariadeniu tridsat
(30) dni vopred alebo (B) ako to inak povoluje tato

Zmiluva.

(©

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 thirty (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

(©

Ak bude mat Zariadenie alebo Zodpovedny sku$ajlci
obavy o zdravie, bezpeénost adobro (Castnikov
Skusania, Zariadenie bude o takychto obavach promptne
informovat spolo¢nost AbbVie abude mdct prerusit
prijimanie G¢astnikov Skd$ania na najviac tridsat (30)
kalendarnych dni (,Lehota preruSenia®). Strany poCas
takejito Lehoty preruSenia posudia obavy vznesene
Zariadenim alebo Zodpovednym sku$ajucim, aby rozhodli,
& by malo ddjst k vypovedaniu Zmluvy. Zariadenie
a Zodpovedny skusajuci budu pocas Lehoty prerusenia uz
prijatych  G¢astnikov v kazdom pripade monitorovat
a sledovat prisne podla Protokolu. Zariadenie bude mébct
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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.

po Lehote preruenia a po tom, ako poskytne spolo&nosti
AbbVie pisomné oznamenie s uvedenim podrobného
pisomného vysvetlenia, tato Zmluvu vypovedat, ak budud
mat’ jeho obavy o zdravie, bezpe¢nost' a dobro ugastnikov
Skusania aj nadalej taky rozsah, ktory hovori v prospech
vypovede.

(d)

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-enroiled subjects, (i)
complete the Study for then-enrolled Study subjects
where required by accepted medical practice, or (i)
reasonably cooperate with AbbVie to arrange for
then-enrolled Study subjects to enroll at an alternative
Study site.

Vypovedanie alebo zanik tejto Zmluvy neovplyvni uz2
predtym vzniknuté prava ani povinnosti, ako ani iné prava
alebo napravné prostriedky oboch stran zo zakona alebo
na zaklade prava spravodlivosti. Zariadenie v pripade
predCasného vypovedania tejto Zmluvy: (i) riadne odvola
azrudi uCast uz prijatych Ugastnikov, (i) ak to bude
vyZadovat' schvalena medicinska prax, dokon&i Skusanie
na uz prijatych Géastnikoch, alebo (iii) bude primerane
spolupracovat’ so spoloénostou AbbVie, aby zabezpedilo
registraciu uz prijatych U€astnikov na inom pracovisku
Skusania.

13.

Subject Injury: Indemnification.

13.

Ujma na zdravi U¢astnika, odSkodnenie.

(@)

If during the course of the Study any injury occurs to a
Study subject as a result of: (i) the administration of
the Study Materials or (ii) the performance of
Protocol-mandated procedures on Study subjects that
such Study subjects would not have received but for
their participation in the Study (‘Procedures’), in
each case in accordance with the Protocol (“Study
Injury”), AbbVie agrees to pay all reasonable medical
expenses necessary to treat such Study Injury,
provided that (A) Institution has not submitted and
does not submit such medical expenses to a third
party payor, and (B) such Study Injury is not due to
the natural progression of any pre-existing disease or

Ak pocas trvania Skusania utrpi Gcastnik ujmu na zdravi
v dosledku: (i) podania Materidlov ski$ania alebo (ii)
vykonania  Protokolom  nariadenych postupov na
UCastnikoch Sku8ania, ktoré by v pripade neudasti
v Skugani 0&astnik inak nepodstupil (,Postupy®), pri¢om
v oboch pripadoch to bolo v stlade s Protokolom (,Ujma
na zdravi poéas Skusania“), spolotnost AbbVie sa
zavézuje uhradit oddévodnené medicinske vydavky
potrebné na lieCenie takejto Ujmy na zdravi podas
Skusania, ato za predpokladu, Ze (A) Zariadenie
nepredloZi takéto medicinske vydavky na thradu tretiemu
platcovi a (B) takato Ujma na zdravi podas Skusania

prog nebola  spbsobena  prirodzenym  progresom  uZ

any underlying iliness. existujuceho alebo zakladného ochorenia.
(b) AbbVie shall indemnify, defend and hold harmless (b) Spolognost AbbVie odskodni, ochrani a zbavi
Institution, Institution Personnel and Institution’s zodpovednosti Zariadenie, Personal zariadenia
officers and trustees (‘Indemnitees’) for the cost of avradnikov a poverencov Zariadenia (,Od$kodnené

defense (until such time as AbbVie assumes the
defense thereof) and for damages awarded
(collectively, “Losses") as a result of any claim or
lawsuit made by a third party as a result of: (i) Study
Injury; (i) AbbVie's or its representatives negligent
acts or omissions, recklessness, or intentional
misconduct during the Study; or (iii) AbbVie's use of
the Study results. AbbVie's indemnification obligation
applies only if: (A) Study Materials are administered
by Institution Personnel and Procedures are
performed during the Study in accordance with the
Protocol, with accepted medical practice, and with
any other written instructions furnished by AbbVie,
and (B) Study data and results communicated to
AbbVie by Institution Personnel are not misleading,
inaccurate, or incomplete.

osoby®) vo vztahu k nakladom na obhajobu (dovtedy, kym
spolo¢nost AbbVie obhajobu nepreberie), ako aj vo vztahu
kK vzniknutym 8kodam (suhrnne ,Straty®), ktoré budy
dbsledkom Zaloby alebo sidneho konania iniciovaného
tretou stranou v désledku: (i) ujmy na zdravi podas
Skusania; (i) nedbanlivosti, nedinnosti, bezohladnosti
alebo nespravneho konania spolo¢nosti AbbVie alebo je;
zastupcov pocas Skd8ania alebo (jii) pouzivania vysledkov
SkuSania spolo¢nostou AbbVie. Povinnost spolognosti
AbbVie poskytnut odSkodnenie plati, len ak (A) Personal
zariadenia podaval Materidly sk(Sania a vykonaval
Postupy pocas SkuSania v sllade s Protokolom,
uznavanou medicinskou praxou ainymi pisomnymi
pokynmi od spolonosti AbbVie a (B) Udaje a vysledky
Skusania, ktoré spolognosti AbbVie oznamil Personal
zariadenia, nie su zavadzajlce, nepresné alebo neupiné.

(©

The foregoing agreement to indemnify, defend, and
hold harmless indemnitees is conditioned upon the
following obligations of Indemnitees to:

Vy88ie uvedeny zavazok odskodnit, ochranit a zbavit
zodpovednosti OdSkodnené strany je podmieneny
nasledujucimi povinnostami Od$kodnenych stran:

(i) advise AbbVie of any claim or lawsuit, in writing
addressed to AbbVie Inc, Attention: Risk

within fifteen (15) days after

(i) informovat' spolo&nost’ AbbVie o kazdej Zalobe alebo
sudnom konani pisomne, a to na adresu AbbVie Inc.,

do ruk:

patnastich (15) dni po tom, ako Odskodnené strany
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Indemnitees has received notice of said claim or
lawsuit, or within such other time frame so that
AbbVie's ability and rights to defend or settle
such claim or lawsuit are not prejudiced,;

dostali oznamenie o takejto Zalobe alebo sudnom
konani alebo v C&asove] lehote, ktora nepoSkodi
schopnost a prava spoloénosti AbbVie obhajovat’ sa
alebo dosiahnut vyrovnanie v pripade Zaloby alebo
sudneho konania,

(iiy assist AbbVie and its representatives in the
investigation and defense of any lawsuit or claim

for which indemnification is provided; and

(i) napomahat spolo¢nosti AbbVie a jej zastupcom pri
vy$etrovani a obhajobe vramci sudneho konania
alebo Zaloby, vo vztahu ku ktorej sa poskytuje

odskodnenie, a

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

consent.

(ili) bez predchadzajuceho  pisomného  suhlasu
spolo¢nosti AbbVie neuzatvarat kompromis ani inak

takato Zalobu alebo sudne konanie neuzatvarat.

(@

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

(d)

Zavazky spolonosti AbbVie tykajice sa uhradenia
oddvodnenych  medicinskych  vydavkov v slvislosti
s Ujmou na zdravi pocas Sku$ania alebo oddkodnenia,
ochrany a zbavenia zodpovednosti nebudu platit, ak bude
Straty alebo Ujmu na zdravi podas SkuSania mozné
pripisat: (i) nedbanlivosti, bezohladnosti alebo zamernému
nespravnemu konaniu alebo nedodrZaniu Protokolu zo
strany niektorej Od8kodnenej osoby alebo (ii) poruseniu
povinnosti podla tejto Zmluvy zo strany Zariadenia alebo
Personalu zariadenia.

(e)

Institution shall indemnify, defend and hold harmless
AbbVie Group, its officers, directors, employees,
agents, and representatives, from and against any
and all suits, claims, liabilities, costs, damages,
judgments and other expenses (including, but not
limited to, legal expenses) arising from the
negligence, recklessness, willful misconduct or
breach of this Agreement by Institution, Investigator or
any of Institution's Personnel.

(€)

Zariadenie od8kodni, ochréni azbavi zodpovednosti
skupinu AbbVie, jej uradnikov, riaditelov, zamestnancov,
zastupcov a predstavitelov vo vztahu k vdetkym stdnym

konaniam, Zalobam, zavéazkom, nakladom, 3$kodam,
rozsudkom a ostatnym vydavkom (okrem iného aj
vydavkom na pravne zastupovanie), ktoré vzniknu
v désledku nedbanlivosti, bezohladnosti, Umyseiného
nespravneho konania alebo porudenia tejto Zmluvy zo
strany  Zariadenia, SkuSajuceho alebo Personalu
zariadenia.

14.

Insurance. Each party shall maintain a policy or
program of insurance or self-insurance with policy
limits sufficient to support its obligations under this
Agreement. Upon request by a party, the other party
shall furnish evidence of such party’'s applicable

14.

Poistenie. KaZda strana bude mat' stratégiu alebo program
poistenia alebo vlastného poistenia s dostatoénymi
poistnymi limitmi na podporu svojich povinnosti podla tejto
Zmluvy. Strany si navzajom na zéklade Ziadosti druhej
strany predlozia dékaz otakomto primeranom poisteni,

insurance. Each party’s insurance coverage shall Poistné krytie kazdej strany bude v stlade s prislugnymi
CO!EP:_Y with  applicable Laws and insurance Pravnymi predpismi a poistnymi pravidlami.
guidelines.

15.

Independent Contractor. Each party's relationship to
the other party is that of an independent contractor,
and neither party has authority to bind or act on behalf
of the other party.

15.

Nezavisly dodavatel. Vzajomny vztah stran bude mat
charakter nezavislého dodavatela aani jedna strana
nebude mat pravomoc prijimat zavézky alebo konat' v
mene druhej strany.

16.

Assignment. Institution may not assign this
Agreement to any other party without AbbVie’s prior
written consent. Any attempted assignment without
AbbVie's prior written consent will be null and void
and will constitute a material breach of this
Agreement. Any permitted assignee shall assume all
obligations of Institution under this Agreement.
Assignment shall not relieve Institution of
responsibility for the performance of any accrued
obligation.

16.

Postipenie. Zariadenie nesmie bez predchadzajuceho
pisomného sUhlasu spolognosti AbbVie postapit tato
Zmluvu inej strane. Kazdy pokus o postupenie bez
predchadzajuceho pisomného suhlasu spolognosti AbbVie
bude neplatny a bude predstavovat zavazné porudenie
tejto Zmluvy. Kazdy povoleny nastupca prevezme vSetky
povinnosti Zariadenia podla tejto Zmluvy. Postlpenie
nezbavi Zariadenie zodpovednosti za splnenie uz
vzniknutych povinnosti.

17.

Subcontracting. In the event Institution subcontracts
any aspect of Study performance to a subcontractor,
Institution shall: (a) ensure each subcontractor's
compliance with the requirements of this Agreement,
and (b) be responsible for any subcontractor's non-
compliance with the terms and conditions of this
Agreement to the same extent that Institution would
be responsible if Institution were performing the

17.

Uzatvaranie subdodavatelskych zmldv. Ak Zariadenie
uzavrie subdodavatelski zmluvu vo vztahu k niektorej
stranke vykonavania Skugania, Zariadenie: (a) zabezpedi,
aby kazdy subdodavatel dodrziaval poZiadavky tejto
Zmluvy a (b) bude zodpovedné za kazdé nedodrZanie
podmienok tejto Zmluvy subdodavatelom v rovnakom
rozsahu, vakom by bolo zodpovedné, keby sluzby, na
ktoré uzatvorilo subdodavatelské zmluvy, vykonavalo
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subcontracted services directly. If a subcontractor
does not strictly adhere to the provisions of this
Agreement, Institution shall promptly notify AbbVie

priamo. Ak subdodavatel nebude dfsledne dodrziavat
ustanovenia tejto Zmiuvy, Zariadenie o tom bude promptne
informovat’ spolo¢nost’ AbbVie a spolognost AbbVie bude

and AbbVie may immediately terminate this moct' tuto Zmluvu okamzite vypovedat.
Agreement.
18. Notices. 18. Oznamenia.

(a) Routine communications regarding the conduct of the (a)

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

BeZna komunikacia o vykonavani Sku$ania vratane
informacii ovymene oséb uvedenych vo formulari
s finanénymi informaciami sa bude posielat osobe
v spolocnosti AbbVie, ktorl spoloénost AbbVie uvedie
Zariadeniu ako primarnu kontaktni osobu na ugely
Skusania.

(b) All legal notices under this Agreement shall be in (b)

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

V8etky zakonné oznadmenia na zaklade tejto Zmluvy budui
mat' pisomny charakter, budi obsahovat zmienku o tejto
Zmluve abudi sa odosielat prostrednictvom znamej
vnutro$tatnej alebo medzinarodnej kuriérskej sluzby s
doru€enim na druhy defi alebo potvrdenou postou s
posStovnym uhradenym vopred a potrebou potvrdit
prevzatie alebo osobne na adresu pre zakonné

oznamenia, ktora je uvedena nizsie.

If to Institution: If to Principal

Investigator:

Pre Zariadenie:

Pre Zodpovedného skusajuceho:

If to AbbVie: with a copy to:

Pre spolo¢nost’
AbbVie:

Legal notices under this Agreement shall be deemed
to be duly given: (i} when delivered by hand; (ii) two
days after deposit with a recognized national or
international courier; or (i) 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 budu
povazovat za riadne dorucené: (i) ak st doruéené osobne;
(i) dva dni po ich odovzdani znamej vnutrostatnej alebo
medzinarodnej kuriérskej sluzbe alebo (iii) v defi doruéenia
uvedenom na potvrdeni o doru¢eni doporugenej alebo
potvrdenej zasielky. Strany mdzu zmenit' svoju adresu pre
zakonné oznamenia okamzZite, a to na zaklade odoslania
pisomného oznamenia na adresu pre zakonné oznamenia
druhej strany, ktora je uvedena v tomto odseku.

19. Survival.
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) of the Agreement,
confidentiality, subject confidentiality/data protection,
publicity, —ownership, publications, notification
requirements with respect to such party's
representations and warranties set forth in Section

Any other terms which by their intent or | 19

Pokragujica platnost. VSetky ostatné podmienky, ktoré
maju vzhladom na svoj zamer alebo vyznam pretrvat aj po
vypovedani alebo =zaniku tejto Zmluvy, budd mat
pokraCujicu platnost, okrem iného aj zavazky stran
tykajuce sa oznamovania finanénych informacii a konfliktu
zaujmov a manazmentu, uchovavania zaznamov a prava
na kontrolu, zverejnenie platieb, najma vratane povinnosti
stanovenych vodseku 5 (g) a 5(h) tejto Zmluvy,
dévernosti, ochranu dévernych informacii/ osobnych
udajov, publicity, vlastnictva, publikacii, poziadaviek na
oznamenia vo vztahu k vyhladseniam a zarukam prislusnej
strany stanovenych v odseku 11(b), od8kodnenia a Ujmy
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11(b), indemnification, and Study Injuries.

na zdravi po¢as Skusania.

20. Severability. If any provision, right or remedy | 20. Oddelitelnost. Ak bude sud s prisiuSnou pravomocou
provided for herein is held to be unenforceable or povaZovat niektoré ustanovenie, pravo alebo népravny
inoperative by a court of competent jurisdiction, the prostriedok podla tejto Zmluvy za nevykonatelny alebo
validity and enforceability of the remaining provisions nefunkény, platnost a vykonatelnost ostatnych ustanoveni
shall not be affected thereby. tym nebude dotknuta.

21. Counterparts. This Agreement may be executed in | 21, Rovnopisy. Tuto Zmluvu mozno vyhotovit v akomkolvek
any number of counterparts, each of which shall be podte rovnopisov, z ktorych kazdy sa bude povazovat za
deemed to be an original, and ali of which together original a véetky spolu budd tvorit jednu a td istd zmluvu.
shall constitute one and the same agreement. Each KaZda strana potvrdzuje, Ze originalny podpis alebo jeho
party acknowledges that an original signature or a kopia odoslana faxom alebo PDF bude na ulely tejto
copy thereof transmitted by facsimile or by PDF shall Zmluvy predstavovat originainy podpis.
constitute an original signature for purposes of this
Agreement.

22. Governing Law. This Agreement shall be governed | 22 Rozhodné pravo. Tato Zmluva sa bude riadit
by and construed in accordance with the laws of the ainterpretovat podla pravneho poriadku Slovenske;
Slovak Republic. republiky.

23. Dispute Resolution. Any dispute, controversy or claim | 23 RieSenie sporov. ~Akykolvek spor, rozpor alebo narok
arising out of or relating to this Agreement which vyplyvajlci z tejto Zmluvy alebo suvisiaci s fiou, ktory nie je
cannot be resolved within thirty (30) days by mutual mozné vyriedit do tridsiatich (30) dni vzéjomnou dohodou
consent of the parties, shall be resolved before the stran, bude vedeny na prislusnom sude Slovenskej
competent court of the Slovak Repubilic. Republiky.

This section shall remain valid even after the T Clanok . . T
termination or expiration of this Agreement AL b 93“?“’3 v platnosti aj po ukonden alebo
uplynuti platnosti tejto Zmluvy.

24. Entire Agreement. This Agreement including, without | 24, Cela zmluva. Tato Zmluva vratane v3etkych jej priloh bez
limitation, all exhibits hereto, contains the entire obmedzenia obsahuje UpIni dohodu stran vo vztahu k jej
understanding of the parties with respect to the predmetu anahradza vietky ostatné predchadzajuce
subject matter herein and supersedes all previous dohody a dojednania tykajuce sa jej predmetu. V pripade
agreements and undertakings with respect thereto. In rozporu medzi ustanoveniami Protokolu atejto Zmluvy
the event of a conflict between provisions of the alebo niektorej z Priloh bude vo vztahu k zaleZitostiam
Protocol and this Agreement or any Exhibits, the tykajucim sa vedy, lekarskej praxe a bezpetnosti
Protocol shall control with respect to matters of Ugastnikov Sk(gania rozhodujuci Protokol. Vo vaetkych
science, medical practice, and Study subject safety. ostatnych zaleZitostiach budu rozhodujuce ustanovenia
In all other matters, the provisions of this Agreement tejto Zmluvy. V&etky spory na zaklade tejto Zmiuvy sa
shall control. The English language version of this budd riadit’ verziou tejto Zmluvy v anglickom jazyku. Tato
Agreement shall govern alt disputes hereunder. Zmluvu ani Ziadny jej prvok vratane dodatkov alebo Priloh
Neither this Agreement nor any of its terms, including nemozno dopliiat, nanovo formulovat alebo inak
any attachment or Exhibit, may be amended, pozmefiovat inak nez pisomnou dohodou podpisanou
restated, or otherwise altered except by written zmluvnymi stranami.
agreement signed by the parties.
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IN WITNESS WHEREOF, the parties have caused this
Agreement
representati

NA DOKAZ TOHO, zmiuvné strany uzatvorili tito Zmluvu
prostrednictvom svojich riadne splnomocnenych zastupcov.

Abbvie s.r.o
By/Podpis:
Name/Meno:
Title/Funkcia:

Date/Datum:

Narodny ustav reumatickych chordb

By/Podpis:

Date/Datu

Narodn

By/Podp

Name/M

Title/Fu

Date/Da

Narodn

By/Podp

Name/M
Title/Fun

Date/Da

| have reagathic A

Date/Datu
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EXHIBIT A
BUDGET SUMMARY AND PAYMENT SCHEDULE
INSTITUTION

Principal Investigator
Institution

Study Product Protocol /Study
Upadacitinib M19-944
The maximum number of subjects that can be enrolled per site: 5
Upon written prior AbbVie approval, Site may enroll additional subjects:
Total Cost per Completed Subject 2417,28
TOTAL COST FOR ALL SUBJECTS: 24 172,80

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

Costs to Exhibit A. Institution understands that all payments are subject to subsequent verification by AbbVie and will be adjusted per
Compensation Section of the Agreement if necessary.

Payments for subject Visits will be made twice per year 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 reviewed by AbbVie, and will correspond to amounts listed in Per Visit

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

TOTAL ADDITIONAL STUDY FEES 26 214,30

TOTAL BUDGET 50 387,10

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

Contact information for Individual at Institution Payment Method:
to receive payment remittance notifications and Ref (if applicable)
study correspondence: Bank Name:

Bank Contact:
Bank Address
Bank ABA Routing #:

CHECKING Account #:

Ref:

Remittance Address

Contact Name:
Phone Number:

Fax Number:
Email:
Contact information for Individual at Institution to Contact Name:
receive payment information: Email

Individual and Address to receive Invoices
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9-944
Per visit costs INSTITUTION

Currency:] EUR Location:| NURCH, Nabrezie
ivana Krasku

921 12 Piestany 4
Slovak republic

Total Cost per Subject:| o .o, 417,28

Procedures Non Procedures

Visit Sub Total Sub Total Total Cost Per Visit
Screening 90,00 € 76,20 € 166,20 €

Base line 69,60 € 92,63 € 162,23 €

w1 41,40 € 76,20 € 117,60 €

W2 41,40 € 76,20 € 117,60 €

w4 41,40 € 87,00 € 128,40 €

W8 41,40 € 87,00 € 128,40 €

W12 41,40 € 83,40 € 124,80 €

wi4 63,90 € 92,63 € 156,53 €

wis 35,10 € 76,20 € 111,30 €

w24 63,90 € 92,63 € 156,53 €

W32 35,10 € 83,40 € 118,50 €

W40 35,10 € 83,40 € 118,50 €

W52 63,90 € 92,63 € 156,53 €

w64 35,10 € 83,40 € 118,50 €

W76 63,90 € 92,63 € 156,53 €

w88 35,10 € 83,40 € 118,50 €

w104 63,90 € 85,43 € 149,33 €

30-D F/UV 35,10 € 76,20 € 111,30 €

Total Cost Per Patient 2417,28 €
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Conditional Procedures INSTITUTION

Principal

investigator

Institution

Study Product |Upadacitinib M19-944

Code Conditional Procedure Price per Unit Units / subject 'Units / site  Total Cost inclusive OH

Additional Study Fees INSTITUTION

Principal Investigator

Institution

Study Product |Upadacltinib Protacol Number M19-944

Additional Study Fees (lo be paid within 45 days of receipt and approval of itemized invoice)
“AbbVie may, at its discretion, approve payment of more Units of a particular Budget item than estimated below without an amendment to Agreement, provided
that the additional payment does not cause the total cost of the Budget set forth in Exhibit A to be exceeded.

ALL PAYMENTS WILL BE MADE IN:EUR

Item Header Description Estim.ated # Price Per |Esti d Total
Units* Unit Cost*
TOTAL ADDITIONAL STUDY FEES 26 214,30
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, PRILOHA A
SUHRN ROZPOCTU A ROZPIS PLATIEB
ZARIADENIE
B P o —— ZARIDENE P EE—— '
Zodpovedny sk usajuci
Skasany produkt Protokol
Upadacitinib M19-944

Maximalny pocet Uc¢astnikov skisania, ktoré méze centrum zaradit::

Pocet udastnikov skusania, ktoré mdze centrum dodatoéne zaradit na zaklade predchadzajiuceho pisomného
schvélenia AbbVie:

Celkova suma za ukonéeného pacienta

2 417,28

CELKOVA SUMA ZA VSETKYCH PACIENTOV:

24 172,80

PLATOBNY PLAN ZA NAVSTEVY UCASTNIKOV SKUSANIA: Platby budi prevedené v sulade s ¢lankom Odmena Zmiuvy nasledovne:

naslednému overeniu zo strany spolognosti AbbVie a budl podla potreby upravené vzhladom v sulade tejto Zmiuwy.

Platby za navitew uéastnikov skisania budu wkonavané polroéne po zaradeni prého (¢astnika skusania. Platby budu wkonavane potom, ako
zdrawotnicke zariadenie zapi$e data do elektronického systému zaznamov subjektov ski$ania (EDC), zrevidované spolotnostou AbbVie a budi
zodpovedat' &iastkam podla tabulky Platby za vizitu k Prilone A. Zdravotnicke zariadenie berie na vedomie, Ze tieto platby podiiehaju

DODATOCNE POPLATKY V RAMCI KLINICKEHO SKUSANIA: Platby budii prevedené v priebehu 45 dni od prijatia
a schvélenia faktury. Pre viac informécii vid' prilohu "Platby pre zdravotnicke zanadenie”

CELKOVA SUMA ZA DODATOCNE POPLATKY

26 214,30

CELKOVY ROZPOCET

50 387,10

PLATOBNE INFORMACIE:
VSETKY PLATBY BUDU REALIZOVANE V MENE: EUR
Platby budu realizované pre:

Kontaktné informéacie na osobu v zdravotnickom Typ platby:
zaniadeni, ktoré prijima podklady pre platby a Ref (v privade potreby)
kore$pondenciu::

Meno banky:
Bankow kontakit:

Adresa banky:
IBAN ¢islo Gétu:

Cislo G&tu:

Ref.

Kore$pondenéna adresa:

Meno kontaktnej osoby:
Telefonne &islo:

Faxové ¢islo:
Email:
Kontaktné informécie na osobu v zdravotnickom Meno kontaktnej osoby:
zariadeni, ktoré prijima informécie o thradach Email-
Osoba a adresa na zasielanie faktur:
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Platba za navstevu ZARIADENIE

Mena| EUR Miesto:| NURCH, NéabreZie
lvana Krasku
Celkovo za 921 12 Piestany 4
ucastnika ELR 417,28 Slovenské repu)t;lika
Navsteva M:.::ies :::1 'I:eé d‘;ﬁ:&;{ Celkovo za navstevu
Skrininig 90,00 € 76,20 € 166,20 €
Base line 69,60 € 92,63 € 162,23 €
wi 41,40 € 76,20 € 117,60 €
w2 41,40 € 76,20 € 117,60 €
w4 41,40 €, 87,00 € 128,40 €
ws 41,40 € 87,00 € 128,40 €
wi2 41,40 € 83,40 € 124,80 €
wiq 63,90 € 92,63 € 156,53 €
wis 35,10€ 76,20 € 111,30 €
W24 63,90 € 92,63 € 156,53 €
W32 35,10€ 83,40 € 118,50 €
w40 35,10€ 83,40 € 118,50 €
W52 63,90 € 92,63 € 156,53 €
W64 35,10 € 83,40 € 118,50 €
W76 63,90 € 92,63 € 156,53 €
ws8s 35,10 € 83,40 € 118,50 €
w104 63,90 € 85,43 € 149,33 €
30-D F/UV 35,10 € 76,20 € 111,30 €
Celkovo za pacienta 2417,28 €
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Podmienené procedury ZARIADENIE

Zodpoveadny
sk dSajuci
Zariadenie
Skusany
produkt

Upadacitinib

. N Pocet
Kod Procedira Cena za jednotku Pocet jednotiek za jednotiek na Celkova suma
zacienta centrum

[ ' 4834,50

Dodatocné platby pre ZARIADENIE

Zodpovedny skusajuci

Zariadenie

Skasany produkt Upadacitinib Cislo protokolu M19.944

Platby pre zdravotnicke zariadenie (budu uhradené do 45 dni od prijatia a schvalenia faktiry obsahujice] vietiy nalezitosti)
*AbbVie méze schvalit platbu viacerych jednotiek nez je odhadované mnozstvo uvedené nizsie bez dodatku k zmluve, pokial poskytnuta dodatotna platba
neovplyvni/nenavysi celkovi sumu rozpottu nastaveného v Prilohe A

VSETKY PLATBY BUDU REALIZOVANE V MENE: EUR

Nézov polozky Popis Odhadovny .Cena za Odhadovand
potet ednotku | celkovd suma

CELKOVA SUMA ZA DODATOCNE NAKLADY 26 214,30
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EXHIBIT B
EQUIPMENT TO BE PROVIDED BY ABBVIE
Manufacturer Model # Basic Description Replacement Value

NA NA NA NA
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PRILOHA B
VYBAVENIE, KTORE POSKYTNE SPOLOCNOST ABBVIE
Vyrobca Cislo modelu Zakladny opis Vymenna hodnota
NA NA NA NA
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