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ZMLUVA O EPIDEMIOLOGICKEJ STUDII
S INSTITUCIOU

INSTITUTION EPIDEMIOLOGICAL STUDY
AGREEMENT

AbbVie s.r.o., KaradziCova 10, 821 08 Bratislava,
Slovenska republika, ICO: 46640231, DIC: 2023529057,
IC DPH: SK2023529057, zékonny zastupca: MUDT.
Branislav Trutz, spoloCnost zapisana v Obchodnom
registri Okresného sidu Bratislava |, oddiel Sro, vlozka
¢.81375/B, datum =zapisu: 11. 05. 2012 (dalej len
LAbbVie") si zela, aby Univerzitna nemocnica Martin,
Kollarova 2, 036 59 Martin, Slovenska republika, ICO:
00365327, DIC: SK2020598019, =zastlipena radou
riaditelov v zlozeni: MUDr. DuSan Krkoska, PhD., MBA —
generalny riaditel, doc. MUDr. Dalibor Murga$, PhD.,
MHA — medicinsky riaditel a Ing. Stanislav Skorfia —
ekonomicky riaditel. Miesto  konania  Studie:
Klinika deti a dorastu, Ambulancia klinickej imunologie a
alergologie (dalej len ,Institucia“) poskytla sluzby na
podporu svojho zamestnanca Prof. MUDr. Milo$
Jesenak, PhD. (dalej ,Skdsajuci®) na vykonanie
neintervenénej ,observacnej,epidemiologickej  Studie
(dalej len ,Stadia"). Tato zmluva nadobuda platnost
driom jej podpisania vSetkymi zmluvnymi stranami a
ucinnost’ diiom nasledujucim po dni jej zverejnenia v
zmysle § 47a ods. 1 zakona €. 40/1964 Zb. Obciansky
zakonnik v zneni neskorsich predpisov v centralnom
registri zmlav na www.crz.gov.sk, nakolko ide o povinne
zverejiovanu zmluvu v zmysle § 5a ods. 1 zakona ¢&.
211/200 Z. z. o slobodnom pristupe k informaciam v
zneni neskorSich predpisov. Spolo¢nost AbbVie suhlasi
so zverejnenim tejto Dohody podfa predchadzajicej
vety. S prihliadnutim na vzajomné prisfuby uvedené v
tejto Zmluve sa zmluvné strany (,spoloénost’ AbbVie*,
JInstiticia®, ,Skasajuci*) dohodli nasledovne:

AbbVie s.r.o., Karadzicova 10, 821 08 Bratislava,
Slovakia, RN: 46640231, RN for tax: 2023529057, RN
for VAT: SK2023529057, Legal Representative:
Branislav Trutz, M.D., Company is registered in Trade
Register of District Court Batislava |. Part Sro, insertion
no. 81375/B, date of registration 11. 05. 2012 ("AbbVie")
desires to retain Univerzitnd nemocnica Martin,
Kollarova 2, 036 59 Martin, Slovak Republic, RN:
00365327, RN for tax: SK2020598019, represented by
Board of Directors: MUDr. DuSan Krkoska, PhD., MBA —
General Director, doc. MUDr. Dalibor Murgas, PhD.,
MHA — Medical Director and Ing. Stanislav Skorfia —
Economic Director. Place of performance of the Study:
Klinika deti a dorastu, Ambulancia klinickej imunolégie a
alergolégie (“Institution”) to provide services in support
Institution’s employee Prof. MUDr. Milo$ Jesenak, PhD.
(the “Investigator”) for the conduct of a non-
interventional, observational, epidemiological study (the
“Study”). This Agreement shall become valid on the date
of its signing by all Contracting Parties and effective on
the day following the date of its publishing within the
meaning of Section 47a (1) of Act No. 40/1964 Coall., the
Civil Code, as amended in the central register of
agreements available at www.crz.gov.sk; it concerns
mandatory publishing of agreements within the meaning
of Section 5a (1) of Act No. 211/200 Coll., on Free
Access to Information, as amended. AbbVie agrees with
publishing of this Agreement in compliance with the
preceding sentence.

In consideration of the mutual promises set forth herein,
the parties ("AbbVie", “Institution”, “Investigator”)
agree as follows:

e Spolo¢nost AbbVie kona ako splnomocneny
zastupca spolo¢nosti AbbVie Deutschland
GmbH & Co. KG na Slovensku, ktora je
zadavatelom Skus$ania v Eurdpskej unii, ako to
je stanovené v nariadeni (EU) &. 536/2014 resp.
smernici 2001/20/ES (,Zadavatel™);

e spoloCnost AbbVie i Zadavatel su c&lenmi
skupiny spolo¢nosti AbbVie, ktorej priamym
alebo nepriamym vlastnikom je spolocnost
AbbVie Inc. (spolu so spolo¢nostou AbbVie Inc.
~Skupina AbbVie");

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

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

1. Vykonanie Stidie.

1. Conduct of Study.

(@ Intiticia vykona Stadiu v stlade s podmienkami
tejto Zmluvy a v prisnom sulade s Protokolom €. H21-837
s nazvom , Multicentrickd, prierezova a retrospektivna
Studia vyhodnocujuca zdvaznost' priznakov a kvality

Zivota v  populacii  pacientov s atopickou
dermatitidou beZne lie€enych systémovou aj
nesystémovou lieébou. Studia ESSENTIAL-AD""

(dalej len ,Protokol®), ktory mbéze spolocnost AbbVie
priebezne pisomne zmenit, as akymikolvek inymi
pisomnymi pokynmi, ktoré mébze spoloCnost AbbVie
priebeZne poskytnat Institicii. Indtiticia berie na

(@) Institution will conduct the Study pursuant to the
terms of this Agreement and in strict adherence to
Protocol No. H21-837 entitled “Multi-country, cross-
sectional and retrospective chart reviEw study for
aSSEssiNg sympToms severlty and quALity of life in
population of routinely treated Atopic Dermatitis
patients with systemic and non-systemic treatment.
The ESSENTIAL AD Study” (the “Protocol”), as the
same may be amended from time to time in writing by
AbbVie, and with any other written instruction that may
be provided by AbbVie. Institution acknowledges and
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vedomie asuhlasi stym, Ze AbbVie mobze uzatvorit
separatnu zmluvu SO Skusajucim (,Zmluva
o epidemiologickej studii so Skusajucim®), v ktorej sa
stanovi, Ze spolocnost AbbVie bude Skusajucemu
vyplacat finanénu odmenu.

Zmluvné strany dalej suhlasia s tym, Ze tato Studia ma
neintervenény charakter a nebudd sa v nej pouzivat
Ziadne produkty spoloCnosti AbbVie (,produkty
spoloénosti AbbVie*). Je mozné, ze Ugastnikom sa
pred Stidiou, podas nej alebo po jej skonéeni
predpisoval alebo bude predpisovat nejaky produkt
spolo¢nosti AbbVie, nesuvisi to vSak s vykonavanim
Studie arozhodnutie predpisat produkt spolognosti
AbbVie nejakému uc€astnikovi v ktoromkolvek Easovom
momente bude vzdy vyluCne rozhodnutim lekara
prisludného G&astnika a nebude stvisiet so Studiou.

agrees that AbbVie may enter into a separate agreement
with Investigator (“Investigator epidemiological study
agreement”), which agreement will call for compensation
to be paid by AbbVie to the Investigator. Parties further
agree that this Study is non-interventional and will not
utilize any AbbVie product(s) (“AbbVie Product(s)”).
Subjects may already be prescribed an AbbVie Product
prior to, during or after the Study however this is
incidental to the conduct of the Study and any such
decision to prescribe AbbVie Product to any subject at
any time shall be the sole decision of the relevant
subject’s doctor and unrelated to the Study.

(b) Inétitacia vynalozi najlepsie Usilie aby ukongila nabor
8 pacientov Institucie (tu uvadzanych ako ,u€astnici“) do
8 mesiacov od zagiatku Studie. Spolo&nost AbbVie
mdze tuto Zmluvu okamzite vypovedat ak: (i) schvalenie
IRB alebo EC (definovany nizSie) sa neziska do 10
tyzdnov od prijatia vSetkych potrebnych materialov, ktoré
sa predkladaju IRB/EC; alebo (ii) vSetky potrebné
dokumenty neboli riadne vyhotovené a spolocnost
AbbVie ich neobdrzala do 10 tyzdhov od prijatia
pisomného schvéalenia IRB alebo EC Institlciou, ak su
takéto schvalenia vyZadované.

(b) Institution shall use its best efforts to complete
enrollment of 8 Institution’s patients (hereinafter referred
to as “subjects”) within 8 months of Study initiation.
AbbVie may terminate this (Agreement immediately if: (i)
IRB or EC (defined below) approval is not obtained within
10 weeks of receipt of all necessary materials for IRB/EC
weeks of submission; or (ii) all essential documents have
not been executed and received by AbbVie within 10
weeks from Institution’s receipt of IRB or EC’s written
approval if such approval is required.

(c) Indtitucia zaisti, ze SkuSajuci nahlasi spolo¢nosti
AbbVie a v pripade potreby aj prislusnym organom
nahlasi: (i) vSetky zavazné neziaduce prihody savisiace
s Produktom/Produktami AbbVie, a to neodkladne,
najneskor vSak do dvadsiatich Styroch (24) hodin od
doby, kedy sa oich vyskyte dozvie a (ii) vSetky dalSie
neZiaduce prihody, ktoré se mdzu objavit v priebehu
Studie, a to tak, ako vyzaduju platné zakony, a v
lehotach uvedenych v Protokole. Skisajuci neodkladne
spristupni spolo¢nosti AbbVie tie zaznamy, ktoré mozu
byt potrebné a pouzitelné pre vySetrenie vSetkych
neziaducich a zavaznych neziaducich prihod. Skusajuci
okrem toho bude spolo€nosti AbbVie hlasit vSetky
tehotenstva subjektov, ktoré sa vyskytnd v priebehu
Stidie, a to do dvadsiatich $tyroch (24) hodin od doby,
kedy sa oich vyskyte dozvie. Institicia zabezpedi, Ze
SkuSajuci oznami spolo¢nosti AbbVie akékolvek
staznosti slvisiace s produktom v sulade s Protokolom.

(c) Institution shall ensure that Investigator reports to
AbbVie and, if required, to the competent authorities: (i)
all serious adverse events in relation to an AbbVie
Product(s) immediately, but no later than twenty-four
hours (24) hours of becoming aware of such occurrence,
and (ii) as required by applicable law and within timelines
set forth in the Protocol all other adverse events that may
occur in the course of the Study. Institution shall
promptly make available to AbbVie such records as may
be necessary and pertinent to investigate any adverse
and serious adverse events. In addition, Institution shall
ensure that Investigator reports to AbbVie any subject
pregnancies that occur in the course of the Study within
twenty-four (24) hours of becoming aware. Institution
shall ensure that Principal Investigator reports to AbbVie
all product complaints in accordance with the Protocol.

2. Kontakty.
Kontaktmi spolo€nosti AbbVie pre Institiciu su -

Metronom Business Center,

Bucharova 2817/13, 158 00 Praha 5 Nové Butovice,

Ceska republika, tel. , NIS koordinator
alebo ktokolvek, koho spolo¢nost AbbVie pisomne urci.
Kontaktmi Institicie pre spolo¢nost AbbVie su Prof.
MUDr. Milos Jesenak, PhD., Klinika deti a dorastu,
Ambulancia klinickej imunologie a alergoldgie,
Univerzitnd nemocnica Martin, Kollarova 2, 036 59

2. Contacts.
Institution’s contact(s) at AbbVie will be

, Metronom Business Center, Bucharova
2817/13, 158 00 Praha 5 Nové Butovice, Czech
Republic, tel. , NIS coordinator or
whomever AbbVie may designate in writing. AbbVie's
contact(s) at Institution will be Prof. MUDr. Milo§
Jesenak, PhD., Klinika deti a dorastu, Ambulancia
klinickej imunolégie a alergologie, Univerzitnd nemocnica
Martin, Kollarova 2, 036 59 Martin, Slovak Republic, tel.

Martin, Slovenska republika, tel. _

_ or_whomever Institution may
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alebo ktokolvek, koho Institicia pisomne ur¢i.

designate in writing.

3. Sulad s prAvnymi predpismi.

3. Compliance with Law.

(@) InStitucia vyhlasuje, zaruCuje azavazuje sa, ze
vykona abude vyzadovat aj od SkuSajuceho,
spolusku$ajucih a ostatnych zamestnancov Inétitucie,
subdodavatelov a zastupcov vykonavajucich sluzby
sUvisiace so Studiou (spoloéne ,Personal zariadenia®)
vykonavat Stadiu a plnit svoje povinnosti podlia tejto
Zmluvy vsulade s (i) Protokolom; (i) vSetkymi
pisomnymi pokynmi, ktoré poskytne spolo¢nost AbbVie
(iii) a vSetkymi platnymi zakonmi, pravnymi predpismi,
a smernicami a pracovnymi kédexami odvetvia (spolo¢ne
.Pravne predpisy“), okrem iného aj zakonmi na boj
proti Uplatkarstvu a korupcii, smernicou E6 o spravnej
klinickej praxi, ktora vydala Medzinarodna konferencia
o harmonizacii technickych poziadaviek na registraciu
farmaceutik na humanne pouzitie E6 (L ICH-GCP"),
lokalnou legislativou implementujicou EU Nariadenie
o klinickom skusani 2001/20/EC, ktoré mobzu byt
prileZitostne zmenené a doplnené, VSeobecné
nariadenie EU o ochrane osobnych tGdajov 2016/679) a
slvisiace pravne predpisy na ochranu dat (“Pravne
predpisy na ochranu osobnych tdajov”) rovnako ako
aj ostatné zavazné pravidla, pravne predpisy a
nariadenia, ktoré mézu byt vydané v buducnosti a takisto
prilezitostne zmenené a doplnené. Vo vztahu k vysSie
uvedenym povinnostiam Institicia dalej zabezpedi, Ze
vykonavanie Studie bude schvalované a dohliadané
prislusnymi regulaénymi organmi — Statnym Gstavom pre
kontrolu  lie€iv,  kontrolnymi  organmi inStitlucie
(»Institutional Review Board*, dalej len ,IRB"), Nezavislou
etickou komisiou (,Ethics Committee®, dalej len ,EC"),
alebo vsSetkymi, ak je to potrebné. Institicia bude
dodrziavat pokyny prislusnych regulaénych organov,
vratane Statneho Ustavu pre kontrolu liegiv a IRB alebo
EC, alebo oboch , ak je to potrebné, sohladom na
vykonavanie Studie aoznami spolognosti  AbbVie,
v akom rozsahu sa tieto pokyny odliSuju od Protokolu.

a) Institution represents, warrants and covenants that it
shall and shall ensure that Investigator,
subinvestigator(s) and Institution’s other employees,
subcontractors and agents performing services related to
the Study (collectively, “Institution Personnel”) conduct
the Study and perform its obligations under this
Agreement in compliance with: (i) the Protocol; (i) all
written instructions provided by or on behalf of AbbVie;
(i) and all applicable laws, regulations and guidelines
and industry codes of practice (collectively, “Laws”),

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"), local legislation
implementing EU Clinical Trial Directive 2001/20/EC as
the same may be amended from time to time, the EU
General Data Protection Regulation (2016/679) and
related data protection laws (“Data Protection Law(s)”)
as well as other applicable mandatory rules, regulations
and guidelines that may be enacted in the future as each
may be amended from time to time. In furtherance of the
foregoing obligations, Institution will further ensure that
the competent authorities, State Institute for Drug Control
(Statny Ustav pre kontrolu lieciv), an Institutional Review
Board (the “IRB”), an Ethics Committee (the “EC"), or all,
as applicable approves and oversees the (conduct of the
Study. Institution will comply with the directives of the
relevant regulatory authorities, including the State
Institute for Drug Control and the IRB or EC, or both, as
applicable, respecting the conduct of the Study, and will
notify AbbVie to the extent any such directives vary from
the Protocol.

(b) InStitucia zabezpeci, ze pred zaciatkom Studie
Skusajuci a vSetci spoluskusajuci poskytnd spolo¢nosti
AbbVie vSetky potrebné dokumenty vyzadované
spolo¢nostou AbbVie na zabezpe€enie suladu s
prisluSnymi predpismi a to oktem iného vratane
aktualneho Zivotopisu a lekarskej licencie, alebo jej
ekvivalentu. InStiticia a Skus$ajuci budu plnit vSetky
poziadavky tykajlce sa oznamovania a postupov v
pripade konfliktu zaujmov.

(b) Prior to the initiation of the Study, Institution will
ensure that Investigator and any subinvestigator provides
AbbVie with all essential regulatory documents
requested by AbbVie to ensure compliance with
applicable regulations, including but not limited to current
Curriculum Vitae and medical license, or equivalent.
Institution and Investigator will comply with all applicable
requirements regarding reporting and management of
conflicts of interest.

(c) Institucia suhlasi, ze ak spolo¢nost AbbVie zaplati
alebo bezplatne poskytne Materialy a/alebo sluzby k
$tudii (ako su definované nizsie), nebude Inétitdcia ani jej
zastupcovia samostatne Uc¢tovat alebo Ziadat nahradu za
tieto Materidly k Studii alebo sluzby od tretich stran,
okrem iného  vratane ucastnika, sukromnych
poskytovatelov poistenia, Statnych programov, alebo
inych verejnych poskytovatelov poistenia.

(c) Institution agrees that if Study Materials (as defined
below) and/or services are paid for or provided without
charge by AbbVie Institution or its agents shall
separately bill or seek reimbursement for such Study
Materials or services from any third party including,
without limitation, the subject, any private provider of
insurance, or any government program or other public
provider of insurance.

4. Dodavky pre Stadiu,Licencie .
Vzhladom na observaénu

povahu tejto Studie

4. Study Supplies; Licenses.
Due to the observational nature of this Study, AbbVie
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spolo¢nost AbbVie nebude poskytovat Produkt, ktory je
predmetom S$tidie a ani nahradu nakladov na tento
Produkt. Spolo¢nost AbbVie poskytne Institucii zdarma
dostatocné mnozstvo formularov pre  zaznamy
o hodnotenych u€astnikoch alebo pristup k systému
elektronickej evidencie dat (dalej len ,CRF®),pristup ku
kopiam alebo koépie urcitych vysledkov prieskumov od
pacientov( v elektronickej alebo papierovej podobe),
dotazniky a/alebo skaly(,PRQO") podla konkrétnej situacie
avSetky ostatné materidly ainformacie uvedené
v Protokole,, ktoré spolo¢nost AbbVie povazuje za
potrebné pre vykonanie Studie (dalej spolu len ,Materialy
k stadii*). Ziadne Materialy k Stadii a ostatné informéacie
poskytnuté spolo€nostou AbbVie v suvislosti s touto
Zmluvou nebudu pouzité na iny ucel ako na vykonanie
Stadie v sulade s Protokolom avdetky si a ostani
vyluénym vlastnictvom spolo¢nosti AbbVie. Po skoncéeni
Studie alebo na Ziadost spolo&nosti AbbVie sa Materialy
k Stadii vratia alebo zlikviduju v sulade s Protokolom.
Institicia zdokumentuje takéto nakladanie podla pokynov
spolo¢nosti AbbVie.

Institcia, SkdSajuci ani Ziadna ina Prijimajuca strana
(definovana niz8ie) nesmie (I) zverejnit Ziadnu ¢ast PRO
v Ziadnom rukopise, posteri, Ustnej prezentacii ani
Ziadnym inym spdsobom; nesmie (ll) Ziadne oznamenie
uvedené v PRO odstranit ¢i zmenit; ani nesmie (lll) PRO
zmenit,predat,distribuovat’ &i uvolnit k pouzitiu Ziadnej
tretej stane, okrem pripadov slvisiacich s vykonanim
Studie podla Protokolu.

will not be providing AbbVie Product or reimbursement
for AbbVie Product. AbbVie will provide to Institution, at
no cost, sufficient quantity of the case report forms or
access to an electronic data capture system, as
applicable (the “CRFs"), access to or copies of certain
patient reported outcomes (electronic or paper) surveys,
questionnaires, and/or scales (“PROs”), as well as any
other materials and information specified by the Protocol
which AbbVie deems necessary to conduct Study
(together, the “Study Materials™). All Study Materials and
other information provided by AbbVie in connection with
this Agreement will not be used for any other purpose
other than to conduct the Study pursuant to the Protocol
and will remain the sole property of AbbVie. Upon
termination of the Study or at AbbVie's request, the
Study Materials will be returned or destroyed pursuant
the to the Protocol. Institution will document such
disposition pursuant to AbbVie's direction. Neither
Institution, Investigator nor any other Receiving Party (as
defined below) shall (i) publish any part of the PROs in
any manuscript, poster, oral presentations, or otherwise;
(i) remove or alter any notice contained in the PROs; or
(iif) modify, transfer, distribute, or release the PROs to
any third party, except in connection with performing the
Study in accordance with the Protocol.

5. Dorucovanie sprav o postupe a naslednych sprav.

Na Ziadost poskytne Institicia ustne hodnotenie alebo
predloZi pisomné spravy o postupe Studie spolo&nosti
AbbVie. Pokial spolo¢nost AbbVie pisomne nenariadi
inak, do Styridsiatich piatich (45) dni od dokoncenia
alebo ukonéenia Studie poskytne Intiticia spolo&nosti
AbbVie pisomne nasledovné:

5. Delivery of Progress and Post-Study Reports.

Upon request Institution will submit oral or written
reports on the progress of the Study to AbbVie. Within
forty-five (45) days following the completion or
termination of the Study, Institution will furnish AbbVie
with the following, unless AbbVie directs otherwise in
writing:

(a) koneénu IRB alebo EC spravu o Studii, ktort pre IRB
a/alebo EC vypracuje Skasajlici;

(a) the final IRB or EC report on the Study prepared by
the Investigator for the IRB or EC or both, as applicable;

(b) vSetky vyplnené, pouzité a nepouzité CRF, ktoré
predtym neboli odovzdané spolo€nosti AbbVie; a

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

(c) vsetky udaje, spravy ainé informacie vytvorené
v suvislosti so Studiou; a

(c) all data, reports and other information generated in
relation to the Study;

6. Monitorovanie a audit, uchovavanie zdznamov.

6. Monitoring and Audits; Record Retention.

(a) Institucia umozni spolo€nosti AbbVie a vSetkym riou
uréenym zastupcom pristup na miesto konania Studie
pocas beznej pracovnej doby za Uu¢elom monitorovania
vykonavania Stidie a auditu zaznamov, CRF, podkladov
a inych Gdajov tykajlcich sa Studie, ak je to pozadované
pravnymi predpismi na ochranu dévernosti Uucastnika v
stlade s Clankom 9 (Utajenie dat Ggastnika a ochrana
Udajov) tejto  Zmluvy rovnako ako technické
a organizatné bezpecnostné prvky prijaté na ochranu
Osobnych Udajov. Ak v dosledku monitorovania alebo
auditu pozaduje spolo¢nost AbbVie napravné alalebo
preventivne opatrenia, Institicia okamzite vytvori
a realizuje akény plan napravnych a/alebo preventivnych

(@) Institution will permit AbbVie and any AbbVie
designee access to Study sites during normal business
hours to monitor the conduct of the Study as well as to
audit records, CRFs, source documents, and other data
relating to the Study as may be legally required to protect
subject confidentiality consistent with Section 9 (Subject
Confidentialityand Data Protection) of this Agreement as
well as technical organizational security measures put in
place to protect Personal Data. If AbbVie requests
corrective and/or preventive action as a result of its
monitoring or audit activities, Institution shall comply with
the timely creation and implementation of a corrective
action and/or preventive action plan. AbbVie's right to
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opatreni. Pravo spolo¢nosti AbbVie na audit je | audit shall survive the expiration of this Agreement. If, as

zachované aj po uplynuti platnosti tejto Zmluvy. V
pripade, ze v dosledku monitorovania spolo¢nost AbbVie
zisti zavazny nalez zauditu, ktory nebude vcéas
odstraneny ( v pripade poruSenia akéhokolvek bodu
Clanku 9 do piatich (5) dni ), alebo nie je schopné
zabezpedit vSas napravu, spolo¢nost AbbVie mbze tuto
zmluvu okamzite vypovedat.

a result of Study monitoring, AbbVie identifies a
significant audit finding that is not timely cured (in case of
any breaches of Section 9 within five (5) days) or is
incapable of timely cure, AbbVie may immediately
terminate this Agreement.

(b) Skusajuci zabezpedi, ze Udaje o ucastnikovi, tak ako
su pozadované v Protokole, budu vliozené do CRF (&i uz
v elektronickej alebo papierovej forme) do piatich (5)
pracovnych dni od navstevy u€astnika.

(b) Investigator will ensure that subject data, as required
in the Protocol, is entered into the CRFs (whether
electronic or paper) within five (5) business days of
subject visit.

(c) Pokial to pravne predpisy nezakazuju, Institacia
okamzite informuje  spolo¢nost  AbbVie o prijati
akejkolvek ziadosti zo strany regulaéného organu na
kontrolu alebo pristup k dokumentom tykajdcim sa Stadie
a okamzite poskytne spolo¢nosti AbbVie képiu takejto
Ziadosti, vratane kopii dokumentov, ktoré dostala od
regulaéného organu alebo ktoré mu poskytla. Ak bude
vydané regulacné predvolanie alebo oznamenie
suvisiace so sluzbami podla tejto Zmluvy, Institicia
suhlasi, Ze vypracuje suhrn, ktory bude zahfhat
vysvetlenie  otdazok identifikovanych regulaénym
organom, odpovede na vyznamné otazky identifikované
regulaénym organom a vysvetlenie vplyvu takéhoto
regulaéného predvolania alebo oznamenia vo vztahu k
sluzbam poskytovanym podla tejto Zmluvy. Institucia
suhlasi, ze poskytne spolo€nosti AbbVie takyto stuhrn do
patnastich (15) dni od prijatia regulacného predvolania
alebo ozndmenia Institdciou.

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

(d) InStitacia bude uchovavat Dokumenty k Studii
v stlade s platnymi zakonmi a pravnymi predpismi alebo
Protokolom, podla toho, ktoré z nich ur€uje dlhSiu dobu
uchovavania. Na Ziadost a naklady spolo¢nosti AbbVie
bude Institicia uchovavat Dokumenty k Studii aj dlhsie.
Institicia zasle spolo¢nosti AbbVie pisomné oznamenie
o odstraneni Dokumentov k S§tadii zo zéaznamov
Sestdesiat (60) dni vopred.

(d) Institution shall retain the Study documents in
accordance with applicable laws and regulations or the
Protocol, whichever retention period is longer. At
AbbVie’s request and expense, Institution shall retain the
Study documents for an even longer period. Institution
shall provide AbbVie at least sixty (60) days’ written
notice before deleting any Study documents from its files.

7. Odmena.

7. Compensation.

a) Spolo¢nost AbbVie zaplati Institdcii sumu podla
Rozpoétu uvedeného v Prilohe A a zahrnutého tu ako
(,Rozpocet). Dohodnutd odmena nezahffia odmenu
pre sku$ajuceho a nim uréeny pracovny tim. Odmenu
pre skuSajuceho a jeho tim sa spolo€nost AbbVie
zavazuje rieSit v  separatnej zmuve (,Zmluva
o epidemiologickej $tudii so Skusajacim®). Okrem toho
maju zamestnanci Institlcie, vratane Skusajlceho, narok
na nahradu opravnenych anutnych cestovnych
vydavkov v sllade s politikou sluzobnych ciest
spolo¢nosti  AbbVie (ktora zahffa letecki dopravu
v ekonomickej triede, primerané a obvyklé ubytovanie
a sadzby stravného v geografickej oblasti cesty) a moze
im byt poskytnutd strava na stretnutiach skuSajucich
alebo inych stretnutiach, ktoré spolo¢nost AbbVie
pozaduje. Strany suhlasia, Ze hodnota uvedena
v Rozpocte predstavuje primeranu trhovu hodnotu za
sluzby, ktoré maju byt poskytnuté, a nebolo ovplyvnené

(@) AbbVie shall pay Institution in accordance with the
Study budget set forth in Exhibit A and incorporated
herein (the “Budget”). The agreed compensation shall
not include compensation for the Investigator and the
work team he/she appointed. AbbVie undertakes to deal
with consideration for the Investigator and his/her team
independently  (“Investigator epidemiological study
agreement”). In addition, Institution’s employees,
including Investigator, may be reimbursed for reasonable
and necessary expenses related to travel, consistent with
AbbVie's travel policy (including economy coach air
travel, reasonable and customary lodging and meal rates
based on the geographic region of travel), and may be
provided meals at investigator meetings or other AbbVie
required meetings. The parties agree that the amounts
set forth in the Budget represents the fair market value
for the services to be rendered and have not been
determined in any manner that takes into account the
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spbsobom, ktory berie do Uvahy objem alebo hodnotu
akychkolvek odpora¢ani alebo obchodnej spoluprace
medzi Institlciou a spoloénostou AbbVie.

volume or value of any referrals or business otherwise
generated between or among Institution and AbbVie.

(b) Rozpocet je zaloZeny na uplnom poskytnuti sluzieb
a uplnom dodrZzani podmienok tejto Zmluvy (vratane
Protokolu). Spolo¢nost AbbVie nebude uhradzat CRF,
ktoré budu obsahovat neuplné a nepresné Udaje, alebo
Udaje ziskané od ucastnikov zaradenych v rozpore
s Protokolom (Nevyhovujuce CRF). Ak spolo¢nost
AbbVie za takéto Nevyhovujuce CRF uz zaplatila
predtym, preplatok sa odpocita z dalSej platby (alebo
koneénej platby tak, ako je uvedené v Clanku 7(d)
nizsie).

(b) The Budget is based on the full performance of
services and compliance with the terms of this
Agreement (including the Protocol). AbbVie will not remit
payments for CRFs containing incomplete or inaccurate
data or data collected from subjects enrolled in violation
of the Protocol (“Non-conforming CRFs”). If AbbVie has
previously paid for such Non-conforming CRFs, such
payment will be deducted from the next payment (or the
final payment, as described in Section 7(d) below).

(c) VSetky platby sa uskutocnia v sulade so zmluvnymi
podmienkami Prilohy A a az po podpise tejto Zmluvy
zmluvnymi stranami.  Uhrada poplatkov IRB/EC je
podmienena ukoncenim preskumania IRB/EC
a kone€¢nym rozhodnutim vo vztahu ku vSetkym
predlozenym Dokumentom k $tddii, okrem iného vratane
Protokolu a/alebo revizii Protokolu. Spolo¢nost” AbbVie
nie je povinna uhradit Institicii navySené vydavky
fakturované spolo¢nosti AbbVie neskdér  ako
stoosemdesiat (180) dni po datume ukoncenia tejto
Zmluvy.

(c) All payments shall be made in accordance with the
terms of Exhibit A and only after all parties have signed
this Agreement. Reimbursement of IRB/EC fees is
contingent upon completion of the IRB/EC’s review and
final decision regarding all submitted Study documents
including, but not limited to, the Protocol and/or Protocol
revisions. AbbVie will not be obligated to reimburse
Institution for pass-through expenses invoiced to AbbVie
more than one hundred eighty (180) days after the
termination date of this Agreement.

(d) Konecna platba Institicii podla tejto Zmluvy bude
splatnd po dokonceni vSetkych sluzieb planovanych
podla tejto Zmluvy, odovzdani v§etkych CRF spolo¢nosti
AbbVie a vrateni vetkych poloZiek opisanych v Clanku
5 (Doru€ovanie sprav o postupe a naslednych sprav)
spolo¢nosti AbbVie a bude k nej prilozené finanéné
vyuctovanie spracované spolo€nostou AbbVie. Ak sa pri
vyuctovani zisti, ze celkova suma, ktoru spolo¢nost
AbbVie zaplatila, je nizSia ako suma, na ktord ma
(Indtitucia narok podla tejto Zmluvy, spolo€nost AbbVie
zaplati tato diznd sumu. Ak sa ma spolo¢nosti AbbVie
vratit akakolvek nezaslizena odmena alebo preplatok,
Institicia musi  uhradit vracanu Ciastku  spolu
s podkladovou dokumentaciou spolo¢nosti AbbVie na:
Metronom Business Center, Bucharova 2817/13, 158 00
Praha 5 Nové Butovice, Ceska republika.. Vetky platby
splatné jednou stranou druhej strane v ramci vyucétovania
musia byt uskuto&nené do Styridsiatich piatich (45) dni
odo dia oznamenia a faktury na diznd sumu.

(d) The final payment due to Institution under this
Agreement shall be payable upon completion of all
services contemplated hereunder, delivery to AbbVie of
all CRFs, and return to AbbVie of all items described in
Section 5 (Delivery of Progress and Post-Study Reports)
and will be accompanied by a financial reconciliation
performed by AbbVie. If the total amount AbbVie has
paid is less than the amount to which Institution is
entitled hereunder as revealed by the reconciliation,
AbbVie shall pay the outstanding amount due. If AbbVie
is due a refund for any unearned fees or overpayments,
Institution shall remit the amount of such refund with
supporting documentation to AbbVie at: Metronom
Business Center, Bucharova 2817/13, 158 00 Prague 5
Nové Butovice, Czech Republic.. Any payments due
from one party to the other under the reconciliation shall
be made within forty-five (45) days of the notice and
invoice of amount due.

(e) Vpripade sporu oplatbu nesmie Institacia
odmietnut(poskytnut Gdaje alebo informacie o Studii az
do wvyrieSenia sporu, pretoZze takéto odmietnutie
poskytnutia by mohlo spésobit’ nenapravitefné Skody vo
vztahu k Studii.

(e) In the event of a payment dispute, Institution shall not
withhold Study data or information pending resolution of
the dispute because such withholding may cause
irreparable harm to the Study.

(f) Na zaklade pisomného oznamenia méze spolo¢nost
AbbVie delegovat' niektoré svoje platobné povinnosti na
splnomocnenu organizaciu (dalej len "CRO"). V taktom
pripade InStitucia suhlasi, ze pokial ide o platby
delegované spolo¢nostou AbbVie na CRO, Institicia
bude ziadat’ uhradu najskér od CRO.

(f) Upon written notice, AbbVie may delegate certain of
its payment obligations to a contract research
organization (“CRQ"). In such event, Institution agrees
that as to any payments delegated by AbbVie to a CRO,
Institution shall first seek redress from the CRO for
compensation.

(g) Intitucia je opravnena vystavit vSetky faktury na

(g) Institution is entitled to issue all invoices on the basis
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zaklade podkladu od splnomocneného zastupca, | of a document from authorized representative approved

odsuhlaseného Skusajucim. Za den zdanitelného plnenia
povazujeme posledny den poskytnutia sluzby, ktorym sa
pre UcCely tejto zmluvy rozumie den odovzdania a
prevzatia pisomne odsuhlasenej vysky Ciastok v ramci
tejto Stadie. Splatnost faktiry je 45 dni odo dfia prijatia
faktury.

by Investigator. Date of taxable suply is the last day of
the provided service, which for the purposes of this
agreement means the day of delivery and acceptance of
the agreed amounts in writing for this Study. The invoice
due date is 45 days from the date of receipt of the
invoice.

8. Dovernost.

8. Confidentiality.

(@) PocCas Doby platnosti tejto Zmluvy, vratane jej
predizeni, a po dobu desiatich (10) rokov od uplynutia
platnosti alebo ukonCenia tejto Zmluvy nebude Institucia,
jej zamestnanci, zastupcovia, subdodavatelia a poboc¢ky
(spologne dalej len ,Prijimajuca strana®) spristupriovat
ziadne Dobverné informacie bez predchadzajuceho
pisomného suhlasu spolo¢nosti AbbVie. Bez ohladu na
vy$Sie uvedené platia povinnosti zachovavat dovernost
a nepouzivat akékolvek Doéverné informacie oznacené
ako obchodné tajomstvo spolognosti AbbVie ostava
v platnosti tak dlho pokial si tieto Doverné informacie

zachovaju  status obchodného tajomstva podla
prislusnych zakonov. ,Dbéverné informacie“ zahffiaju
vSetky informacie poskytnuté Prijimajucej strane

spolo¢nostou AbbVie alebo vjej mene, okrem iného
vratane Protokolu, Produktu, ktory je predmetom Studie,
Materialov k $tadii, a vSetkych materialov a informacii
tykajlcich sa spoloénosti AbbVie alebo Studie, alebo
tych, ktoré boli vytvorené ako vysledok vykonavania
Stidie (vratane Osobnych Udajov  ziskanych od
Ugastnikov skusania), s vynimkou akejkolvek &asti:

a) During the Term of this Agreement, including any
extensions thereof, and for a period of ten (10) years
after the expiration or termination of this Agreement,
Institution, its employees, agents, subcontractors and
affiliates (collectively, “Receiving Party”) shall not
disclose Confidential Information without AbbVie's prior
written  consent. Notwithstanding the foregoing,
obligations of confidentiality and non-use with respect to
any Confidential Information identified as a trade secret
by AbbVie shall remain in place for so long as the
applicable Confidential Information retains its status as a
trade secret under applicable law. “Confidential
Information” shall include any information provided to
Receiving Party by or on behalf of AbbVie, including but
not limited to the Protocol, AbbVie Product, Study
Materials, and all materials 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 which:

(i) ktora je znama Prijimajucej strane pred prijatim, o ¢om
svedCia jej pisomné zaznamy;

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

(i) ktoru sa Prijimajuca strana dozvedela od tretej
strany, ktora ma pravo na takéto spristupnenie
neddvernym spdsobom; alebo

(ii) is disclosed to the Receiving Party by a third party
who has a right to make such disclosure in a
nonconfidential manner; or

(iii) ktora je alebo sa stala verejne znamou bez zavinenia
Prijimajlcej strany.

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

(b) Prijimajuca strana nebude pouzivat Doverné
informacie na iny Ucel ako je uvedené v tejto Zmluve bez
predchadzajuceho pisomného suhlasu spolo¢nosti
AbbVie.

(b) The Receiving Party shall not use Confidential
Information for any purpose other than that indicated in
this Agreement without AbbVie's prior written approval.

(c) Ziadne ustanovenie tejto Zmluvy sa nebude
interpretovat ako obmedzenie Prijimajucej strany
spristupnit Déverné informécie, ak to vyZaduje zakon,
sudny prikaz, iné Statne nariadenie alebo poziadavka za
predpokladu, Zze Prijimajuca strana okamzite zasle
spolo¢nosti AbbVie pisomné oznamenie (v kazdom
pripade najneskér do piatich (5) pracovnych dni), aby
umoznila spolo¢nosti AbbVie prijat opatrenia na ochranu
svojich Ddévernych informacii. V pripade, Ze sa
nedosiahne Ziaden ochranny prikaz alebo iny opravny
prostriedok, alebo sa spolo¢nost’ AbbVie vzda dodrzania
podmienok uvedenych v tomto Clanku 8, Prijimajica
strana poskytne len tu ¢ast Dévernych informacii, ktora
je pozadovana pravnymi predpismi na zaklade
pisomného stanoviska pravneho poradcu.

(c) Nothing in this Agreement will be construed to restrict
Receiving Party from disclosing Confidential Information
as required by law or court order or other governmental
order or request, provided in each case Receiving Party
shall give AbbVie prompt written notice (and in any case
at least five (5) business days notice) to allow AbbVie to
take action to protect its Confidential Information. In the
event that no protective order or other remedy is
obtained, or AbbVie waives compliance with the terms of
this Section 8, Receiving Party shall furnish only that
portion of the Confidential Information which is legally
required based on the written opinion of legal counsel.
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(d) Prijimajuca strana nespristupni spolo¢nosti AbbVie
ziadne dbverné informéacie tretej strany, alebo
informacie, ktoré su vlastnictvom tretej strany, pokial
Institicia neziskala predchadzajici pisomny sudhlas
takejto tretej strany aj spolo€nosti AbbVie.

(d) Receiving party will not disclose to AbbVie any
information which is confidential or proprietary to a third
party unless Institution has first obtained the prior written
approval of both such third party and AbbVie.

9. Utajenie ucastnika a ochrana udajov.

9. Subject Confidentiality and Data Protection.

(@) Ak Abbvie v mene zadavatela, alebo niektori
¢lenovia Personalu zariadenia spracuvaju (ako
to je definované nizSie), Osobné udaje
Ugastnikov skusania, zmluvné strany
zabezpedia, aby sa takéto Spracuvanie
vykonavalo vyluéne v sulade s touto Zmluvou
a vSetkymi platnymi Pravnymi predpismi vratane
poziadaviek vztahujucich sa na dohody
o presunoch Udajov (ak sa to uplatiiuje)
a pisomnymi pokynmi spolo¢nosti AbbVie. Na
ucely tejto  Zmluvy budd  pojmy
Spracuvanie*, ,Osobné udaje”, Spravca
udajov”_interpretované v zmysle, ktory je tymto
vyrazom dany Pravnymi predpismi na ochranu
osobnych (dajov. Pri spracdvani osobnych
Udajov sa zmluva riadi najmad zakonom ¢.
18/2018 Z. z. o ochrane osobnych Udajov v
platnom  zneni, Nariadenim  Eurépskeho
parlamentu a Rady (EU) &. 2016/679 o ochrane
fyzickych osdb pri spractvani osobnych Udajov
a suvisiacimi predpismi (GDPR).

(@) 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 as described to
them in Data Protection Law. When personal
data processing, the agreement is governed in
particular by Act no. 18/2018 Coll. Data
Protection Law, as amended, Regulation of the
European Parliament and of the Council (EU)
No. 2016/679 on the protection of individuals
with regard to the processing of personal data
and related regulations (GDPR).

(b) V rozsahu, v akom AbbVie spraciva osobné
Udaje ¢lenll personalu Inétitucie, oznamenie o
postupoch spolo¢nosti AbbVie v oblasti ochrany
osobnych Udajov vratane, okrem iného, popisu
kateg6rii zhromazdenych osobnych Gdajov,
UCelov spracuvania, prav dotknutych oséb a
prevod takych dat cez hranice, si popisané na
https://www.abbvie.com/privacy/investigators-
and-other-site-staff.html. InStiticia vyhlasuje a
zaruCuje, ze v rozsahu, v akom Institicia
zverejiuje alebo spristupfiuje osobné udaje o
persondli  Institicie  spoloCnosti  AbbVie,
poskytne Institlicie personalu odkaz, upovedomi
o Oznamenie spolo¢nosti AbbVie o pravidlach
na ochranu osobnych U(dajov uvedenych v
tomto Clanku 9 pism. b).

(b) To the extent AbbVie Processes Personal Data
of Institution Personnel, notification of AbbVie’'s
privacy practices, including but not limited to a
description of the categories of Personal Data
collected, the purposes of Processing, data
subject rights, and cross-border transfers, are
described at
https://www.abbvie.com/privacy/investigators-
and-other-site-staff.html. Institution represents
and warrants that, to the extent Institution or
makes available Personal Data about
Institution’s Personnel to AbbVie, Institution
shall make such Institution’s Personnel aware
of the AbbVie privacy notice referenced in this
Section 9 (b).

(c) Zmluvné strany suhlasia, Ze spolo¢nost AbbVie
bude jednat ako Spravca dat sohladom na
klaGové kodované Osobné udaje ucastnikov
skdSania ziskané v sulade s ICF a Osobné
Udaje Zodpovedného skisajuceho a Personalu
zariadenia ziskané na zéaklade tejto Zmluvy.
Inétitucia a/alebo zodpovedny skisajaci bude
jednat ako Spravca dat vo vztahu k akymkolvek
zaznamom zdravotnej dokumentacie, ktoré
budi ziskané od Ugastnikov —skusania
a akékolvek iné osobné udaje nimi ziskané &i
vygenerované v priebehu Skusania pre ucely
zaistenia ich nezavislého lekarskeho posudenia
v sulade s poziadavkami vyplyvajuacimi  z
Protokolu Skusania.

(c) Parties agree that AbbVie 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. 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 with the Study Protocol.

(d) Zmluvné strany budu zabezpe€ovat dostatoénu

(d) Parties shall maintain appropriate technical and
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uroven technickych a organizaénych opatreni za
Ucelom ochrany Osobnych udajov. Zmluvné strany
suhlasia, ze budu vykonavat pravidelnd kontrolu a
vyhodnotenie  Gc&innosti  zavedenia  takychto
bezpe&nostnych opatreni.

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

(e) Zmluvné strany sa zavézuju, ze si vzajomne poslu
oznamenie najneskor do tridsiatich Siestich (36) hodin od
zistenia akéhokolvek potencialneho Zasahu do osobnych
Gdajov. V takomto pripade sa zmluvné strany zavazuji
ze budu spolupracovat v dobrom Umysle za ucelom
zistenia, &i je potrebné odoslat oznamenie Ugastnikom
skuSania a/ alebo prislusnym Uradom a v kladnom
pripade sa dohodnu na tom, ako budu takéto oznamenia
doru¢ené a ako budu uskutoCnené dojednané pravne
opatrenia. V pripade . Ze sa zmluvné strany rozhodnd,
Ze oznamenie je potrebné, bude Institicia zodpovedna
za poskytnutie takychto oznameni. InStiticia sa
zavazuje, ze nezverejni, nespristupni, neposkytne i
neoznami bez predchadzajuceho pisomného suhlasného
stanoviska spolo¢nosti AbbVie, akukolvek informaciu
tykajucu sa Zasahu do osobnych udajov akejkolvek
tretej strane odliSnej od poskytovatela zmluvného
plnenia dojednaného za U€elom preSetrenia/ zmiernenia
nasledkov takéhoto Zasahu do osobnych Udajov a bude
viazané povinnostou zachovavat déverny rezim takychto
skutoCnosti, okrem pripadov, kedy je odliSny postup
pozadovany na zaklade prisluSnych pravnych predpisov.

(e) 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.

(f) Zmluvné strany suhlasia, ze spolo€nost’ AbbVie je
opravnena pozadovat od InStitucie vybavenie
poZiadaviek Ugastnikov skusania na pristup, zmenu,
prenos, blokovanie, C¢i odstranenie Osobnych
Udajov. Spolo¢nost AbbVie mobze postupit
akékolvek poziadavky Ugastnikov skusania tykajtice
sa Osobnych Uudajov, ktoré spolo¢nost AbbVie
obdrzi, na Institdciu. InStitdcia berie na vedomie, ze
za Ucelom zachovania integrity Vysledkov Sku$ania,
mdze byt moznost zmenit, blokovat ¢&i odstranit
Osobné (daje obmedzena, ato vsulade
s PrisluSnymi pravnymi predpismi.

(f) 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 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 sa budld vzajomne pisomne
informovat  odoslanim  oznamenia  ohladom
akejkolvek poziadavky Ci staznosti od akéhokolvek
Statneho udradu ¢&i tretej strany vo vztahu
k akémukolvek Spracovaniu osobnych udajov
a budu v takychto pripadoch spolu v dobrom amysle
spolupracovat a neodkladne si navzajom ako aj s
akymkolvek prislusnym  Statnym  dradom
napomahat, vratane spristupnenia  vSetkych
informéacii nevyhnutnych za u€elom preukazania
stladu s tymto Clankom 9.

(g) 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 9.

10. Publicita. Ziadna strana nesmie pouZit meno druhej
strany v ziadnej propagacii, reklame alebo oznamenie
bez predchadzajuceho pisomného suhlasu tejto druhej
strany. Zhora uvedené obmedzenie sa bude aplikovat aj
na pripady pouzitia ndzvu, mena, obchodné znacky a/
alebo loga akejkolvek tretej strany spolupracujuci so

10. Publicity. Neither party shall use the name of the
other party in any publicity, advertising or announcement
without the other party’s prior written approval. The
foregoing restriction shall also apply to Institution’s and
Principal Investigator’'s use of the name and/or trademark
of any third parties collaborating with AbbVie on the
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spolo¢nostou AbbVie na Stadii ("Subjekty
spolupracujuci so spoloénostou AbbVie") zo strany
InstitGcie a Hlavného skus$ajuceho.

Institacia beriena vedomie, Ze spolo¢nost AbbVie mbze
spristupnit’ a zverejnit podmienky tejto Zmluvy, vratane
vySky akychkolvek platieb realizovanych podfa tejto
Zmluvy, ak to vyZaduju zékony alebo pravne predpisy,
a ak to AbbVie povaZuje za vhodné.

Study (“AbbVie Collaborators”).

Institution understands that the amount of any payment
made hereunder, may be disclosed and made public by
AbbVie as required by law or regulation or where AbbVie
deems appropriate.

11. Vynélezy.

Akékolvek informacie, vynalezy, Udaje alebo objavy
(patentovatelné, chranitelné autorskym pravom alebo
nie), inovacie, oznamenia alebo spravy, ktoré
skoncipovala, doviedla do praktického vyuZzitia,
realizovala, vytvorila alebo vyvinula Prijimajlca strana, a
ktoré su bud vysledkom pouzitia ktoréhokolvek Produktu,
ktory je predmetom Stadie, Materialu k stadii alebo su

dosledkom vykonania Stadie, budd bezodkladne
spristupnené spolo¢nosti AbbVie, prevedené na
spolo¢nost AbbVie abudi vyluénym vlastnictvom

spolo¢nosti AbbVie. Institucia suhlasi, Zze na Ziadost
a naklady spolognosti AbbVie vypracuju a podpiSu alebo
zabezpedia vypracovanie a podpisanie takych
dokumentov, a vykonaju také ukony, aké spolocnost
AbbVie povazuje za nevyhnutné avhodné na ziskanie
patentu alebo inej ochrany vlastnictva vysSie uvedeného
v mene spolo¢nosti AbbVie.

11. Inventions.

Any information, invention, data or discovery (whether
patentable or copyrightable or not), innovation,
communication or report, conceived, reduced to practice,
made, generated or developed by the Receiving Party
that either results from use of AbbVie Product, Study
Materials or results from conduct of the Study will be
promptly disclosed to AbbVie, assigned to AbbVie and
will be the sole property of AbbVie. Institution agrees,
upon AbbVie's request and at AbbVie's expense, to
execute or cause to have executed such documents and
to take such other actions as AbbVie deems necessary
or appropriate to obtain patent or other proprietary
protection in AbbVie's name covering any of the
foregoing.

12. Publikacie a prezentacie.

12. Publications and Presentations.

(a) Poziadavky na publikdciu. Pre podporu najvyssSich
Standardov vztahujucich na vedecké publikacie, sa
spolo¢nost AbbVie zavazuje zachovavat transparentnost’
a etickd prax publikacie.

(a) Publication Requirements. To foster the highest
standards of conduct related to scientific publications,
AbbVie is committed to transparency and ethical
publication practices.

(i) Publikacie riadené spolo€nostou AbbVie. Ak
je Prijimajuca strana autorom nejakej Vedeckej
publikacie (ako je definovana nizsie), ktord riadi
spolo¢nost AbbVie, Institicia sa zaviaze, zZe
zabezpedi, aby takato Prijimajuca strana
uzatvorila so spolo¢nostou AbbVie samostatnu
zmluvu, vktorej budu dalej vymedzené
povinnosti  autora. ,Vedecka  publikacia“
znamena akakolvek vedecka publikacia alebo
ozndmenie medicinskeho charakteru, ktoré sa
tyka vysledkov Studie a ma akukolvek formu,
okrem iného aj formu rukopisov, abstraktov,
plagatov, snimok alebo inych materialov
pouzivanych na Ucely prezentacii.

(i) AbbVie Managed Publications. If a
Receiving Party serves as an author on any
Scientific  Publication (as defined below)
managed by AbbVie, then Institution will
undertake to ensure that such Receiving Party
will enter into a separate agreement with
AbbVie that further defines author obligations.
“Scientific Publication” means any scientific
publication or medical communication regarding
Study results in any form including, without
limitation, manuscripts, abstracts, posters,
slides or other materials used for presentations.

(ii) Publikacie riadené Prijimajucou stranou. Ak
je  Prijimajica strana autorom Vedeckej
publikécie, ktora vyplynie zo Studie a ktor( riadi
Prijimajuca strana, Institacia poziada
Prijimajucu  stranu, aby do Materidlov
zverejiujucich  vysledky Studie (definované
nizSie) zahrnula nasledovné podakovanie
a zverejnenie finanénych informacii, priCom sa
zaroven dodrzia poziadavky kongresu/Casopisu
pri odovzdavani takychto materidlov: ,Tento
vyskum bol zadany a financovany spolo€nostou
AbbVie Inc. Spolo¢nost AbbVie navyse

(i) Receiving Party Managed Publications. If a
Receiving Party serves as an author on a
Scientific Publication emanating from the Study
managed by Receiving Party, Institution shall
require Receiving Party to include the following
acknowledgement language in any Study
Results Disclosure (defined below) and any
financial disclosure, subject to compliance with
congress/journal  submission  requirements:
“This research was sponsored and funded by
AbbVie Inc.” In addition, AbbVie recommends
compliance with the Recommendations for
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odporuca aj dodrzanie Odporucani vztahujucich
sa na Vedecké publikacie, ktoré su uvedené v
Prilohe B k tejto Zmluve, ktora je jej sucastou.

Scientific Publications set forth in Exhibit B
attached hereto and incorporated herein.

b) Postupy. Spolo&nost AbbVie ako zadavatel Studie si
ponechéva prvé pravo na zverejnenie vysledkov Studie
prostrednictvom Vedeckej publikacie alebo akéhokolvek
iného verejného materialu (kazdy z nich sa oznacuje ako
,Material zverejiujuci vysledky Studie“). Vzhladom na to
plati, Zze po (i) zverejneni Materialu spolo¢nosti AbbVie
zverejfiujuceho vysledky Studie; alebo (ii) dvanastich (12)
mesiacoch po dokonéeni alebo pred€asnom ukonceni
Stadie na vSetkych jej pracoviskach (podla toho, ktora
udalost nastane skoér), bude mat Prijimajuca strana
pravo pripravit aodovzdat UGdaje Stidie, ktoré
Prijimajuca strana vytvori na zaklade tejto Zmluvy, na
Ucely Vedeckej publikacie uréenej na zverejnenie
v primeranych vedeckych ¢&asopisoch alebo inych
odbornych publikaciach. Ak Prijimajuca strana pripravi
Material zverejnujaci vysledky Studie, Institdcia poskytne
alebo bude pozadovat, aby Prijimajuca strana poskytla
spolo¢nosti AbbVie lehotu najmenej Sestdesiat (60) dni
pred odovzdanim prace predstavujucej Material
zverejiujuci vysledky Studie, pricom spolo¢nost AbbVie
dostane aj navrh takéhoto materialu, aby si ho mohla
preStudovat avyjadrit knemu svoje pripomienky
s ciefom uistit sa, & vnom nie su uvedené nejaké
patentovatelné predmety alebo Dbéverné informacie
spolognosti AbbVie (okrem vysledkov Stadie, ktoré
vyhotovi Prijimajuca strana podla tejto Zmluvy).
Spoloc¢nost AbbVie vrati svoje pripomienky Prijimajucej
strane do Sestdesiatich (60) dni po prijati navrhu
Materialu zverejfiujuceho vysledky Studie (,Kontrolna
lehota”).  Prijimajuca strana  odlozi  zverejnenie
navrhovaného Materialu zverejiiujuceho vysledky Studie
o dalSich Sestdesiat (60) dni po uplynuti Kontrolnej
lehoty, ak ju oto spoloCnost Abbvie poziada, aby si
mohla zabezpedit patent alebo inu majetkovi ochranu
(.Odkladacia _lehota). Indtiticia suhlasi a bude
pozadovat, aby aj Prijimajuca strana suhlasila s utajenim
navrhovaného Materialu zverejfiujuceho vysledky studie,
ato az do uplynutia Kontrolnej lehoty aak si ju
spolognost AbbVie uplatni, tak aj do uplynutia
Odkladacej lehoty. Institicia suhlasi a bude pozadovat,
aby aj Prijimajuca strana slhlasila stym, Ze na
pripomienky spolo€nosti AbbVie sa bude nalezite
prihliadat a ze Doverné informacie spolo¢nosti AbbVie
(okrem vysledkov Studie vytvorenych na zéklade tejto
Zmluvy) budd odstranené zo vsSetkych Materialov
zverejiujucich vysledky stadie. Ak sa budd nazory
Institucie alebo Prijimajucej strany a spolo€nosti AbbVie
alebo ich interpretacia udajov v Materidli zverejfiujucom
vysledky Studie lisit, strany takéto rozdiely vyrieSia
v dobrej viere prostrednictvom primeranej vedeckej
diskusie.

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

13. Prehlasenia a zaruky.
Institacia prehlasuje a zaru€uje sa, Ze:

13. Representations and Warranties.
Institution represents and warrants that:

(a) podmienky tejto Zmluvy si platnymi a zavaznymi

(a) the terms of this Agreement are valid and binding
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povinnostami Institicie, a nie su v rozpore s akoukolvek
inou zmluvnou alebo zakonnou povinnostou Institacie
alebo Skusajuceho, ani v rozpore s politikami a postupmi
Institicie alebo polittkami a postupmi akejkolvek
institacie alebo spolo¢nosti, s ktorou je Institucia alebo
Skudsajlci prepojeny;

obligations of Institution, and are not inconsistent with
any other contractual or legal obligation it or Investigator
may have or with Institution’s policies and procedures or
the policies and procedures of any institution or company
with  which each of Institution or Investigator is
associated;

(b) poskytovanie sluzieb Institiciou a prijatie odmeny,
vratane prijatia stravného a/alebo nahrady za primerané
naklady vynalozené na stretnutia skusajucich alebo iné
stretnutia pozadované spolo¢nostou AbbVie, ktoré mozu
byt poskytnuté Skusajucemu alebo Institucii (vratane jej
zamestnancov a zastupcov) podla tejto Zmluvy, je
v sllade so vSetkymi polittkami a postupmi Institucie,
aze poskytovanie takychto sluzieb zo strany
Skusajuceho nepredstavuje konflikt zaujmov s ostatnymi
sluzobnymi povinnostami Skusajuceho;

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

(c) SkuSajuci dostal od Institicie vSetky poZadované
pisomné alebo iné opravnenia na poskytovanie sluzieb
a prijatie stravného a/alebo nahrady za primerané
naklady, ktoré mu vznikli v sdvislosti so stretnutiami
skusajucich alebo inymi stretnutiami  pozadovanymi
spolo¢nostou AbbVie, ktoré mézu byt Skusajucemu
poskytnuté podla tejto Zmluvy;

(c) Investigator has received any required authorization,
written or otherwise, from Institution for Investigator’s
performance of the services and acceptance of any
meals and/or reimbursement of reasonable expenses for
investigator meetings or other AbbVie required meetings,
which may be provided to Investigator hereunder;

(d) Ak pocas trvania tejto Zmluvy ukonéi SkuSajuci
pracovny pomer s InStiticiou, InStiticia bude
bezodkladne informovat’ spolo¢nost AbbVie pisomnou
formou a ziska pisomné vyjadrenie nového
zamestnavatela Skusajuceho, Ze bol informovany o
Gdasti Skusajuceho v Studii podla podmienok tejto
Zmluvy.

(d) If Investigator leaves Institution’s employment during
the Term, then Institution will promptly notify AbbVie in
writing and will obtain a written acknowledgement by
Investigator's new employer that Investigator is
participating in the Study under the terms of this
Agreement;

(e) Institicia a Skusajaci maju skusenosti, schopnosti,

primerany pocCet uCastnikov a zdroje, okrem iného
vratane dostatocného personalu avybavenia, na
efektivne  aprimerane rychle vykonanie Stidie

profesionalnym a kompetentnym spésobom;

(e) Institution and Investigator have the experience,
capabilities, adequate subject population, and resources,
including but not limited to sufficient personnel and
equipment, to efficiently and expeditiously perform the
Study in a professional and competent manner;

(f) vSetci spoluskisajici, ktorych Institdcia vyuzije pri
Stadii, budG vybrani na zaklade zvéZenia tychto
skuto€nosti: (i) Skolenia a odborné znalosti v prislusnych
oblastiach, (i) vhodné vyskumné zariadenia, (iii)
skusenosti s prislusnym stborom Gg&astnikov Studie, aby
mal spolusku$ajuci primerane vysoku pravdepodobnost
naboru vhodnych uc¢astnikov vyskumu a ich zotrvania do
dokonéenia Studie; (iv) predchadzajuci vedecky vyskum
alebo klinické skusenosti; a (v) schopnost vykonat
Stadiu v stlade s plathnymi  pravnymi  a regulagnymi
poziadavkami,

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

(9) (i) Skasajuci ma aktualnu a platna lekarsku licenciu
v jurisdikcii, v ktorej sa Klinicka $tudia uskuto¢nuje, (ii)
tato licencia nebola nikdy odnata, jej platnost nebola
nikdy obmedzena alebo pozastavené lekarskou komorou
alebo inym organom vydavajicim licencie, (iii) jeho
opravnenie alebo spdsobilost” vykonavat lekarsku prax
nebolo nikdy zruSené, obmedzené alebo pozastavené
zdravotnickym zariadenim alebo inym poskytovatelom
zdravotnickych sluzieb, a (iv) podla svojho najlepSieho
vedomia SkuSajuci nie je podrobeny Ziadnemu

(@) (i) Investigator has a current and valid medical
license in the jurisdiction in which the Study is being
performed, (ii) such license has never been revoked,
restricted, or suspended by a medical board or other
licensing agency, (iii) his/her privileges or ability to
practice have never been revoked, restricted, or
suspended by a health care institution or other provider
of health care services, and (iv) to the best of his/her
knowledge, Investigator is not under an investigation that
could lead to a revocation, restriction, or suspension of
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vySetrovaniu, ktoré by mohlo mat za nasledok odnatie,
obmedzenie alebo pozastavenie jeho lekarskej licencie
alebo opravnenia alebo spdsobilosti vykonavat' lekarsku
prax v zdravotnickom  zariadeni alebo uiného
poskytovatela zdravotnickych sluzieb. V pripade, Ze
poCas doby platnosti tejto Zmluvy dbojde kzmene
niektorej z uvedenych skutognosti, Institicia bude o tom
spolo¢nost AbbVie bezodkladne informovat, pricom
spolo¢nost  AbbVie je opravnena tuto Zmluvu
bezodkladne vypovedat; a

his/her medical license, or equivalent, or privileges or
ability to practice at a health care institution or other
provider of health care services. In the event that any of
foregoing occurs, Investigator shall immediately notify
AbbVie, and AbbVie shall have the right to immediately
terminate this Agreement;

(h) Indtitucia zabezpeti, Zze Skusajuci ziadnym spdsobom
nepozmeni svoj bezny postup pri predpisovani lieCby
pacientovi a nebude Ziadnym spdsobom ovplyvneny
predpisat  produkt spoloénosti AbbVie namiesto
akejkolvek inej terapie z dévodu prebiehajicej Studie
alebo platby Institicii alebo nejakej kompenzacii od
spolo&nosti AbbVie za vedenie Studie;a.

(h) Institution shall ensure that Investigator does not
alter in any way Investigator's normal practice for
prescribing medications to patients or be influenced in
any way to prescribe an AbbVie product in place of any
other therapy due to the conduct of this Study or
payment to Institution of any compensation from AbbVie
for conducting this Study; and

(i) ak v priebehu Doby platnosti tejto Zmluvy nastan(
vyznamné zmeny s ohfadom na okolnosti tejto Zmluvy
(t.j. dojde k zmene politiky alebo postupu, ktora sa da
doévodne vykladat ako ovplyvnenie vhodnosti UcCasti
Institlcie alebo Skus$ajuceho na tejto Zmluve), Institacia
suhlasi, Zze bude okamzite o takychto zmenach pisomne
informovat spolo¢nost AbbVie.

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

14. Doba platnosti a ukonéenie.

14. Term and Termination.

(@) Tato Zmluva bude ucinna od Datumu ucinnosti
a straca platnost diiom, ktory nastane neskér: (i) jeden
(1) rok od Datumu ucinnosti, (ii)defi uzamknutia
databazy k Studii v pripade registracie Ggastnikov podla
tejto Zmluvy, alebo (iii) defi splnenia vSetkych povinnosti
stran podla tejto Zmluvy (dalej len ,Doba plathosti“),
pokial nebude ukon&end skér ako je uvedené nizSie.

(@) This Agreement will be effective on the Effective
Date and shall expire on the later of: (i) one (1) year from
the Effective Date; (ii) the date of Study database lock if
there is subject enrollment under this Agreement; or (iii)
the date of completion of all the obligations of the parties
hereunder (the “Term”), unless terminated earlier as
provided below.

(b) spolocnost AbbVie mbdze tato Zmluvu ukongit
kedykolvek po zaslani pisomnej vypovede. Kazda zo
stran méze ukoncit tuto Zmluvu po zaslani pisomnej
vypovede druhej strane, ak: (A) druha strana porusila
podstatni podmienku tejto Zmluvy, alebo (B) v pripade
ukonégenia Studie zo strany niektorého $tatneho alebo
regulaéného organu;

(b) AbbVie may terminate this Agreement at any time
upon written notice. Either party may terminate this
Agreement  upon written notice to the other party if: (A)
the other party has breached a material term of this
Agreement; or (B if the Study is terminated by any other
governmental or regulatory authority;

(c) Ukoncenie alebo uplynutie platnosti tejto Zmluvy
nebude mat vplyv na akékolvek prava alebo povinnosti,
ktoré vznikli pred jej uzatvorenim. V pripade ukoné&enia
tejto Zmluvy Institucia nalezite ukonci uCast vSetkych
dovtedy zaregistrovanych Géastnikov v , Studii.

(c) Termination or expiration of this Agreement will not
affect any rights or obligations which have accrued prior
thereto. In the event of termination of this Agreement,
Institution discontinue all then-enrolled subjectsfrom the
Study.

15. Poistenie. Obe strany suhlasia, Ze uzatvoria poistnu
zmluvu alebo zmluvy alebo vlastné poistenie, ktoré bude
dostadujuce na uspokojenie prislusnych povinnosti
a zavazkov podfa tejto Zmluvy v takom rozsahu, v akom
su tieto povinnosti a zavazky komeréne poistitelné. Obe
strany dalej suhlasia, Ze poskytnu pisomny doklad
o takomto poisteni (vratane osvedcenia o poisteni alebo
inych dékazov o primeranych zarukach) druhej strane do
siedmich (7) pracovnych dni odo dna prijatia pisomnej
Ziadosti druhej strany.

15. Insurance. Each party agrees to maintain a policy or
policies of insurance or self-insurance sufficient to satisfy
its respective duties and obligations under this
Agreement to the extent such duties and obligations are
commercially insurable. Each party further agrees to
provide written evidence of such insurance (including
certificates of insurance or other evidence providing
reasonable assurances) to the other party within seven
(7) business days following receipt of written request by
the other party therefore.
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16. Vylu€enie a vyradenie.

Indtiticia vyhlasuje a zaruCuje, Zze nie je a na
vykonavanie sluzieb podfa tejto Zmluvy nebude priamo
ani nepriamo najimat ziadnu osobu (okrem iného ani
SkuSajuceho a vedlajSich sku$ajucich), ak sa na takuto
osobu niekedy v minulosti alebo momentalne alebo
podla najlepSich vedomosti Institicie vztahuje konanie,
v dosledku ktorého by sa dana osoba mohla stat (podla
pouzitelnosti) (a) osobou, ktorej urad FDA pozastavil
¢innost podfa hlavy 21 U.S.C. § 335a alebo ktorej
pozastavil €innost iny kompetentny organ; (b) vyradenou
osobou, osobou s pozastavenou &innostou, preruSenou
¢innostou alebo osobou inak nespdsobilou na ucast
v miestnych alebo federalnych programoch zdravotnej
starostlivosti v USA alebo v miestnych alebo federalnych
programoch v USA, ktorych suéastou je alebo nie je
obstaravanie; (c) osobou uvedenou vzozname FDA
obsahujucom vyluéenych klinickych skusajucich alebo
klinickych skusajucich s obmedzenim ¢innosti; alebo (d)
osobou usvedCenou z trestného &inu, ktory spada do
rozsahu hlavy 42 U.S.C. § 1320a-7(a), alebo platnych
miestnych zakonov, ale ktord eSte nebola vylucena,
nebola jej pozastavena alebo prerusena c&innost, ani
nebola inak vyhlasena za nespésobild. Ak Institlcia
dostane oznamenie alebo sa inym spdsobom dozvie
o pozastaveni  &innosti, navrhovanom pozastaveni
Cinnosti alebo inom vynati, preruSeni c&innosti,
obmedzeni alebo sankcii, ktord sa vztahuje na fiu alebo
niektord osobu poskytujicu sluzby v sivislosti s plnenim
tejto Zmluvy, okamzite otom bude informovat
spolo¢nost AbbVie a spolo¢nost AbbVie bude mat pravo
tuto Zmluvu okamzite vypovedat.

16. Debarment and Exclusion.
Institution represents and warrants that it is not, and it

will not engage, directly or indirectly, any person
(including, without limitation, the Investigator and
subinvestigators) to perform services under this

Agreement if that person has ever been, is currently, or,
to the best of Institution’s knowledge, is the subject of a
proceeding that could lead to that person becoming, as
applicable, (a) debarred by the FDA under 21 U.S.C. §
335a or by any other competent authority; (b) excluded,
debarred, suspended, or otherwise ineligible to
participate in 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
but has not yet been excluded, debarred, suspended, or
otherwise declared ineligible. In the event that Institution
receives notice of, or otherwise becomes aware of, the
debarment, proposed debarment or such other
exclusion, suspension, restriction or sanction of itself or
any person providing services in connection with the
performance of this Agreement, Institution shall notify
AbbVie immediately and AbbVie shall have the right to
immediately terminate this Agreement.

17. Nezavisly dodavatel.

Kazdy vztah Institicie so spolo€nostou AbbVie podfa
tejto Zmluvy je vztahom nezdvislého dodavatela,
a Indtiticia neméa opravnenie zavéazovat spolo¢nost
AbbVie alebo konat' v jej mene.

17. Independent Contractor.

Institution’s relationship to AbbVie under this Agreement
is that of an independent contractor, and neither
Institution has no authority to bind or act on behalf of
AbbVie.

18. Postupenie.

Intiticia nesmie tato Zmluvu postupit Ziadnej inej
strane ani nesmie preniest povinnosti Intitucie podla
tejto Zmluvy na subdodavatela bez predchadzajuceho
pisomného suhlasu spolo€nosti AbbVie

18. Assignment.
Institution may not assign this Agreement to any other

party, nor may Institution subcontract any of Institution’s
obligations hereunder, without AbbVie's prior written
consent.

19. Spoluskusajuci.

IntitGcia nebude vyuZivat na Studiu Ziadnych
spoluskusajucich bez predchadzajiceho pisomného
suhlasu spolo&nosti AbbVie, a to len na zaklade zmluvy
s Indtituciou, ktord zabezpedi, Ze spoluskusajuci bude
dodrziavat vSetky podmienky tejto Zmluvy.

19. Subinvestigators.
Institution will not use any subinvestigator for the Study

without AbbVie's prior written consent, and only upon
Institution’s agreement to ensure any subinvestigator’s
compliance with the terms and conditions of this
Agreement

20. Oznamenia.

Akékolvek oznamenia, ktoré sa pozaduju alebo inak
uskutoCiuju podfa tejto Zmluvy, musia byt v pisomnej
forme, doru€ené osobne alebo zaslané doporucenou
poStou s doruenkou, alebo prostrednictvom uznanej
kuriérskej sluzby, alebo faxom s potvrdenim prijatia
riadne adresované druhej strane na adresu uveden(
nizSie. Oznamenia budu povazované za dorucené (a)

20. Notices.

Any notice required or otherwise made pursuant to this
Agreement shall be in writing, personally delivered or
sent by certified mail, return receipt requested, or
recognized courier service, properly addressed, or by
facsimile with confirmed answer-back, to the other party
at the address set forth below. Notices shall be deemed
effective (a) on the date received if personally delivered
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v defl dorucenia v pripade osobného dorucenia alebo
zaslania doporu¢enou postou alebo uznanou kuriérskou
sluzbou, alebo (b) v den potvrdenia prijatia v pripade
odoslania faxom.

Pre Institlciu:

Prof. MUDr. Milos Jesenak, PhD.,

Klinika deti a dorastu, Ambulancia klinickej imunologie a
alergolégie

Univerzitna nemocnica Martin

Kollarova 2

036 59 Martin

Slovenska republika
phone: NN
Pre AbbVie:
AbbVie s.r.o.
attn.
Metronom Business Center, Bucharova 2817/13, 158 00

Praha 5 — Nové Butovice, Ceska republika
Phone:

or sent by certified mail or recognized courier, or (b)
upon the date of confirmed answer-back if sent by
facsimile.

If to Institution:

Prof. MUDr. Milo§ Jesenak, PhD.,

Klinika deti a dorastu, Ambulancia klinickej imunolégie a
alergologie

Univerzitnd nemocnica Martin

Kollarova 2

036 59 Martin

Slovak Republic
phone: NN

If to AbbVie:
AbbVie s.r.o.
k rukam:
Metronom Business Center, Bucharova 2817/13, 158 00
Praha 5 — Nové Butovice, Czech Republic

phone: [

s kopiou na:

Section Head, R&D, Alliance Management and
Transactions

Dept. V323

AbbVie Inc.

1 N. Waukegan Road

North Chicago, IL 60064

U.S.A

with a copy to:

Section Head, R&D, Alliance Management and
Transactions

Dept. V323

AbbVie Inc.

1 N. Waukegan Road

North Chicago, IL 60064

U.S.A.

21. Pretrvanie v platnosti.

Bez ohladu na ukoncenie tejto Zmluvy z akéhokolvek
doévodu, zostanu prava a povinnosti, ktoré podla
podmienok tejto Zmluvy pretrvaju ukonéenie Zmluvy,
v plnej platnosti a uinnosti.

21. Survival.

Notwithstanding termination of this Agreement for any
reason, rights and obligations which by the terms of this
Agreement survive termination of the Agreement, will
remain in full force and effect.

22. Oddelitelnost.

Ak je akékolvek ustanovenie, pravo alebo opravny
prostriedok podla tejto Zmluvy povazovany sudom
prislusnej jurisdikcie za nevymahatelny alebo neugcinny,
platnost a vymahatelnost’ ostatnych ustanoveni zostane
nedotknuta.

22. Severability.
If any provision, right or remedy provided for herein is

held to be unenforceable or inoperative by a court of
competent jurisdiction, the validity and enforceability of
the remaining provisions will not be affected thereby.

23. Rovnopisy.
Tato Zmluva mdze byt vyhotovena v lubovolnom pocte

rovnopisov, z ktorych kazdy sa bude povazovat za
original aktoré spolu tvoria jednu atd istd zmluvu.
Strany potvrdzujd, Ze originalny podpis alebo jeho kopia
prenesena faxom alebo v PDF bude na ucely tejto
Zmluvy povazovana za originalny podpis.

23. Counterparts.
This Agreement may be executed in any number of

counterparts, each of which shall be deemed to be an
original, and all of which together shall constitute one
and the same agreement. Each party acknowledges that
an original signature or a copy thereof transmitted by
facsimile or by PDF shall constitute an original signature
for purposes of this Agreement.

24. Rozhodné pravo.
Tato Zmluva sa riadi a interpretuje v stlade s pravnym

poriadkom Slovenskej Republiky, s vynimkou jeho
ustanoveni o konflikte pravnych poriadkov.

24. Governing Law.
This Agreement shall be governed by and construed in

accordance with the laws of the Slovak Republic,
excluding its conflicts of laws provisions.

25. Uplna dohoda.
Tato Zmluva, vratane vSetkych jej priloh, obsahuje Uplné

25. Entire Agreement.
This Agreement, including all exhibits hereto, contains
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dojednanie stran vo vztahu k predmetu tejto Zmluvy
a nahradza vSetky predchadzajuce dohody a zavazky vo
vztahu k nej. V pripade akychkolvek pochybnosti je
rozhodujlica slovenska verzia Zmluvy. Tato Zmluva
moze byt zmenena len pisomou dohodou podpisanou
oboma stranami.

the entire understanding of the parties with respect to the
subject matter herein and supersedes all previous
agreements and undertakings with respect thereto. The
Slovak language version of this Agreement shall govern
all disputes hereunder. This Agreement may be modified
only written agreement signed by the parties.

26. Osvedcenie o finanénom oznameni.

Pred zadatim Studie Institicia zabezpeéi, Ze véetci jej
SkuSajuci a spoluskd$ajaci  vyplnia a odovzdaji
spolo¢nosti AbbVie Osved&enie o finanénom oznameni.

26.Financial Disclosure Certification.

Prior to the initiation of the Study, Institution will ensure
that each of Investigator and any
subinvestigatorcompletes and returns to AbbVie the
Financial Disclosure Certification.

NA ZNAK SUHLASU strany tito Zmluva
o epidemiologickej Studii podpisuju riadne
splnomocnenymi zastupcami.

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

AbbVie s.r.o.

By/V zastlpeni:

Name/Meno: MUDr. Branislav Trutz
v.z. Miroslava Stodolicova, MBA/ upon a power of
attorney / na zakladé pIné moci

Title/Funkcia: General manager/ generalny riaditel
Date/Datum:

Univerzitnd nemocnica Martin

By/V zastupeni:

Name/Meno: MUDr. DuSan Krkoska, PhD., MBA
Title/Funkcia: Director / Generalny riaditel’

Date/Datum:

Read and acknowledged / Pfecetl jsem a souhlasim

Univerzitnd nemocnica Martin

By/V zastupeni:

By/podpis:

Name/Meno: Prof. MUDT. Milo$ Jesefiak, Ph.D. Name/Meno:

Title/Funkcia: Principal Investigator / Skusajdci Title/Funkcia:

Date/Datum: Date/Datum:
PRILOHA A ’ROZPOCET EXHIBIT ABUDGET
DOJZ)ATOK 1K PRILOI:|E A ] ATTACHMENT 1 TO EXHIBIT A
PRILOHA B POZIADAVKY NA VEDECKE | EXHIBIT B REQUIREMENTS FOR SCIENTIFIC
PUBLIKACIE PUBLICATIONS
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EXHIBIT A

BUDGET - Institution

Univerzitna nemocnica Martin
INSTITUTION
Univerzitna nemocnica Martin, Kollarova 2, 036 59 Martin, Slovakia
ADDRESS
pHONE NumBER |
DRUG: not applicable PROTOCOL: ESSENTIAL-AD Visits: Screening
through week
Total estimated visits per subject (including follow-up visit, if required) 1
Number of subjects at Institution required per Protocol/Study 8
Total per subject cost (see Attachment 1 to Exhibit A, per subject breakdown; payments to be
made per the Subject Visit Payments schedule, described below) 30 EUR

Total cost for all subjects 240 EUR

Administrative fee 2.000 EUR for administrative and legal costs associted with Study. This
payment will be made by Sponsor on the basis of an invoice issued by Institution within 10 days 2000 EUR
from contract signature with a due date of 45 days from the invoice issuing.

TOTAL COMPENSATION (Not to Exceed)

VAT TAX: Parties agree that if Institution is VAT registered in accordance with the applicable tax
Laws, AbbVie will remit in addition to the fees set forth in the Budget the amount of the appropriate 2240 EUR
VAT tax indicated in the VAT invoice issued by Institution.

I —

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

Subject Visit Payments:

Payments will be made following enrollment of the first subject and will be made in the following installments:

(a) first payment will be made within 3 months of the enrollment of the first subject for all subjects who have

completed the first visits;

i) remaining payment will be made upon receipt of all completed CRFs.

Payments will be made after data is entered by Investigator into the CRFs and reviewed by AbbVie, and will
correspond to amounts listed in Attachment 1 to Exhibit A. Institution understands that such payments are subject
to subsequent verification by AbbVie and will be adjusted per the Compensation Section of the Agreement if
necessary.

PAYMENT INFORMATION:
Payee: Univerzitnd nemocnica Martin

Name and address of the payee

- INSTITUTION: Univerzithd nemocnica Martin, Kollarova 2, 036 59 Martin, Slovak Republic

Name and e-mail address of

payee contact person -
INSTITUTION, for receiving | [ RN

detailed payment information:
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Bank details — Institution

Name of account: Univerzitnd nemocnica Martin
Address: Kollarova 2, 036 59 Martin, Slovakia
ID: 00365327

VAT ID: SK2020598019

Name of Bank:
Address of Bank:
Account number:
Code of Bank:

swirT code (BIC): [ GG
IBAN (International Bank Account Number): _

Individual’s Name and Address
to receive Invoices at AbbVie:

, AbbVie s.r.o0., Metronom Business Center, Bucharova
2817/13, 158 00 Praha 5 — Stodulky, Czech Republic

(Information must be accurate for FDA purposes)
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Attachment 1 to Exhibit A

Study Budget Breakdown - Institution

Visits Fee Per completed CRF/visit
Visit V1 30 EUR
Total per subject cost 30 EUR
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PRILOHA A

ROZPOCET - Instittcia

INSTITUCIE Univerzitnd nemocnica Martin

ADRESA

Univerzitna nemocnica Martin, Kollarova 2, 036 59 Martin, Slovenska republika

TELEFONNE CISLO

. Navstévy:
LIECIVO: not applicable PROTOKOL: ESSENTIAL-AD Skrining v
priebehu tyzdia
Odhad celkového poctu navstev na jedného pacienta (vratane naslednej navstevy, ak je potrebné) 1
Poget pacientov v Inétiticii poZzadovanych podra Protokolu / Studie 8
Celkové naklady na jedného pacienta (viz Priloha 1 ku vzoru A, polozky na jedného pacienta; platby,
ktoré sa vykonaju podla cennika Splatky za navétevu pacienta, viz opis niZ$ie) 30 EUR
Celkové néklady na v§etkych pacientov 240 EUR
Administrativny poplatok 2.000 EUR za administrativno-pravne néklady spojené se Studii. Tato platba
bude uhradena zadévatelom na zaklade faktury vystavenej zdravotnickym zariadenim do 10 dni od 2000 EUR
podpisu zmluvy s lehotou splatnost 45 dni od jej vystavenia.
CELKOVA ODMENA (ktora nebude prekroéena)
DPH: Strany suhlasia, Zze v pripade, Ze je Institlicia registrovana k DPH na zaklade prislusnych 2240 EUR
danovo-pravnych predpisov, spoloénost’ AbbVie nad ramec sum definovanych v Rozpoctu

uhradi tiez Ciastku Erl’sluéne'! DPH uvedenu vo fakture vEstavene'! Institlciou.

CENNIK PLATIEB ZA NAVSTEVY PACIENTOV: Platby budi vykonané nasledovne, v stlade s § 6 (Odmena) tejto
zmluvy:

Platby budu vykonané nasledovne po zaradeni prvého subjektu:

(A) prva platba sa uskuto¢ni po¢as 3 mesiacov po zaradeni prvého subjektu pre vSetky subjekty, ktoré dokongili
prva navstevu

(B) zostavajlce platby budu vykonané po obdrzani Gplne vypinenych CRF.

Platby budu vykonané po vyplneni dat skusajucim do CRF, po ich kontrole spolo¢nosti AbbVie a iba suhlasia Ak platba s
sumami podla dodatku 1 Prilohy A. Poskytovatel zdravotnych sluZieb je uzrozumeny s tym, Ze tieto platby je mozné
nasledne skontrolovat spolo¢nosti AbbVie a mozno ich v pripade nutnosti upravit podla oddielu 6 (c) ("Nahrada") tejto
zmluvy.

INFORMACIE O PLATBE:

Prijemca platby:
Univerzitnd nemocnica Martin

Meno a adresa prijemca platby - |Univerzitna nemocnica Martin, Kollarova 2, 036 59 Martin, Slovenska republika
INSTITUCIE:

Meno a e-mailova adresa
kontaktnej osoby prijemca

platby — INSTITUCIE, pre
prijimanie detaiinych informacit | AR

o0 platbe:
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Nazov uctu: Univerzitna nemocnica Martin

Adresa: Kollarova 2, 036 59 Martin, Slovenska republika
IC: 00365327

DIC (VAT): SK2020598019

Bankové spojenie - INSTITUCIE |[Nazov banky:
Adresa banky:

Cislo ugtu:
Kéd banky:
SWIFT code (BIC): _

IBAN (International Bank Account Number): _

Meno a adresa osoby, ktora _ AbbVie s.r.0., Metronom Business Center, Bucharova
bude prijimat’ faktary v 2817/13, 158 00 Praha 5 — Nové Butovice, Ceska Republika
spolo¢nosti AbbVie:

(Informacie musia byt presné na ucely FDA)
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Dodatok 1 k Prilohe A

Rozpis podla subjektov

Néavsteva Platba_za kompletizaciu CRF/visit
Visit 1 30 EUR
Celkové néklady na 1 subjekt 30 EUR
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PRILOHA B

EXHIBIT B

POZIADAVKY NA VEDECKE PUBLIKACIE

REQUIREMENTS FOR SCIENTIFIC PUBLICATIONS

1. Kritérid pre autorstvo. Na zaklade smernice
Medzinarodného vyboru vydavatelov lekarskych Casopisov
(dalej len ,ICMJE®) sa uznanie autorstva musi zakladat na:

1. Criteria for Authorship. Based on the guidelines of
the International Committee of Medical Journal Editors
(ICMJE), authorship credit must be based on:

a. Vyznamnych prispevkoch ku koncepcii a navrhu, alebo
ziskavaniu Udajov, alebo ich analyze a interpretacii; a

a. Substantial contributions to conception and design, or
acquisition of data, or analysis and interpretation of data;
and

b. Vypracovani alebo revizii ¢lanku s vyznamnym
intelektualnym obsahom; a

b. Drafting or revising the article for important intellectual
content; and

c. Kone&nom schvaleni verzie na publikovanie; a

c. Final approval of the version to be published; and

d.. Zmluve o zodpovednosti za vSetky stranky prace pri
zabezpeCovani toho, aby boli vSetky otazky tykajuce sa
presnosti alebo celistvosti ktorejkolvek Casti prace primerane
preskimané a vyrieSené.

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

Osoba musi pre udelenie autorstva splinit vSetky Styri vyssie
uvedené kritéria.

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

2. Uznanie lekarov a inym prispievatelov. Osoby, ktoré
vyznamne prispeli k Stadii alebo Vedeckej publikacii, ale
nespinaju kritéria pre uznanie autorstva uvedené vyssie, by
mali byt uvedené v €asti uznanie s uvedenim zdroja finan¢nej
podpory udelenej takymto prispievatefom. VSetky osoby musia
dat pisomny suhlas s menovanim ich osoby v uznani.

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

3. Informacie  zverejfiované autormi. V  zaujme
transparentnosti a zachovania €¢o najvys$Sich noriem spravania
by autori mali zverejnit’ vSetky finan¢né, odborné alebo osobné
vztahy, ktoré by sa mohli vnimat ako prekazka objektivnosti
prace autora podla noriem ICMJE, podla toho, ako su
pouzitelné. Kazdé zverejnenie informacii by malo: (a) opisovat
vztah autora k spolo¢nosti AbbVie; (b) opisovat pripadnu rolu
spolo¢nosti AbbVie vo vztahu k navrhu Studie, vyskumu,
analyze, zhromazdovaniu udajov, interpretacii udajov alebo
priprave, revizii alebo schvalovaniu Vedeckej publikacie a (c)
uvadzat osoby, ktoré poskytli redakénu alebo ina technicku
pomoc vo vztahu k Vedeckej publikacii a zverejnit zdroj
financovania takejto pomoci.

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

4. Zavazok vyvazeného a v€asného zverejfiovania.
VSetky Vedecké publikacie by mali byt zverejnené véas, v
stlade s normami odvetvia a mali by vedecké informacie
prezentovat presnym a vyvazenym spbsobom, ktory
nevyluCuje alebo neprimerane nezfahluje negativne
informacie tykajuce sa bezpelnosti alebo zdravia.

4. Commitment to Balanced and Timely Publication.
All Scientific Publications should be published in a timely
manner, in accordance with industry standards, and present
scientific information in an accurate and balanced way that
does not exclude or inappropriately downplay negative
safety or health information.
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5. Utajenie. Autori by mali zabezpecit, aby | 5. Privacy. Authors should ensure that the

pacient(i)/a¢astnik (uc€astnici) poskytli vyslovny pisomny
stuhlas s tym, aby boli vo Vedeckej publikacii uvedené
informacie, na zaklade ktorych mozno zistit ich totoznost.

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

6. Nadbyto€na publikacia. Duplicitna alebo nadbytocna
Vedecka publikacia vysledkov  Stadie v asopisoch
kontrolovanych odbornikmi z rovnakého odvetvia (,peer-
reviewed“) sa neodporuca. Vedecké publikacie, ktoré by sa
najprv mohli javit ako nadbyto¢né alebo duplicitné, su
prijatelné, ked ich povoluje politika vedeckého kongresu alebo
ich schvalia prislusné cCasopisy, ato za nasledujucich
okolnosti: (a) zamerom je podelit sa 0 ne s inym alebo SirSim
publikom; (b) Vedecka publikacia predstavuje Uplny zaznam
predchadzajucej predbeznej Vedeckej publikacie; (c)
predchadzajuca Vedecka publikacia bola zverejnena v registri
klinickych  skdsani; (d) Vedecka publikdcia obsahuje
sekundarnu alebo nova analyzu predtym zverejnenych udajov;
a (e) Vedecka publikacia je prekladom uz zverejnenej
Vedeckej publikacie do nového jazyka.

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