Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica]
[MUDr. Skladany, PhD.]

M13-862

[July 10, 2013]

ZMLUVA O KLINICKEJ STUDII

AbbVie s.r.o., Karadzi¢ova 10, 821 08 Bratislava, Slovenska
republika, 1CO 46640231, DIC 2023529057, DIC DPH
SK2023529057, Statutarny zastupca MUDr. Branislav Trutz,
spoloénost' registrovana v OR vedenom Okresnym stdom
v Bratislave 1., defl zapisu 11.5.2012 (dalej len ,AbbVie") si
zela, aby FakultndA nemocnica s poliklinikou F. D.
Roosevelta Banska Bystrica, Nam. L. Svobodu 1, 975 17
Banska Bystrica, ICO 165 549, DIC: 2021095670, ICDPH:
SK2021095670, zriadena Zriadovacou listinou Ministerstva
zdravotnictva SR ¢. 1842/90-A/ll-1 z 18.12.1990, Statutarny
zastupca MUDr. Vladimir Balaz, PhD. (dalej len ,Institacia“)
vykonala klinickd $tadiu (dalej len ,Studia") vo vztahu k
produktu ABT-450/Ritonavir/ABT-267, ABT-333 (dalej len
,Produkt, ktory je predmetom $tudie") s t€innostou odo dna,
kedy je tato Zmluva o klinickej $tadii (dalej ten ,Zmluva")
podpisand oboma stranami (dalej len ,Datum G€innosti").
S prihliadnutim na vzajomné prisfuby uvedené v tejto Zmluve
sa strany dohodli nasledovne:

1. Vykonanie Stadie.

(a) Institacia a Skusajuci (definovani nizdie) vykonaju Stadiu
v stlade s podmienkami tejto Zmluvy av prisnom sulade
s Protokolom ¢&. M13-862 s nazvom ,Randomizovana,
otvorena §tudia s cielom posudit ucinnost a bezpelnost

pripravkov ABT-450/ritonavir/ABT-267 a ABT-333
podavanych spolo¢ne s ribavirinom v porovnani s
telaprevirom  podavanym spoloéne s  pegylovanym

interferonom a-2a a ribavirinom pri lie¢be uz lie¢enych
dospelych pacientov s virusovou infekciou chronickej
hepatitidy C, genotypu 1 (MALACHITE )" (dalej len
.Protokol'), ktory mbdze spoloCnost AbbVie priebeZzne
pisomne zmenit, a akymikolvek inymi pisomnymi pokynmi,
ktoré moze spolocnost’ AbbVie poskytnut' Institacii. Skusajuci
tymto potvrdzuje, Ze si predital a porozumel Protokolu, ¢o
Skusajuci potvrdil svojim podpisom v Zmluve so sku$ajucim,
ktora je sucCastou Protokolu, ktory médze byt priebezne
zmeneny, a na vSetky ktoré sa tato Zmluva odkazuje.

(b) Obdobie naboru do $&tudie je Styridsatpat (45)
kalendarnych dni od datumu aktivacie centra (‘Obdobie
naboru"). Inétitucia zaradi $est' (6) ucastnikov pocas obdobia
naboru. Bez predchadzajuceho pisomného suhlasu AbbVie
Inétitdcia: (i} nezaradi (€astnika mimo obdobia naboru, alebo
(i) nezaradi viac ako $est (6) u€astnikov . Ak AbbVie schvali
dodatoéné obdobie naboru , skudajuci nesmie zaradit' viac
ako dvanast (12) Geastnikov.

(b)  Spolo¢nost AbbVie mbdze tuto Zmluvu okamzite
vypovedat v stlade s podmienkami uvedenymi v tejto
Zmluve, ak: (i) InStitlcia nezabezpeli v nabore minimalne
jedného (1) ucastnika do tridsiatich piatich (35) mesiacov od
dodania Produktu, ktory je predmetom 3tadie; (ii) schvalenie
IRB alebo EC (definovany niZ$ie) sa neziska do Siestich (6)
tyzdriov od prijatia v8etkych potrebnych materidlov, ktoré sa
predkladaji IRB/EC; alebo (iii) v8etky potrebné dokumenty
neboli riadne vyhotovené a spolo¢nost AbbVie ich neobdrzala
do dvoch (2) tyzdfov od prijatia pisomného schvalenia IRB
alebo EC Instituciou.

CLINICAL STUDY AGREEMENT

AbbVie s.r.o. Karadzi¢ova 10, 821 07 Bratislava 2, Slovakia
ICO 46640231, DIC 2023529057, DIC DPH SK2023529057,
statutary representative Branislav Trutz, MD , registered in
Commercial Registration of District Court Bratislava 1on 11
May 2012 ("AbbVie") desires to retain Fakultna nemocnica s
poliklinikou F. D. Roosevelta Banska Bystrica, Nam. L.
Svobodu 1, 975 17 Banska Bystrica, ICO 165549, DIC:
2021095670, ICDPH: SK2021095670, registetered by
Zriadovacia listina Ministerstva zdravotnictva SR &. 1842/90-
A/ll-l z 18.12.1990, legal representative Vladimir Balaz, MD,
PhD. (“Institution”) to conduct a clinical study (the “Study”) in
relation to ABT-450/Ritonavir/ABT-267, ABT-333 (the "Study
Product(s)') effective as of the date this Clinical Study
Agreement (the "Agreement”} is fully executed (the "Effective
Date”). In consideration of the mutual promises set forth
herein, the parties agree as follows:

1.  Conduct of Study.

(a) Institution and Investigator (defined below) will conduct the
Study pursuant to the terms of this Agreement and in strict
adherence to Protocol No. M13-862 entitied "A Randomized,
Open-Labeled Study to Evaluate the Efficacy and Safety of
ABT-450/Ritonavir/ABT-267 and ABT-333 Co-administered
with Ribavirin Compared to Telaprevir Co-administered with
Pegylated Interferon a-2a and Ribavirin in Treatment-
Experienced Adults with Chronic Hepatitis C Genotype 1 Virus
Infection (MALACHITE-II)" (the “Protocol”), as the same may
be amended from time to time in writing, and any other written
instruction that may be provided to Institution and/or
Investigator by AbbVie. Investigator hereby acknowledges
reviewing and understanding the Protocol, as evidenced by
the Investigator's signature on the Investigator Agreement(s)
contained within the Protocol, as may be amended from time
to time, all of which are incorporated herein by reference.

(b) The enrollment period for this Study is forty five (45)
calendar days from date of site activation ("Enroliment
Period"). Institution shall complete enrollment of six (6)
subjects within the Enrollment Period. Without AbbVie's prior
written consent, Institution shall not: (i) enroll a subject outside
the Enrollment Period; or (ii) enroll more than six (6) subjects.
If AbbVie approves additional enroliment, Institution shall not
enroll more than a total of twelve (12) subjects.

(c) AbbVie may terminate this Agreement immediately
consistent with the terms set forth herein if: (i) Institution does
not enroll at least one (1) subject within thirty five (35) calendar
days of Study Product shipment; (ii) IRB or EC (defined below)
approval is not obtained within six (6) weeks of receipt of all
necessary materials for IRB/EC submission; or (iii) all essential
documents have not been executed and received by AbbVie
within two (2) weeks of Institution's receipt of IRB or EC's
written approval.
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(d) Spolocnost AbbVie tymto vysiovne deleguje na
Skusajuceho a Inétiticiu nasledujice povinnosti zadavatela
stanovené Zakonom o liekoch €. 362/2011 (dalej ako
.Zakon") (ktoré su bliz8ie definované v €lanku 3), pricom
Skusajuci a Intiticia berd na vedomie azavazuju sa pinit
tieto povinnosti v mene spolo€nosti AbbVie, vratane, ale nie
vyluéne:

(i) bezodkladného poskytnutia zoznamu Gcastnikov
Klinickej $tudie prisludnej zdravotnej poistovni Géastnika
Klinickej studie (,zdravotné poistovne) pred zaliatkom
Klinickej §tudie;

(i) bezodkladného nahlasenia zavaznych neZiaducich
udalosti alebo neogakdvanych zdvaznych udalosti a
podozrenia na zavazné neziaduce udalosti, ktoré suvisia
s Klinickou $tidiou vykonavanou v Inétitacii, prisludnym
zdravotnym poistovniam Ucastnikov Klinickej Studie; a

Institicia a/alebo Skudajuci nadas zabezpecia vSetky
potrebné schvdlenia aoznamenia vzmysle Zakona.
Institicia a/alebo Skusajuci budl spolo¢nost AbbVie
bezodkladne informovat o kazdom omeskani s plnenim
zakonnych povinnosti spolo¢nosti AbbVie, ktoré boli
delegované na Institaciu a/alebo Skusajuceho.

(e) InstitGcia zabezpedi, aby udaje o G&astnikoch poZadovaneé
Protokolom boli vlozené do CRF (v elektronickej alebo
papierovej forme) do piatich (5) pracovnych dni od navstevy
Uéastnika a urobi véetko pre to, aby zodpovedala otédzky
tykajuce sa vloZenych dat do CRF do piatich (5) pracovnych
dni od ich otvorenia spolo¢nostou AbbVie.

(f) In&titucia a/alebo Skusajuci budd bezodkladne hlasit
spoloGnosti AbbVie kazdy zavazny neZiaduci ucinok
a kazdy neoCakavany zdvazny neziaduci Ucinok v sulade
so zakonom. Institicia a/alebo Skusajuci budi viest
databazu vsetkych zavaznych neziaducich udalosti

a neodakavanych zavaznych neziaducich udalosti,
vratane akychkolvek podozrivych
zavaznych/neocakavanych neziaducich udalosti

v suvislosti s Klinickou $tudiou vykonavanou v institucii;
ana Ziadost tuto databazu prelozia SIDC (definovana
v élanku 3), IRB/EC (Eticka komisia) a/alebo prisludnym
zdravotnym poistovniam Ucastnikov Klinickej Studie.

(g) Indtitticia a Skusajuci su obozndmeni s tym, Ze (i) Studia
zahifia UCast viacerych centier; (i) nabor pacientov je
kompetetivny; a ked sa dosiahne celkovy stanoveny nabor
pacientov v Studii, nabor bude ukongeny vo v3etkych
centrach vratane Institicie bez ohladu na to, ¢i InStiticia
a Skusajuci dosiahli ich individualny ciel naboru pacientov.
V takomto pripade na zaklade upozornenia zo spoloCnosti
AbbVie, Ingtiticia a Skudajuci okamzite ukonéia nabor
novych pacientov.

2. Skusajuci: kontakty. Spolo¢nost AbbVie uzatvara tuto
Zmluvu s Indtitaciou s tym, Ze MUDr. Lubomir Skladany, PhD.
(dalej len ,Skasajuci) bude zodpovedny za vykonanie Studie
vmene Institucie. Ak takéto osobné sluzby nie su
z akéhokolvek dévodu k dispozicii, méze spolo¢nost AbbVie
tato Zmluvu okamzite ukondit. Kontaktmi spolo&nosti AbbVie
pre Inétituciu su Ing. Katarina Minarikova, PhD., KaradZiCova

(d) AbbVie hereby expressly delegates to the Investigator and
Institution the following sponsor obligations as set forth in the
Act on Pharmaceuticals No. 362/2011 Coll (“the Act") (further
defined in Section 3) and the Investigator and Institution
acknowledge and agree to perform such sponsor obligations
under the Act on behalf of AbbVie, including but not limited to:

(i) providing the list of Study subjects included in the
Study promptly to the relevant health insurance
company of the respective Study subject ("Health
Insurance Companies”) prior to the commencement of
the Study;

(i)  reporting serious adverse events and any
suspicion of serious adverse event or unexpected
serious event in relation to the Study, at the Institution,
promptly to the relevant Health Insurance Companies of
the subjects; and

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

(e) Institution 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 and will use
best efforts to respond to queries related to the data entered
into the CRFs within five (5) business days of being issued by
AbbVie.

(f) Institution and/or Investigator shall report immediately, any
serious adverse reaction and any unexpected serious adverse
reaction in accordance with the law to AbbVie. Institution
and/or Investigator shall maintain a database of all serious
adverse events and unexpected serious adverse events,
including any suspected serious/unexpected adverse events
in relation to the Study at the Institution; and submit the
database, upon request to the SIDC (defined in Section 3),
the IRB/EC and/or the relevant Health Insurance Companies
of the Study subjects.

(g) Institution and Investigator acknowledge that (i) the Study
involves participation of multiple sites; (i) recruitment is
competitive; and (i) when the enrolment goal for the Study as
a whole is reached, enrolment will be closed at all sites,
including the Institution, regardless of whether the Institution
and Investigator have reached their individual enrolment goal.
In such event, upon notice from AbbVie, Institution and
Investigator shall immediately stop enroliment of any new
subjects.

2. Investigator; Contacts.  AbbVie is entering into this
Agreement with Institution with the understanding that Lubomir
Skladany, PhD. (‘Investigator”) will be responsible on
Institution's behalf for the conduct of the Study. If such
personal services are not available for any reason, AbbVie
may terminate this Agreement immediately. Institution’s
contact at AbbVie will be Ing. Katarina Minéarikova, PhD,
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10, 821 07, Bratislava 2, Slovenska republika, tel. +421 907-
927 585, fax +421 2 50500 799, alebo ktokolvek, koho
spolo¢nost AbbVie pisomne uréi. Kontaktmi Institicie pre
spolo¢nost AbbVie su Mgr. Dana Kolesarova, FNsP FRD
Banska Bystrica, tel. +421 48 4413748, fax +421 48
4137240, alebo ktokolvek, koho Inétiticia pisomne uréi.
Institicia vyhlasuje azaruCuje sa, 2e SklUSajuci je
zamestnancom Institicie. Ak Sku$ajuci ukon&i zamestnanie
v Indtitucii poCas Doby platnosti tejto Zmluvy (ako je
definovana niz8ie), Institlcia okamzite pisomne informuje
spolo¢nost AbbVie a ziska od nového zamestnavatela
Skuasajiceho pisomné potvrdenie, Ze Skusajuci sa zu&astfiuje
na Studii podla podmienok tejto Zmluvy.

3. Sulad s pravnymi predpismi.

(a) Institdcia a Skusajuci vyhlasuju, zaru€uju a zavazuju sa,
7e kazdy znich bude vykondvat Studiu apinit' svoje
povinnosti podla tejto Zmluvy v stlade so v8etkymi platnymi
zakonmi, pravnymi predpismi, a smernicami, najma, nie v8ak
vyluéne, zakonom &. 362/2011 o liekoch a zdravotnickych
pomdckach (dalej len ,Zakon") a vyhlaSkou &. 433/2011
o poziadavkach na klinické sku$anie a spravnu klinicka prax.
Vo vztahu k vy$$ie uvedenym povinnostiam Institucia dalej
zabezpedi, 2e vykonavanie Studie bude schvalované
a dohliadané prislu§nymi organmi — Statnym Ustavom pre
kontrolu lie¢iv SUKL (,State Institute for Drug Control, dalej
len ,SIDC"), kontrolnymi organmi institicie (,Institutional
Review Board", dalej len ,IRB"), Nezavislou etickou komisiou
(,Ethics Committee", dalej len ,EC"), alebo v8etkymi, ak je to
potrebné, zriadenymi a ustanovenymi v sulade s platnymi
zakonmi a pravnymi predpismi. Indtiticia bude dodrZiavat'
pokyny prislugnych regulaénych organov, vratane Statneho
Ustavu pre kontrolu lie¢iv a IRB alebo EC, alebo oboch, ak je
to potrebné, sohladom na vykonavanie Studie aoznami
spolo¢nosti AbbVie, v akom rozsahu sa tieto pokyny odliSuju
od Protokolu.

(b) Institucia a Skusajaci sthlasia, ze ak spolo¢nost’ AbbVie
alebo ina spolo¢nost' vjej mene zaplati alebo bezplatne
poskytne Materialy k §tudii (ako su definované nizsie) a/alebo
sluzby, nebude Institacia, jej zastupcovia ani Skusajuci
samostatne GCtovat' alebo Ziadat' ndhradu za tieto Materialy k
§tudii alebo sluzby od tretich stran, okrem iného vratane
U¢astnika, sukromnych poskytovatelov poistenia, Statnych
programov, alebo inych verejnych poskytovatelov poistenia.
Ak sa Studia tyka ugastnikov, ktorych Materidly k $tadii
al/alebo sluzby su pokryté v ramciglobalnych platobnych
systémov, napr. diagnostickych skupin (,Diagnosis Related
Groups", dalej len ,DRG"), bude Institicia nakladat' s takymito
Materialmi  k $tudii alebo sluzbami zaplatenymi alebo
bezplatne poskytnutymi spolo€nostou AbbVie alebo inou
spoloénostou vjej mene ako sGlast Stidie v sulade
s postupmi uctovania platnymi pre takyto platobny systém.
Ak to vyZzaduje zakon, Institicia dalej nahlasi prijatie takychto
Materialov k $tudii $tatnym, inym verejnym alebo sukromnym
poistovatefom.

(c) Skusajlci je oboznameny a suhlasi so skuto¢nostou, Ze
ani on a ani Ziadny so spolusku$ajucich nemaju narok na
akékolvek dodato¢né platby od AbbVie-u za ¢innost' spojenu
s klinickym sku$anim, okrem tych, ktoré budu vyplatené
In&titucii, tak ako je to dohodnuté v Rozpoéte Studie, ktory je
suCastou tohto dokumentu ako Priloha A (,Rozpocet”).
Odmena Skusajuceho je zahrnuta v odmene pre InstitUciu

Karadzi¢ova 10, 821 07, or Bratislava 2, Slovenska republika,
phone +421 907-927 585, fax +421 2 50500799, or
whomever AbbVie may designate in writing.  AbbVie's
contact(s) at Institution will be Mgr. Dana Kolesarova, FNsP
FRD Banska Bystrica, tel. +421 48 4413748, fax +421 48
4137240 or whomever Institution may designate in writing.
Institution represents and warrants that Investigator is an
employee of Institution. If Investigator leaves Institution’s
employment during the Term (as defined below), 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.

3. Compliance with Law.

(a) Each of Institution and Investigator represents, warrants
and covenants that each will conduct the Study and perform its
obligations under this Agreement in compliance with all
applicable laws, regulations and guidelines, including but not
limited to Act No. 362/2011 Coll., on Pharmaceuticals and
Medical Devices (the "Act"), and the Decree No. 433/2011
Coll. on Good Clinical Practice. In furtherance of the foregoing
obligations, Institution will further ensure that the competent
authorities, State Institute for Drug Control (Stétny Ustav pre
kontrolu lie¢iv/SUKL) (“SIDC"), an Institutional Review Board
("IRB"), an Ethics Committee (‘EC"), or all, as applicable,
established and constituted in accordance with applicable laws
and regulations, 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 exient
any such directives vary from the Protocol.

(b) Institution and Investigator agree that if Study Materials
(as defined below) and/or services are paid for or provided
without charge by or on behalf ofAbbVie, none of Institution, its
agents or Investigator 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. If the Study involves subjects
whose Study Materials and/or services are covered under
global payment systems, such as Diagnosis Related Groups
("DRGs"), Institution will treat any such Study Materials or
services paid for or provided without charge by or on behalf of
AbbVie as part of the Study under the billing procedures
applicable to such payment system. Institution will further
report receipt of such Study Materials to any government,
other public or private insurance program as may be required
by law.

(c) Investigator understands and agrees that neither
Investigator nor any subinvestigator shall receive any
additional funds from AbbVie other than the funds paid to
Institution set forth in the Study Budget attached hereto as
Exhibit A and incorporated herein (the "“Budget”’), for any of
their work relating to this Study. The compensation for
Investigator is included in the Institution’s compensation under
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upravenej v tomto &lanku.

4. Osvedgenie o finanénom oznameni. Pred zadatim Studie
Indtitucia zabezpedi, Ze v8etci jej Skusajuci a spoluskusajuci
(a) vyplnia a odovzdaju Osved&enie o finanénom oznémeni a
(b) poskytnt v8etky potrebné regulaéné dokumenty, ktoré
spolo¢nost AbbVie poZzaduje, aby zabezpetila dodrZanie ods.
21 C.F.R, Clanku 54, okrem iného vratane aktualneho
zivotopisu a lekarskej licencie, alebo jej ekvivalentu.
Skusajuci berie na vedomie aje povinny predloZit
osvedéenie, Ze SkusSajuci a v8etci spoluskudajuci, ktori
majetkov Ugast (napr. préva dusevného vlastnictva) vo
vzt'ahu k Produktu, ktory je predmetom $tudie, ani nesmu byt
odmeneni cennymi papiermi spolo€nosti AbbVie za to, Ze su
Skasajucimi alebo  spoluskugajucimi v Stadii. Kazdy
Skusajuci a vietci spolusksajuci budi okamzite informovat
spoloénost AbbVie v pripade zmeny spravnosti OsvedCenia
o finanénom oznameni pocas Doby platnosti tejto Zmluvy
ajeden (1) rok po ukongeni Stadie. Indtitdcia bude
dodrziavat vietky platné poZiadavky suvisiace s ohlasovanim
a rie§enim konfliktov zaujmov.

5. Dodavky pre Stidiu. Spolognost AbbVie poskytne
dostatoéné mnozstvo Produktov, ktoré st predmetom $tudie,
formularov  pre zaznamy o hodnotenych G&astnikoch
alebo pristup k systému elektronickej evidencie dat (dalej len
,CRF") podla konkrétnej situacie avSetky ostatné latky,
materialy ainformacie uvedené v Protokole alebo iné
materialy, ktoré spolonost’ AbbVie povaZuje za potrebné pre
vykonanie Studie (dalej spolu len ,Materidly k 3tudii).
Spolo¢nost AbbVie doruci Produkty, ktoré su predmetom
gtadie a zla¢eniny do Centra $tadie alebo do lekarne uréenej
In&titiciou a/alebo Skusajucim. Inétitucia a Skdsajuci zarucia
nalezité prijatie, manipulaciu a uskladnenie a vydavanie
Produktu, ktory je predmetom §tudie a daldich zlucenin
riadne kvalifikovenym lekarnikom v sulade so Spravnou
lekarnickou praxou. Institicia ani Skusajici nepouziju ziadne
Materidly k $tadii na akykolvek iny Géel ako na vykonanie
Stadie v sulade s Protokolom. V3etky Materialy k $tudii

aostatné informécie poskytnuté spolo¢nostou AbbVie
vslvislosti stouto Zmluvou sU aostand vyluCnym
vlastnictvom spoloénosti AbbVie.  Sku3ajuci a Institacia

vyhlasuju, zaru€uju a zavazujl sa, Ze:

(a) dodavka Materidlov k $tudii je primerand a Materialy
k 8tadii budi uloZené a bude sa snimi nakladat podla
pisomnych pokynov spolo¢nosti AbbVie tak, ako je uvedené
na oznateni Materidlov k §tudii a v sulade s platnymi
regulaénymi poziadavkami;

(b) Materialy k $tudii nebudt pouZité po uplynuti oznacenej
exspiratnej lehoty; a

(c) po ukonceni Klinickej $tudie alebo zaniku Zmluvy alebo
na ziadost spolo¢nosti AbbVie budu vdetky Materidly na
Klinicku  &tadiu  vratené spoloCnosti  AbbVie v sulade
s Protokolom a podla platnych poziadaviek, ktorymi sa
zasielanie tychto Materialov na Klinicku $tudiu riadi; a

(d) Institucia a/alebo Skudajuci budl viest primeranu
evidenciu o nakladani s Materialmi k studii, vratane datumov,
mnozstva a pouZitia subjektmi.

6. Dorudovanie sprav o postupe a naslednych sprdv. Na

this Section.

4. Financial Disclosure Certification. Prior to the initiation of
the Study, Institution will ensure that each of Investigator and
any subinvestigator (a) completes and returns the Financial
Disclosure Certification and (b) provides all essential
regulatory documents requested by AbbVie to ensure
compliance with 21 C.F.R. Part 54, including but not limited to
current Curriculum Vitae and medical license, or its equivalent.
Investigator understands and will be required to certify that
Investigator and all subinvestigators conducting the Study, and
their immediate families may not have a direct ownership
interest (e.qg., intellectual property rights) in the Study Product,
nor may they be compensated with AbbVie securities in
exchange for being a Investigator or subinvestigator in the
Study. Each of Investigator and any subinvestigator will
promptly notify AbbVie of any change in the accuracy of the
Financial Disclosure Certification during the Term and for one
(1) year following completion of the Study. Institution will
comply with all applicable requirements regarding reporting
and management of conflicts of interest.

5. Study Supplies. AbbVie will provide sufficient quantity of
the Study Product(s) and case report forms or access to an
electronic data capture system, as applicable ("CRFs"), as well
as any other compounds, materials and information specified
by the Protocol or other materials AbbVie deems necessary to
conduct the Study (together, the “Study Materials”). AbbVie
will deliver such Study Product and compounds to the Study
site or pharmacy designated by the Institution and/or the
Investigator. Institution and Investigator will ensure proper
receipt, handling and storage, and dispensing of the Study
Product and any other compounds by a duly qualified
pharmacist according to Good Pharmacy Practice. Neither
Institution nor Investigator will use any of the Study Materials
for any purpose other than to conduct the Study pursuant to
the Protocol. All Study Materials and other information
provided by AbbVie in connection with this Agreement are and
will remain the sole property of AbbVie. Each of Investigator
and Institution represents, warrants and covenants that:

(a) the supply of Study Materials is adequate and that the
Study Materials will be stored and handled in accordance with
AbbVie's written instructions, as set forth in the labeling of the
Study Materials, and in accordance with applicable regulatory
requirements;

(b) the Study Materials will not be used past the labeled
expiration date;

(c) upon conclusion of the Study or termination of the
Agreement or at AbbVie's request, any remaining or expired
Study Materials will be returned to AbbVie in accordance with
the Protocol and in compliance with applicable requirements
governing the shipment of such Study Materials. ; and

(d) Institution and/or Investigator shall maintain adequate
records of the disposition of Study Materials including dates,
quantity and use by subjects.

6. Delivery of Progress and Post-Study Reports. Upon the
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Ziadost' spoloCnosti AbbVie poskytne Indtiticia a/alebo
Skadajuci Ustne hodnotenie alebo predlozi pisomné spravy
o postupe Studie vratanie avdak nie vyluéne zavaznych
neziaducich udalosti v sulade s Protokolom a Zakonom.
Pokial AbbVie pisomne nenariadi inak, do tridsiatich (30) dni
od dokonéenia alebo ukonéenia Stadie poskytne Institucia
spolo¢nosti AbbVie pisomne nasledovné:

(a) koneénu IRB alebo EC spravu o Studii, ktori pre IRB
alalebo EC vypracuje Skusajuci;

(b) v8etky udaje, spravy ainé informacie vytvorené
v stvislosti so Stadiou; a

(c) véetky ostatné materidly ainformacie poskytnuté
spolo¢nostou AbbVie.

Do piatich (5) pracovnych dni od poslednej navstevy
posledného pacienta v intiticii podla protokolom
stanovenych navstev institicia zabezpedi vypinenie vSetkych
zvy$nych dat u kaZdého pacienta, ktoré eSte neboli
odovzdané AbbVie.

7. Monitorovanie a audit, uchovavanie zaznamov.

(a) Institicia umozni spolo¢nosti AbbVie a vSetkym fiou
urCenym zastupcom pristup na miesto konania Studie,
vratane lekarne vydavajlucej Produkt, ktory je predmetom
$tudie a/alebo inych zli¢enin, poas beznej pracovnej doby
za UBelom monitorovania vykonavania Stadie a auditu
zaznamov, CRF, podkladov ainych udajov tykajucich sa
Studie s cielom overit dodrZiavanie zmluvnych povinnosti zo
strany Institdcie a Skusajuceho podla tejto Zmluvy. Institacia
méZe redigovat takéto zaznamy, podklady a dalSie udaje, ak
je to pozadované pravnymi predpismi na ochranu dovernosti
UCastnika v sulade s Clankom 10 (Utajenie dat ucastnika;
ochrana udajov) tejto Zmluvy. Ak v ddsledku monitorovania
alebo auditu pozaduje spolo¢nost’ AbbVie ndpravné a/alebo
preventivne opatrenia, Institicia okamzite vytvori a realizuje
akény plan napravnych a/alebo preventivnych opatreni.
Préavo spoloCnosti AbbVie na audit je zachované aj po
uplynuti platnosti tejto Zmluvy.

(p) Pokiall to pravne predpisy nezakazuju, InStitdcia
okamzite informuje spolo¢nost AbbVie o prijati akejkolvek
Ziadosti zo strany regulatného organu na kontrolu alebo
pristup  k dokumentom tykajicim sa Stadie a okamzite
poskytne spolo¢nosti AbbVie kopiu takejto Ziadosti, vratane
kopii dokumentov, ktoré dostala od regulaéného organu
alebo ktoré mu poskytla. Ak bude vydané regulatné
predvolanie alebo oznamenie suUvisiace so sluzbami podla
tejto Zmluvy, Institucia suhlasi, ze vypracuje suhrn, ktory
bude zahfiat' vysvetlenie otdzok identifikovanych regulaénym
organom, odpovede na vyznamné otazky identifikované
regulatnym organom a vysvetlenie vplyvu takéhoto
regulacného predvolania alebo oznédmenia vo vztahu k
sluzbam poskytovanym podla tejto Zmluvy. Institicia suhlasi,
Ze poskytne spolo¢nosti AbbVie takyto suhrn do pétnastich
(15) dni od prijatia regulaéného predvolania alebo ozndmenia
In&tituciou.

(c) Institucia bude uchovavat Dokumenty k $tudii v stlade
s platnymi zakonmi a pravnymi predpismi alebo Protokolom,
podla toho, ktoré z nich uréuje dih8iu dobu uchovavania. Na
Ziadost anaklady spolo¢nosti AbbVie bude InStiticia

request of AbbVie, Institution and/or Investigator will submit
oral or written reports on the progress of the Study, including
but not limited to serious adverse events in accordance with
the Protocol and the Act. Within thirty (30) days following the
completion or termination of the Study, Institution will furnish
AbbVie with the following, unless AbbVie directs otherwise in
writing:

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

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

(c) all other materials and information provided by AbbVie.
Within five (5) business days following Institution’s last subjec
last Protocol-required visit, Institution will ensure each CF

subject data field, not already provided to AbbVie, is complete
and delivered to AbbVie.

7. Monitoring and Audits; Record Retention.

(a) Institution will permit AbbVie and any AbbVie designee
access to Study sites, including any pharmacy dispensing the
Study Product and/or other compounds, 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 to verify Institution’s and Investigator's
compliance with their obligations herein. Institution may redact
such records, source documents, and other data as may be
legally required to protect subject confidentiality consistent
with Section 10 (Subject Confidentiality; Data Protection) of
this Agreement. 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 audit shall survive the expiration of this
Agreement.

(b) 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.

(c) Institution shall retain the Study documents in
accordance with the applicable laws and regulations or the
Protocol, whichever retention period is longer. At AbbVie's
request and expense, Institution shall retain the Study
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uchovavat Dokumenty k Studii aj dlhdie ako je doba
uchovavania uvedena vys8ie. Za tymto ucelom zaSle
Indtiticia  spoloCnosti  AbbVie  pisomné  oznamenie
o odstraneni Dokumentov k §tadii zo zaznamov Sestdesiat
(60) dni vopred. Napriek vy$8ie uvedenému bude Institicia
alalebo Skusajuci archivovat zoznam identifikaCnych kodov
Géastnikov Klinickej $tudie po dobu minimalne 15 rokov
v sulade so Zakonom.

8. Odmena.

(a) Ako protiplnenie za Upiné vykonanie sluZieb podla tejto
Zmluvy zaplati spolo¢nost AbbVie Intitucii sumu podla
Rozpoétu uvedeného v Prilohe A. Okrem toho majd
zamestnanci Institucie, vratane Sku$ajuceho, narok na
nahradu opravnenych a nutnych cestovnych vydavkov v
sulade s politikou sluZzobnych ciest spolo¢nosti AbbVie (ktora
zahffia leteckl dopravu v ekonomickej triede, primerané
a obvyklé ubytovanie asadzby stravného v geografickej
oblasti cesty) a mdZe im byt poskytnuta strava na stretnutiach
sku$ajlcich alebo inych stretnutiach, ktoré spolo€nost’ AbbVie
poZaduje. Strany sUhlasia, Ze vySka platieb uvedenych
v Rozpodte predstavuje primeranud trhovd hodnotu za sluzby,
ktoré maja byt poskytnuté, a nebola ovplyvnena spdsobom,
ktory berie do Uvahy objem alebo hodnotu akychkolvek
odport¢ani alebo obchodnej spoluprace medzi InStiticiou
a spolo¢nostou AbbVie.

(b) Dohodnuta odmena stanovena v Rozpocte Prilohy A
zahfma aj odmenu pre skiU$ajuceho anim vybrany Studijny
tim. AbbVie vyplati odmenu v 100 % vyske na ucet institicie.
Institucia wvyplati Sludajucemu ajeho pracovnému timu
odmenu vo vySke 70 % z poskytnutej Uhrady za Klinicku
§tadiu. Skasajuci uréi na zaciatku Studie percentualny rozpis
odmeny pre svoj §tudijny tim. AbbVie neposkytne iné platby
priamo sku$ajlicemu a jeho timu..

(c) Vpripade, Ze spolo¢nost AbbVie ukondi tuto Zmluvu
ziného dovodu ako na zaklade jej poruSenia zo strany
Indtitucie, zaplati spolo¢nost’ AbbVie Institacii podla rozsahu
vykonanych sluzieb avynaloZenych nakladov v silade
s Ciastkami stanovenymi v Rozpocte.

(d) Rozpolet je zaloZeny nauplnom poskytnuti sluzieb
predpokladanych touto Zmluvou aUplnom  dodrZani
podmienok tejto Zmluvy (vratane Protokolu). SpoloCnost
AbbVie nebude zodpovedna za zaplatenie navstev alebo
o8etrenia U¢astnikov v rozpore s Protokolom alebo za
neupiné a nepresné Udaje obsiahnuté v CRF. Ak spolo¢nost
AbbVie za tieto sluzby uZz zaplatila predtym, preplatok sa
odpodita z dalSej platby (alebo koneénej platby tak, ako je
uvedené v Clanku 8(f) nizsie).

(e) VSetky platby sa uskutoCnia v sulade so zmluvnymi
podmienkami Prilohy Aa az po podpise tejto Zmluvy
zmluvnymi  stranami. Uhrada poplatkov IRB/EC je
podmienena ukon&enim preskimania IRB/EC a konecnym
rozhodnutim  vo  vztahu  kuvSetkym  predloZzenym
Dokumentom k &tadii, okrem iného vratane Protokolu
alalebo revizii Protokolu. Spolo¢nost AbbVie nie je povinna
uhradit' Intitucii navy$ené vydavky fakturované spolo¢nosti
AbbVie neskér ako stoosemdesiat (180) dni po datume
ukoncenia tejto Zmluvy.

documents for an even longer period than the retention period
described above. For these purposes, Institution shall provide
AbbVie at least sixty (60) days’ written notice before deleting
any Study documents from its files. Nothwithstanding the
foregoing the Institution and/or Investigator shall archive the
list of identification codes of the Study subjects for a period of
at least 15 years in accordance with the Act.

8. Compensation.

(a) In exchange for the full performance of services
hereunder, AbbVie shall pay Institution as per the Budget set
forth in Exhibit A. 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 for payments set forth in the
Budget represents the fair market value for the services to be
rendered and has not been determined in any manner that
takes into account the volume or value of any referrals or
business otherwise generated between or among Institution
and AbbVie.

(b) The agreed sum set forth in the Budget in Exhibit A
includes compensation for the Investigator and his Study
team. AbbVie will pay 100% of the amount to the Institution.
The Institution pays to the Investigator and his Study team
remuneration of 70% of the payments for the Study. Before
the Study starts, the Investigator determines the percentage
breakdown of total remuneration for his Study team. AbbVie
will not provide other payments directly to the Investigator and
his Study team.

(c) In the event of termination of this Agreement by AbbVie
for any reason other than for Institution’s breach, AbbVie shall
pay Institution according to the extent of services performed
and expenses incurred in accordance with the amounts set
forth in the Budget.

(d) The Budget is based on the fuil performance of services
contemplated by this Agreement and full compliance with the
terms of this Agreement (including the Protocol). AbbVie will
not be responsible for paying for subject visits or treatments in
violation of the Protocol or for the data contained in a CRF
which is not complete and accurate. If AbbVie has previously
paid for such services, the overpayment will be deducted from
the next payment (or the final payment, as described in
Section 8(g) below).

(e) 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.
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f) Institucia a Sku8ajuci sUhlasia, Ze v pripade sporu
o platbu nesmie Inétitucia ani Skusajuci odmietnut(poskytnut
udaje alebo informacie o Studii az do vyrieSenia sporu,
pretoze takéto odmietnutie poskytnutia by mohlo sposobit
nenapravitelné $kody vo vztahu k Stadii.

(g) Konetna platba Institucii podla tejto Zmluvy bude
splatna po dokonéeni v8etkych sluZieb planovanych podla
tejto Zmluvy, odovzdani vSetkych CRF spolo¢nosti AbbVie
avrateni vsetkych poloziek opisanych v Clanku 6
(Doru¢ovanie sprav o postupe anaslednych  sprav)
spolo¢nosti AbbVie.

(h) Ku koneénej platbe bude priloZené finanéné vyGctovanie
spracované spolo¢nostou AbbVie. Ak sa pri vyGctovani zisti,
%e celkova suma, ktoru spolo¢nost' AbbVie zaplatila, je nizSia
ako suma, na ktorl ma Institucia narok podla tejto Zmluvy,
spolo¢nost AbbVie zaplati tito diznd sumu. Ak sa m3
spolo¢nosti AbbVie vratit akdkolvek nezaslizena odmena
alebo preplatok, Instittcia musi uhradit vracanu C&iastku
spolognosti AbbVie na: AbbVie s.r.o., Finan¢né oddelenie,
KaradziGova 10, 821 07 Bratislava 2, Slovenskd republika.
Véetky platby splatné jednou stranou druhej strane v ramci
vyUétovania musia byt uskuto&nené do Styridsiatich piatich
(45) dni odo dfa oznamenia afaktiry na dlznd sumu.
V8etky Ciastky vracané spolognosti AbbVie musia byt
doloZené podkladovou dokumentaciou aképia musi byt
zasland kontaktnej osobe spolo¢nosti AbbVie uvedenej
v Clanku 2 (Skusajuci, kontakty) tejto Zmluvy.

(i) Na zaklade pisomného oznamenia mdze spoloCnost
AbbVie delegovat niektoré svoje platobné povinnosti na
splnomocnenu organizaciu (dalej len "CRQ"). V taktom
pripade Inétiticia a Skusajuci suhlasia, Ze pokial ide o platby
delegované spolotnostou AbbVie na CRO, Institicia
a Skusajuci budu Ziadat' hradu najskor od CRO.

9. Dévernost.

(a) Pocas Doby platnosti tejto Zmluvy, vratane jej predizeni,
a po dobu dvadsiatich (20) rokov od uplynutia platnosti alebo
ukondenia tejto Zmluvy nebude Institucia, jej zamestnanci,
vratane SkUsajuceho, zastupcov, subdodavatelov a pobociek
(spolotne dalej len ,Prijimajuca strana") spristupriovat' Ziadne
Déverné informacie bez predchadzajiceho pisomného
suhlasu spolo¢nosti AbbVie. Bez ohladu na vy$Sie uvedené,
povinnost zachovavat doévernost a nepouzivat akékolvek
Doverné informacie oznatené ako obchodné tajomstvo
spolognosti AbbVie ostava v platnosti tak dlho pokial' si tieto
Déverné informacie zachovaju status obchodného tajomstva
podla prisludnych zakonov. ,Déverné informacie" zahimaju
vSetky informacie poskytnuté Prijimajucej  strane
spolo¢nostou AbbVie alebo v jej mene, okrem iného vratane
Protokolu, Materialov  k §tadii, av8etkych materialov
a informacii tykajucich sa spolo¢nosti AbbVie alebo Studie,
alebo tych, ktoré boli vytvorené ako vysledok vykonavania
Studie, s vynimkou akejkolvek Gasti:

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

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

(f) Institution and Investigator agree that in the event of a
payment dispute, Institution and Investigator shall not withhold
Study data or information pending resolution of the dispute
because such withholding may cause irreparable harm to the
Study.

(g) 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 6 (Delivery of
Progress and Post-Study Reports).

(h) The final payment 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 to AbbVie at: AbbVie s.ro.,
Finance Department, Karadzi¢ova 10, 821 07 Bratislava 2,
Slovakia. 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. Any refunds to AbbVie
shall be accompanied by supporting documentation and
copied to the AbbVie contact set forth in Section 2
(Investigator; Contacts) of this Agreement.

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

9. Confidentiality.

(a) During the Term of this Agreement, including any
extensions thereof, and for a period of twenty (20) years after
the expiration or termination of this Agreement, Institution, its
employees, including Investigator, 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, Study Materials, and all materials and
information concerning AbbVie or the Study or developed as a
result of conducting the Study, except any portion thereof
which:

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

(i) is disclosed to the Receiving Party by a third party
who has a right to make such disclosure in a
nonconfidential manner; or
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(i) ktora je alebo sa stala verejne znamou bez
zavinenia Prijimajacej strany.

(b) Prijimajuca strana nebude pouZivat Déverné informacie
na iny ucel ako je uvedené vtejto Zmluve bez
predchadzajuceho pisomného suhlasu spoloCnosti AbbVie.

(c) Ziadne ustanovenie tejto Zmluvy sa nebude
interpretovat’ ako obmedzenie Prijimajucej strany spristupnit
Doverné informacie, ak to vyZzaduje zakon, sudny prikaz, iné
Statne nariadenie alebo poziadavka za predpokladu, Ze
Prijimajica strana okamzite za$le spolo¢nosti AbbVie
pisomné oznamenie (v kazdom pripade najneskdr do piatich
(5) pracovnych dni), aby umoznila spolo¢nosti AbbVie prijat
opatrenia na ochranu svojich Doévernych 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 9,
Prijimajica strana poskytne len ti ¢ast Dévernych informéacii,
ktora je poZadovana pravnymi predpismi na zaklade
pisomného stanoviska pravneho poradcu.

(d) Ziadna z prijimajicich stran nespristupni spolo&nosti
AbbVie Ziadne déverné informacie tretej strany, alebo
informacie, ktoré su vlastnictvom ftretej strany, pokial
Institicia neziskala predchadzajici pisomny suhlas takejto
tretej strany aj spolo¢nosti AbbVie.

10. Utajenie U€astnika; ochrana udajov.

(a) Strany dodrzia vSetky platné zakony a pravne predpisy
suvisiace so zachovanim ddvernosti G&astnika Stadie
a ochranou udajov. Skasajuci bude v mene Indtitacie
zodpovedny za  ziskanie  podpisaného  Formulara
informovaného suhlasu a dokumentu opravnenia (dalej len
JUCFE"Y) od kazdého udastnika Studie pred tym, ako sa
U&astnik zG&astni na Stadii. ICF musi umoznit spoloénosti
AbbVie a jej zastupcom, ktori st zapojeni do Studie alebo jej
vyhodnotenia, pristup k udajom Stddie, ich spracovaniy,
vytvaraniu koépii, (prenosu a uchovavaniu. Kazdy ICF musi
byt v sulade s Protokolom a Medzinarodnou konferenciou
o harmonizacii, Harmonizovanymi trojstrannymi smernicami
pre spravnu klinickd prax (ICH), vSetkymi platnymi zdkonmi,
pravnymi predpismi a regulaénymi poziadavkami; a musi byt
pisomne schvaleny IRB/EC prislusnym regulaénym organom
vratane Statneho Ustavu pre kontrolu lie€iv a spolognostou
AbbVie. ICF musi byt zabezpeeny v sulade s platnymi
pravnymi predpismi, najma ustanoveniami §15 ods. 13 zak. €.
140/1998 Z.z. o lieku a zdravotnickych poméckach v platnom
zneni. Ugast U&astnika Studie na Studii bude zavisiet' od
podpisania prisludného ICF.

(b) Ak IngtitGcia a/alebo Skusajuci zhromazduje, uchovava,
spracovava alebo spristupfiuje informacie, ktoré identifikuju
jednotlivca alebo su v kombinacii s inymi informaciami
identifikovatelné vo vztahu k nemu, vratane uG€astnikov
Studie a inych udastnikov alebo 0séb spojenych so Stdiou
(dalej len "Osobné udaje"), méZe tak urobit’ len v sulade
stouto Zmluvou, vietkymi platnymi pravnymi predpismi
a pisomnymi pokynmi spolonosti  AbbVie. Institucia
a Skusajuci zabezpelia vhodné bezpeénostné opatrenia na
zaistenie dovernosti a bezpefnosti Osobnych  Udajov.
Intiticia  a Skdsajuci  budli  bezodkladne  informovat
spolo¢nost AbbVie o akomkolvek neopradvnenom pristupe
alebo spristupneni Osobnych Udajov (dalej len ,PoruSenie

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

(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) 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 9, Receiving Party
shall furnish only that portion of the Confidential Information
which is legally required based on the written opinion of legal
counsel.

(d) None of Receiving Parties will 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.

10. Subject Confidentiality; Data Protection.

(a) The parties will comply with all applicable laws and
regulations regarding Study subject confidentiality and data
protection. Investigator will be responsible on behalf of the
Institution for obtaining a signed Informed Consent Form and
authorization document (“ICE") from each Study subject prior
to the subject's participation in the Study. The ICF must
permit AbbVie and its representatives involved with or
evaluating the Study to access, process, obtain copies,
transfer and retain Study data. Each ICF must conform with
the Protocol and be compliant with: International Conference
on Harmonisation, Harmonised Tripartite Guidelines for Good
Clinical Practice (ICH); all applicable laws and regulatory
requirements; and must be approved in writing by the IRB/EC
and the relevant regulatory authorities, including the State
Institute for Drug Control and AbbVie. The ICF must be
obtained in compliance with the rules set forth in the applicable
legal regulations, in particular the rules set forth in Section
29(13) of the Act No. 362/2011 Coll. on Drugs and Sanitary
Tools Control, as amended. A Study subject’s participation in
the Study will be contingent upon execution of a proper ICF.

(b) Where Institution and/or Investigator collects, retains,
processes or discloses information identifying or, in
combination with other information, identifiable to a living
individual, including Study subjects and others participating in
or associated with the Study ("Personal Data") it shall only do
s0 in accordance with this Agreement, with all applicable laws
and with AbbVie's written instructions. Institution and
Investigator shall maintain appropriate safeguards to ensure
the confidentiality and security of the Personal Data.
Institution and Investigator shall promptly inform AbbVie about
any unauthorized access to or disclosure of Personal Data
(“Security Breach"), including the timing and nature of the
Security Breach, and take all reasonable measures to remedy
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bezpeénosti'), vratane ¢asu a povahy Poru$enia bezpecnosti,
a prijmu vetky primerané opatrenia na napravu PoruSenia
bezpeénosti. Ak platné pravne predpisy na ochranu adajov
poZaduju, aby strany uzatvorili dalSie zmluvy alebo zaruky,
vratane dohdd o medzinarodnom prenose Udajov, Indtitucia
sa zavizuje zabezpecit implementaciu a podpisanie vSetkych
potrebnych dohdd.

(c) Skusajuci potvrdzuje, sthlasi a zabezpedi, aby vSetci jeho
spoluskU8ajuci v Stadii potvrdili a suhlasili, 2e spolo&nost
AbbVie bude zhromazdovat, pouzZivat, spracovavat a
spristupnovat’ Osobné udaje Skusajaceho a
spoluskusajucich, vratane informacii ako su meno, adresa,
kvalifikicia a sklsenosti s klinickym skuganim.  Dalsie
pouzite alebo spristupnenie mobze zahfiiat finanéné
informacie (vratane odmeny a vyplaty nahrad), verejnu
registraciu Studie na internetovych strankach urenych na
tento Ugel, napr. www.clinicaltrials.gov, hodnotenia vhodnosti
Skusajlceho pre budice stadie zo strany spolo¢nosti AbbVie
a na ucely suladu s platnymi pravnymi predpismi._Skasajdci
berie na vedomie a vyslovne suhlasi a zabezpedi, aby vietci
jeho spoluskusajuci v Studii vyslovne suhlasil, Ze tieto
informacie sa v pripade potreby moézu na tieto Gcely
spristupnit’ etickym komisiam, $tatnym orgadnom a inym
spolo&nostiam v ramci skupiny AbbVie so sidlom v krajine, v
ktorej Studia prebieha, alebo v ostatnych krajinach vratane
Spojenych Statov, alebo sa mdZu pouzit niekde inde, ak je to
poZadované platnymi pravnymi predpismi alebo ak je to
potrebné na Gdely Spravnej klinickej praxe alebo kontrolu a
preskimanie ochrany udajov.

11.Publicita. Institicia pri publicite, reklame alebo
informovani vo vztahu k tretej strane alebo verejnosti
nezverejni, a zabezpedi, aby Prijimajluca strana nezverejnila
existenciu alebo podmienky tejto Zmluvy, ani nepouzila
meno, obchodnu znacku, obchodnd znamku alebo logo
spolo¢nosti  AbbVie bez predchadzajiceho pisomného
suhlasu spolo¢nosti AbbVie. Inétitucia berie na vedomie, Ze
spolo¢nost AbbVie méze spristupnit’ a zverejnit podmienky
tejto  Zmluvy, vratane vy3ky akychkolvek platieb
realizovanych podla tejto Zmluvy, ak to vyzaduju zakony
alebo pravne predpisy, a ak to AbbVie povaZuje za vhodné.

12. Vynalezy. Akékolvek informacie, vynalezy, Udaje alebo
objavy (patentovatelné, chranitelné autorskym pravom alebo
nie), inovacie, oznamenia alebo spravy, ktoré skoncipovala,
doviedla do praktického vyuZitia, realizovala, vytvorila alebo
vyvinula Prijimajuca strana, a ktoré sG bud vysledkom
pouZitia ktoréhokolvek Materidlu k $tudii alebo su désledkom
vykonania  Studie, budu bezodkladne  spristupnené
spolognosti  AbbVie, prevedené na  spoloCnost AbbVie
a budu vylu¢nym vlastnictvom spolo¢nosti AbbVie. Inétitucia
a Skusajuci suhlasia, Zze na ziadost' spolo¢nosti AbbVie
anaklady spoloénosti AbbVie vypracuju a podpiSu alebo
zabezpedéia vypracovanie a podpisanie takych dokumentov,
a vykonaju také ukony, aké spolo¢nost AbbVie povazuje za
nevyhnutné a vhodné na ziskanie patentu alebo inej ochrany
vlastnictva vy$8ie uvedeného v mene spolo¢nosti AbbVie.

13. Publikacie a prezentacie.

(a) Poziadavky na publikdciu. Pre podporu najvy$Sich
$tandardov vztahujucich na vedecké publikacie, vratane
rukopisov, abstraktov a obrazovych/Ustnych prezentacii (dalej
spolu len ,Publikacie") sa spoloCnost AbbVie zavdzuje

the Security Breach. Where applicable data protection laws
require that the parties enter into additional agreements or
undertakings, including international data transfer agreements,
Institution will undertake to ensure that all necessary
agreements are implemented and in place.

(c) Investigator acknowledges and consents to, and shall
cause all subinvestigators for the Study to acknowledge and
consent to, AbbVie's collection, use, processing, and
disclosure of Investigator's and sub-investigator's Personal
Data including details of his/her name, address, qualifications
and clinical trials experience. Additional uses or disclosures
may include financial information (including compensation and
reimbursement payments), public registration of the Study on
web sites designed for this purpose such as
www.clinicaltrials.gov,  assessments by  AbbVie  of
Investigator's suitability for future studies, and for purposes of
complying with applicable laws. Investigator understands and
expressly agrees and shall cause all subinvestigators for the
Study to expressly agree that this information may, if
necessary for these purposes, be made available to ethics
committees, government authorities and other companies
within the AbbVie group of companies located both in the
country in which the Study is carried out and in other
countries, including in the United States or elsewhere as
required by applicable law or as necessary for the purposes of
Good Clinical Practice or data protection audits or inspections.

11. Publicity. Institution shall not and shall ensure Receiving
Party shall not disclose the existence or terms of this
Agreement or use the name, trademark, servicemark or logo
of AbbVie in any publicity, advertising or information, which is
disseminated to any third person or to the general public
without AbbVie's prior written approval. Institution
understands that the terms and conditions of this Agreement,
including 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.

12. 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 any of the 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 and Investigator each agree, 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.

13. Publications and Presentations.

(a) Publication Reguirements. To foster the highest
standards of conduct related to scientific publications,
including manuscripts, abstracts, and poster/oral presentations
(collectively, “Publication(s)’), AbbVie is committed to
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zachovavat' transparentnost’ a etickl prax publikacie. Ak je
Skasajuci autorom akejkolvek Publikacie vyplyvajucej zo
Stadie, musi Skusajaci dodrzat PozZiadavky na vedecké
publikovanie, ktoré su prilozené k tejto Zmluve ako Priloha B.

(b) Postupy. Spolo¢nost AbbVie si vyhradzuje prévo ako
prva zverejnit’ vysledky Studie prostrednictvom Publikacie
alebo inej formy verejného spristupnenia (dalej spolu len
.Zvereinenie vysledkov $tudie'). Nasledne po tom, <o
nastane skér: (i) Zverejnenie vysledkov Studie spolo&nostou
AbbVie, alebo (ii) dvanast (12) mesiacov po dokongeni alebo
ukon&eni Studie na vietkych miestach vykondvania Stadie,
bude mat' Inétitucia a Skusajuci pravo pripravit a predlozit
Zverejnenie vysledkov $tudie na publikovanie vo vhodnych
vedeckych asopisoch alebo inych odbornych publikaciach.
Ak InstitGcia alebo Sku$ajuci pripravia Zverejnenie vysledkov
§tadie, Indtiticia poskytne alebo bude od Skusajuceho
poZadovat, aby poskytol spolo¢nosti AbbVie navrh prace na
preskimanie a vyjadrenie spolo¢nosti AbbVie najmene;j
$est'desiat (60) dni pred predloZenim prace na Zverejnenie
vysledkov §tudie s cielom ubezpecit' sa, ¢i sa nezverejiuju
akékolvek patentovatelné skutoénosti alebo Déverné
informacie spolognosti AbbVie (okrem vysledkov Studie, ktoré
boli vytvorené podla tejto Zmluvy). Spolo¢nost AbbVie zasle
Ingtitucii  alebo  Sku$ajucemu  pripomienky spat do
$estdesiatichn (60) dni od prijatia navrhu Zverejnenia
vysledkov $tudie (dalej len ,Obdobie pre preskimanie®).
Okrem toho musi InétitGcia alebo SkuSajuci okrem Obdobia
na preskumanie pozdrzat navrhované Zverejnenie vysledkov
Studie o daldich Sestdesiat (60) dni navySe k Obdobiu pre
preskiUmanie v pripade, Ze to spolo¢nost’ AbbVie poZaduje na
zabezpedenie svojej patentovej alebo inej vlastnickej ochrany
(dalej len ,Doba pozdrzania"). InStiticia suhlasi , a bude od
Skusajuceho pozadovat, aby suhlasil so zachovanim
dbvernosti Zverejnenia vysledkov $§tudie az kym neuplynie
Obdobie pre preskiimanie a Doba pozdrzania, pokial ju
spolo¢nost’ AbbVie uplatnila. Inétiticia suhlasi, a bude od
Skugajuceho pozadovat, aby suhlasil, Ze sa pripomienkam
spolo¢nosti AbbVie bude venovat' nalezita pozornost; a dalej
ze Doverné informacie spolo¢nosti AbbVie (okrem vysledkov
Studie, ktoré boli vytvorené podla tejto Zmluvy) budu
vymazané zo Zverejnenia vysledkov $tadie. V pripade, ze sa
Institacia alebo Skusajlci a spoloénost’ AbbVie rozchadzaju
v nazore alebo interpretacii Udajov v Zverejneni vysledkov
stadie, vyrieSia strany tieto rozpory v dobrej viere
prostrednictvom primeranej vedeckej rozpravy.

14. Prehldsenia a zaruky: Institucia prehlasuje a zaruuje
sa, ze:

(a) podmienky tejto Zmluvy su platnymi a zavéznymi
povinnostami Institucie, a nie su v rozpore s akoukolvek inou
zmluvnou alebo zakonnou povinnostou Indtitucie alebo
Skugajuceho, ani v rozpore s politikami a postupmi Intiticie
alebo polittkami a postupmi akejkolvek indtitucie alebo
spoloénosti, s ktorou je Institucia alebo Skuajlci prepojeny;

(b) poskytovanie sluzieb InStiticiou a prijatie odmeny,
vratane prijatia stravného a/alebo nahrady za primerané
naklady vynaloZené na stretnutia sku$ajlcich alebo iné
stretnutia poZadované spolo¢nostou AbbVie, ktoré mozu byt
poskytnuté Sku$ajucemu alebo Indtitlcii (vratane jej
zamestnancov a zastupcov) podla tejto Zmluvy, je v sulade
so vSetkymi politkami a postupmi Indtitucie, aze
poskytovanie takychto sluzieb zo strany SkudSajuceho

transparency and ethical publication practices. If Investigator
serves as an author on any Publication emanating from the
Study, Investigator to comply with the Requirements for
Scientific Publications attached hereto as Exhibit B.

(b) Procedures. AbbVie shall retain the first right to disclose
the results of the Study through a Publication or any other
public disclosure (collectively, 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, Institution and
Investigator shall have the right fo prepare and submit for
Publication a Study Result Disclosure in appropriate scientific
journals or other professional publications. If Institution or
Investigator prepares a Study Results Disclosure, Institution
shall provide or shall require Investigator 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) are disclosed
therein.  AbbVie shall return comments to Institution or
Investigator within sixty (60) days after receipt of the draft
Study Results Disclosure (‘Review Period”). In addition,
Institution or Investigator shall delay any proposed Study
Results Disclosure an additional sixty (60) days in addition to
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 Investigator 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 Investigator 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 Investigator 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.

14. Representations and Warranties. Institution represents

and warrants that:

(a) the terms of this Agreement are valid and binding
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) 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
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nepredstavuje konflikt zaujmov s ostatnymi sluzobnymi

povinnostami Skd3ajuceho;

(c) Skui3ajuci dostal od Institucie v8etky pozadované
pisomné alebo iné opravnenia na poskytovanie sluzieb
a prijatie stravného a/alebo nahrady za primerané naklady,
ktoré mu vznikli v stvislosti so stretnutiami sku3ajucich alebo
inymi stretnutiami pozadovanymi spoloénostou AbbVie, ktoré
mozu byt Skudajicemu poskytnuté podla tejto Zmluvy;

(d) Institcia a Skuajici sazavdzuju plnit  povinnosti
zadavatela delegované spolo¢nostou AbbVie vzmysle
Zakona, uvedené v sekcii 1(c).

(e) Indtitucia a SkdSajuci maju skusenosti, schopnosti,
primerany polet Ucastnikov a zdroje, okrem iného vratane
dostatoéného  personalu  avybavenia, na efektivne
aprimerane rychle vykonanie Stadie profesionalnym
a kompetentnym spdsobom;

(f) v3etci spoluskusajici, ktorych Ingtiticia vyuzije pri Studii,
budi vybrani na zaklade zvazenia tychto skutognosti: (i)
gkolenia aodborné znalosti v prisludnych oblastiach, (ii)
vhodné vyskumné zariadenia, (i) skusenosti s prisluSnym
siborom Udastnikov Stidie, aby mal spoluskdsajuci
primerane vysoku pravdepodobnost naboru vhodnych
Ucastnikov vyskumu aich zotrvania do dokonéenia Stadie;
(iv) predchadzajuci vedecky vyskum alebo klinické
skusenosti; a (v) schopnost vykonat Studiu v sulade
s platnymi pravnymi a regulaénymi poziadavkami;

(g) (i) Skusajuci ma aktudlnu a platni lekarsku licenciu
v jurisdikcii, v ktorej sa Klinicka Studia uskutoCnuje, (ii) tato
licencia nebola nikdy odiiata, jej platnost nebola nikdy
obmedzena alebo pozastavené lekarskou komorou alebo
inym organom vydavajicim licencie, (iii} jeho opravnenie
alebo sposobilost vykonavat' lekarsku prax nebolo nikdy
zru§ené, obmedzené alebo pozastavené zdravotnickym
zariadenim alebo inym poskytovatelom zdravotnickych
sluzieb, a (iv) podla svojho najlepSieho vedomia Skusajuci
nie je podrobeny Ziadnemu vySetrovaniu, ktoré by mohlo mat’
za nasledok odnatie, obmedzenie alebo pozastavenie jeho
lekarskej licencie alebo opravnenia alebo spdsobilosti
vykonavat' lekdarsku prax v zdravotnickom zariadeni alebo
u iného poskytovatela zdravotnickych sluzieb. V pripade, Ze
potas doby platnosti tejto Zmluvy ddjde k zmene niektorej
z uvedenych skutoCnosti, Indtiticia bude o tom spolo¢nost
AbbVie bezodkladne informovat, pri¢om spolo¢nost AbbVie
je opravnena tuto Zmluvu bezodkladne vypovedat; a

(h) ak vpriebehu Doby platnosti tejto Zmluvy nastanu
vyznamné zmeny s ohladom na okolnosti tejto Zmluvy (t.j.
déjde k zmene politky alebo postupu, ktora sa da dévodne
vykladat ako ovplyvnenie vhodnosti (Casti InStitucie alebo
Skusajuceho na tejto Zmluve), Intitucia suhiasi, Zze bude
okamzite o takychto zmenach pisomne informovat
spolo¢nost’ AbbVie.

15. Doba plathosti a ukon&enie.

(a) Tato Zmluva bude G¢inna od Datumu Ucinnosti a straca
platnost diiom, ktory nastane neskér: (i) jeden (1) rok od
Datumu G¢innosti, (i) defl uzamknutia databazy k Studii v
pripade registracie U¢astnikov podla tejto Zmluvy, alebo (iii)
deni splnenia v8etkych povinnosti stran podla tejto Zmluvy

Investigator’s official duties;

(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) Institution and Investigator will perform the sponsor
obligations delegated by AbbVie in accordance with the Act,
as set forth in Section 1(c).

(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) 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;

(g) (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 his/her medical license
or privileges or ability to practice at a health care institution or
other provider of health care services. In the event that any of
the foregoing changes during the Term, Institution shall
immediately notify AbbVie, and AbbVie shall have the right to
immediately terminate this Agreement; and

(h) 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.

15. Term and Termination.

(a) 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"),
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(dalej len ,Doba platnosti'), pokial nebude ukonCena skor
podla Clanku 15(b) nizsie.

(b) Tuto Zmluvu méZe ukondéit:

i) spolo¢nost AbbVie alebo Inétiticia po =zaslani
pisomnej vypovede druhej strane, ak: (A) druha strana
porusila podstatni podmienku tejto Zmluvy, alebo (B)
v pripade ukongenia Studie zo strany Vladnej agenttry
(Spojenych §tatov pre potraviny a lieky (,FDA") alebo
iného statneho alebo regulaéného organu;

(i) spolo¢nost AbbVie okamzite po zaslani pisomnej
vypovede Indtiticii, ak: (A) osobné sluzby Skusajuceho
nie su k dispozicii; podla Clanku 2 (Hlavny sku$ajuci;
kontakty) tejto Zmluvy (B) existuje na zaklade
vyhradného zvaZenia spolo¢nosti AbbVie nepriaznivé
bezpelnostné riziko vo vztahu k Produktu, ktory je
predmetom $tddie av dosledku toho je pokracovanie
v skigani nevhodné, (C) Institdcia nesplni kritéria naboru
ucastnikov, neziska suhlas IRB/EC, alebo nepredlozi
nevyhnutnt dokumentaciu v lehotach stanovenych v tejto
Zmluve, (D) lekarska licencia Sku$ajiceho, alebo jej
ekvivalent sa obmedzi alebo pozastavi, alebo bude proti
Skuasajiucemu vedené vySetrovanie alebo disciplinarne
konanie zo strany akejkolvek lekarskej rady, alebo (E)
Ingtiticia alebo Skuajuci sa stanG Fyzickou alebo
Pravnickou osobou s pozastavenou <&innostou,
Vyradenou Fyzickou alebo Pravnickou osobou alebo
Usveddéenou Fyzickou alebo Pravnickou osobou, alebo
bude proti nim vedené konanie, ktoré mézZe viest k tomu,
e sa stanu Fyzickou alebo Pravnickou osobou s
pozastavenou ¢innostou, Vyradenou Fyzickou alebo
Pravnickou osobou alebo Usved&enou Fyzickou alebo
Pravnickou osobou, alebo sa dostand na Zoznam

vyltuéenych klinickych skusajlcich/skusajucich
s obmedzenim ¢&innosti; alebo
(i) spolo¢nost AbbVie bez wudania doévodu po

predchadzajucej pisomnej vypovedi zaslanej Institucii
s tridsat'diiovou (30) vypovednou lehotou.

(c) Ukonéenie alebo uplynutie platnosti tejto Zmluvy nebude
mat’ vplyv na akékolvek prava alebo povinnosti, ktoré vznikli
pred jej uzatvorenim. V pripade pred€asného ukoncenia tejto
Zmluvy Indtiticia bud nélezite vypovie a ukonéi ucast
véetkych dovtedy zaregistrovanych u€astnikov, alebo dokonéi
Studiu pre dovtedy zaregistrovanych U&astnikov Studie,
pokial to vyZaduje zavedena lekarska prax.

16. Odskodnenie.

(a) Spolotnost AbbVie odskodni, bude hajit a nabradi
Ingtitucii, Skudajucemu, funkcionarom Institucie a ostatnym
kvalifikovanym zamestnancov Inétitlcie, ktori pracuju pod
priamym dohladom Sku$ajuceho (dalej len ,Od8kodnené
osoby") pri vykonavani Studie, néklady na obhajobu (aZ do
okamihu, kedy obhajobu prevezme spolo¢nost AbbVie)
a priznanu nahradu 8kody, ak je nejaka (dalej spolu len
JStraty”) vyplyvajuce z akéhokolvek naroku alebo sudneho
procesu zo strany udastnika Studie, ktory si narokuje
ublizenie na zdravi v dosledku pouzivania Produktu, ktory je
predmetom $tudie pocas Studie. Povinnost' od$kodnenia zo
strany spolo¢nosti AbbVie sa vztahuje len na pripady, ak bol
Produkt, ktory je predmetom $tudie, pouzity potas Studie

unless terminated earlier as provided in Section 15(b) below.

(b) This Agreement may be terminated:

(i) by either AbbVie or Institution upon written notice to
the other party if: (A) the other party has breached a
material term of this Agreement; or (B) in the event of
termination of the Study by the United States Food and
Drug Administration (the “EDA") or any other
governmental or regulatory authority;

(i) by AbbVie immediately upon written notice to
Institution if: (A) the personal services of Investigator is
not available; pursuant to Section 2 (Investigator;
Contacts) of this Agreement (B) in AbbVie's sole
judgment, an adverse safety concern with respect to
Study Product makes continued testing unadvisable; (C)
Institution does not meet enrollment criteria, IRB/EC
approval, or essential document submission within the
timelines of this Agreement; (D) Investigator's medical
license, or its equivalent, becomes restricted or
suspended or Investigator becomes a subject to any
investigation or disciplinary action by any medical board,
or (E) Institution or Investigator becomes a Debarred,
Excluded, or Convicted Entity or Individual or becomes
the subject of a proceeding which could lead to that party
becoming a Debarred Excluded, or Convicted Entity or
Individual, or becomes added to FDA’s
Disqualified/Restricted List for clinical investigators; or

(i) by AbbVie without cause upon at least thirty (30)
days prior written notice to Institution.

(c) Termination or expiration of this Agreement will not affect
any rights or obligations which have accrued prior thereto. In
the event of premature termination of this Agreement,
Institution will either appropriately withdraw and discontinue all
then-enrolled subjects or complete the Study for then-enrolled
Study subjects where required by accepted medical practice.

16. Indemnification.

(a) AbbVie will indemnify, defend and hold harmless
Institution, Investigator, Institution's officers, and all other
qualified employees of the Institution working under the direct
supervision of the Investigator (“Indemnitees”) in the conduct
of the Study for the cost of defense (until such time as AbbVie
assumes the defense) and for compensatory damages
awarded, if any, (collectively, "Losses”) arising from any claim
orlawsuit made by a Study subject alleging bodily injury
sustained as a result of the use of any Study Product during
the Study. AbbVie's indemnification obligation applies only if
Study Product is used during the Study in accordance with the
Protocol, with accepted medical practice and with any other
written instructions furnished by AbbVie. AbbVie's
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v sulade s Protokolom, zavedenou lekarskou praxou
a ostatnymi  pisomnymi pokynmi spoloCnosti AbbVie.
Povinnost odskodnenia zo strany spolo¢nosti AbbVie sa
nevztahuje na akékolvek Straty, ktoré je mozné pripisat,
priamo alebo nepriamo, nedbanlivosti, neopatrnosti alebo
Umyselnému pochybeniu niektorej z Odskodnenych osdb
alebo jej =zamestnancov, zastupcov, subdodavatelov,
pobociek alebo tretich stran. Bez ohladu na &okolvek iné
vtejto Zmluve v opaénom zmysle a pokial to nezakazujo
miestne pravne predpisy, bude spolo&nost AbbVie povinna
hajit a od$kodnit Odskodnené osoby podla tejto zmluvy za
akékolvek a vdetky Straty narokované podla tejto Zmluvy
maximalne do Uhrnnej Ciastky pat milionov  dolarov
(5 000 000 USD).

(b) Vyssie uvedena dohoda o odskodneni Od8kodnenych

os6b je podmienena nasledovnymi  povinnostami
Od3skodnenych 0sb:
(i) pisomne informovanie  spoloCnosti  AbbVie

o akomkolvek naroku alebo sudnom procese zaslanim
oznamenia na adresu uvedend v Clanku 23 tejto
Zmluvy do pétnastich (15) dni odo dia prijatia
oznamenia o danom naroku alebo sudnom procese
Odskodnenymi osobami, alebo po¢as iného &asového
ramca tak, aby nebola dotknuta schopnost' a pravo
spolo¢nosti AbbVie na obhajobu alebo urovnanie
takéhoto naroku alebo sudneho sporu podla
vyhradného uvazenia spolo&nosti AbbVie;

(i) poskytnutie pomoci spoloénosti AbbVie a jej
zastupcom pri vySetrovani a obhajobe v sidnom
procese alalebo naroku, vo vztahu ku ktorému sa ma
poskytnut odskodnenie; a

(iii) nedohodnutie sa na zmieri ani iné urovnanie

takéhoto naroku alebo sudneho procesu bez
predchadzajiceho pisomného suhlasu spolo¢nosti
AbbVie.

17. Priama_ujma udastnika. Ak sa v priebehu Studie
vyskytne akakolvek ujma ucastnika v priamom doésledku
pouzitia Produktu, ktory je predmetom $tudie alebo ndleZite
vykonanych postupov poZadovanych v Protokole (dalej len
JPriama ujma ugastnika"), spolocnost AbbVie suhlasi so
zaplatenim vsetkych primeranych lekarskych vydavkov
potrebnych na lie¢bu takejto Priamej ujmy GC€astnika za
predpokladu, Ze Ggastnik Studie (i) dodrzal vietky pokyny
skugajucich a (i) nebol inak od8kodneny zdravotnym
poistenim. Vy§sie uvedené neplati, ak je Priama ujma
UCastnika dosledkom nedbanlivosti, neopatrnosti  alebo
umyselného pochybenia Institucie alebo Sku3ajuceho, ich
funkcionarov, zastupcov alebo zamestnancov, alebo
ddsledkom nedodrzania Protokolu z ich strany. Priama ujma
UCastnika nezahimia prirodzeny vyvoj akéhokolvek uz
existujuceho ochorenia alebo akejkolvek suvisiacej choroby
bez ohladu na to, ¢& boli alebo neboli predtym
diagnostikované.

18. Poistenie. Obe strany suhlasia, Ze uzatvoria poistnu
zmluvu alebo zmluvy alebo vlastné poistenie, ktoré bude
dostadujiuce na  uspokojenie  prisluSnych  povinnosti
a zavazkov podla tejto Zmluvy v takom rozsahu, v akom su
tieto povinnosti a zavazky komeréne poistitelné. Obe strany
dalej suhlasia, Ze poskytnu pisomny doklad o takomto

indemnification obligation will not apply to any Losses
attributable, whether directly or indirectly, to the negligence,
recklessness or willful misconduct of any of the Indemnitees or
their employees, agents, subcontractors, affiliates or third
parties. Notwithstanding anything herein to the contrary, and
except if prohibited by local law, AbbVie's obligation to defend
and indemnify Indemnitees hereunder will not exceed an
aggregate amount, including any and all Losses claimed
hereunder, of Five Million Dollars ($5,000,000).

(b) The foregoing agreement to indemnify Indemnitees is
conditioned upon the following obligations of Indemnitees to:

(i) advise AbbVie of any claim or lawsuit, in writing to
the addresses stated in Section 23 of this Agreement,
within fifteen (15) days after Indemnitees has received
notice of said claim or lawsuit, or within such other time
frame so that AbbVie's ability and rights to defend or
settle such claim or lawsuit, as determined in AbbVie's
sole discretion, are not prejudiced;

(i) assist AbbVie and its representatives in the
investigation and defense of any lawsuit and/or claim for
which indemnification is provided; and

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

17. Subject Direct Injury. If during the course of the Study any
injury occurs to a subject as a direct result of the Study
Product or properly performed procedures required by the
Protocol ("Subject Direct Injury”), AbbVie agrees to pay all
reasonable medical expenses necessary to treat such Subject
Direct Injury, provided that the Study subject (i) follows the
directions of the investigators, and (ii) is not otherwise
reimbursed by medical insurance. The foregoing shall not
apply where the Subject Direct Injury is due to the negligence,
recklessness or willful misconduct of Institution or Investigator,
their officers, agents, or employees, or their failure to follow
the Protocol. Subject Direct Injury does not include the natural
progression of any pre-existing disease or any underlying
illness, whether or not previously diagnosed.

18. 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
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poisteni (vratane osved&enia o poisteni alebo inych dékazov
o primeranych zéarukach) druhej strane do siedmich (7)
pracovnych dni odo diia prijatia pisomnej Ziadosti druhej
strany.

19. Vylicenie a vyradenie. InStiticia vyhlasuje a zaru€uje
sa, ze proti Indtitacii, jej zamestnancom vratane Sku3ajuceho,
zastupcov a subdodavatelov, ktori sa za€astiiujd na plneni
tejto Zmluvy, atiez spolusku$ajucich, nikdy nebolo ani
v si¢asnosti nie je vedené konanie, ktoré by mohlo viest k
tomu, Ze sa Institdcia, jej zamestnanci, zastupcovia alebo
subdodavatelia stanu Fyzickou alebo Pravnickou osobou s
pozastavenou ¢innostou, Vyradenou Fyzickou alebo
Pravnickou osobou alebo UsvedCenou Fyzickou alebo
Pravnickou osobou,ani nie s na FDA Zozname vylu€enych
klinickych skusajucich/skusajucich s obmedzenim Cinnosti.
Indtiticia sa dalej zavazuje, vyhlasuje a zaruuje sa, ze ak
potas Doby platnosti tejto Zmluvy je alebo bude proti
Institdcii, jej zamestnancom vratane Sku$ajuceho, zastupcov
alebo subdodavatelov vratane spoluskusajucich, ktori sa
zu¢astiiuju na plneni tejto Zmluvy, vedené konanie, ktoré
moze viest' k tomu, Ze sa takato strana stane Fyzickou alebo
Pravnickou osobou s pozastavenou &innostou, Vyradenou
Fyzickou alebo Pravnickou osobou alebo Usved&enou
Fyzickou alebo Pravnickou osobou, alebo sa dostanu na FDA
Zoznam vylu€enych klinickych skusajacich/skdsajucich s
obmedzenim  ¢&innosti, InStitucia okamzite  informuje
spolo¢nost AbbVie a spolo¢nost AbbVie bude mat' pravo
okamzite ukongit' tato Zmluvu. Ustanovenie podla tohto
odseku, ktoré sa tyka oznamenia o konani, ktoré nastalo
po¢as obdobia platnosti, zostava v platnosti aj po ukon&eni
alebo uplynuti platnosti tejto Zmluvy. Na Gcely tohto
ustanovenia sa pouZiju tieto definicie:

(a) ,Fyzicka osoba s pozastavenou Einnostou" je osoba,
ktora bola vylu€¢ena FDA podla Hlavy 21 Zakona Spojenych
tatov (dalej len ,USC"), Clanku 335a (a) alebo (b) inym
opravnenym organom, okrem iného vratane miestneho
opravneného organu z poskytovania

sluzieb akéhokplvek charakteru osobe, kiora ma schvalenu
alebo na schvalenie podanu Ziadost o pouzitie lieku.

(b) .Pravnickd osoba s pozastavenou <&innostou‘ je
spoloénost, zdruZenie alebo organizacia, ktora bola vyli¢ena
FDA podla Hlavy 21 Zakona Spojenych $tatov, Clanku 335a
(a) alebo (b) inym opravnenym organom, okrem iného
vratane miestneho opravneného organu z podavania alebo
pomoci pri podavani skratenej Ziadosti o pouzitie lieku, alebo
dcérska spoloénost' alebo poboCka Pravnickej osoby s
pozastavenou &innostou.

(c) ,Vyradena fyzickd osoba' alebo ,Vyradena pravnicka
osoba" je (i) fyzicka, resp. pravnicka osoba, ktora stratila
opravnenie k ¢innosti alebo ktorej bola pozastavena alebo
zru$ena &innost, resp. ktora inym spdésobom stratila pravo
zUéasthovat sa  federalnych  programov  zdravotnej
starostlivosti, akymi su Medicare alebo Medicaid, na zaklade
rozhodnutia Kancelarie hlavného inSpektora Ministerstva
zdravotnictva USA alebo (ii) fyzicka, resp. pravnicka osoba,
ktora stratila opravnenie k ¢innosti alebo ktorej €innost' bola
pozastavena alebo zru$ena, resp. ktora inym spdsobom
stratila pravo zucasthiovat sa federalnych programov
priameho alebo nepriameho obstaravania, vratane tych
realizovanych Uradom v8eobecnej spravy sluzieb USA.

providing reasonable assurances) to the other party within
seven (7) business days following receipt of written request by
the other party therefore.

19. Debarment and Exclusion. Institution represents and
warrants that none of Institution, any Institution employees,
including Investigator, agents and subcontractors performing
services hereunder, including any subinvestigators, have ever
been, are currently, or are the subject of a proceeding that
could lead to Institution or such employees, agents or
subcontractors becoming, as applicable, a Debarred Entity or
Individual, an Excluded Entity or Individual or a Convicted
Entity or Individual nor are they listed on the FDA’s
Disqualified/Restricted List for clinical investigators. Institution
further covenants, represents and warrants that if, during the
Term, Institution, or any of Institution’s employees, including
Investigator, agents or subcontractors, including any
subinvestigators, performing services hereunder, becomes or
is the subject of a proceeding that could lead to that party
becoming, as applicable, a Debarred Entity or Individual, an
Excluded Entity or Individual or a Convicted Entity or Individual
or added to FDA's Disqualified/Restricted List for clinical
investigators, Institution will immediately notify AbbVie, and
AbbVie will have the right to immediately terminate this
Agreement. The provision of this paragraph regarding notice
of acts occuring during the Term will survive termination or
expiration of this Agreement. For purposes of this provision,
the following definitions will apply:

(a) A "Debarred Individual’ is an individual who has been
debarred by the FDA pursuant to Title 21 of the United States
Code ("USC") Section 335a (a) or (b) or by any other
competent authority, including, without limitation, any local
competent authority, from providing services in any capacity to
a person that has an approved or pending drug product
application.

(b) A “Debarred Entity” is a corporation, partnership or
association that has been debarred by the FDA pursuant to
Title 21 of USC Section 335a (a) or (b) or by any other
competent authority, including, without limitation, any local
competent authority, from submitting or assisting in the
submission of any abbreviated drug application, or a
subsidiary or affiliate of a Debarred Entity.

(c) An "Excluded Individual’ or “Excluded Entity" is (i} an
individual or entity, as applicable, who has been excluded,
debarred, suspended or is otherwise ineligible to participate in
federal health care programs such as Medicare or Medicaid by
the Office of the Inspector General of the U.S. Department of
Health and Human Services; or (ii) is an individual or entity, as
applicable, who has been excluded, debarred, suspended or is
otherwise ineligible to participate in federal procurement and
non-procurement programs, including those produced by the
U.S. General Services Administration.
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(d) ,UsvedCena fyzicka osoba" alebo ,Usved&end pravnicka
osoba"  je fyzicka, resp. pravnickd osoba, ktora bola
usvedlena zo spachania trestného ¢inu spadajuceho do
pdsobnosti Zakona &. 21 USC Cast 335a(a) alebo Zakona &.
42 USC Cast 1320a — 7(a), ale kiora e$te nestratila
opravnenie k ¢innosti alebo ktorej ¢&innost edte nebola
pozastavena alebo zru8end, resp. ktord eSte nebola
vyhlasena za neopravnent inym spésobom.

(e) DA Zoznam vyluéenych klinickych
skudajucich/skusajucich s obmedzenim ¢&innosti* je zoznam
klinickych skusajucich, ktori maju obmedzenie prijimat
skugané lieky, biologicky material alebo zariadenia, ak FDA
stanovila, Zze sku$ajlici opakovane alebo Umyselne nespinili
regulacné poZiadavky na $tudie alebo predloZili nepravdivé
Udaje zadavatelovi $tudie alebo FDA.

20. Nezavisly dodavatel. Kazdy vztah Indtiticie a
Skusajuceho so spolo¢nostou AbbVie podla tejto Zmluvy je
vztahom nezavislého dodavatela, a Institucia ani Skusajuci
nema opravnenie zavazovat spolo¢nost AbbVie alebo konat'
v jej mene.

21. Postipenie. Institicia nesmie tito Zmluvu postipit
Ziadnej inej strane ani nesmie zadat vykonavanie svojich
sluzieb podla tejto Zmluvy subdodavatelovi bez
predchadzajiceho pisomného sthlasu spolo€nosti AbbVie.
Akykolvek pokus o postupenie bez predchadzajiceho
pisomného suhlasu spolo¢nosti AbbVie bude neplatny a
neucinny, abude predstavovat zdvazné poruSenie tejto
Zmluvy. Odsuhlaseny nadobudatel prevezme v8etky
zavézky Intiticie podia tejto Zmluvy. Postlipenie nezbavi
Indtituciu zodpovednosti za pinenie akychkolvek vzniknutych
zavazkov. Vpripade, Ze ma Inétiticia povolené zadat
plnenie akykolvek povinnosti podla tejto Zmluvy tretej strane,
musi tento subdodavatel podpisat zmluvu, ktora zavazuje
takéhoto subdodavatela, aby dodrZal v8etky podmienky tejto
Zmluvy, a Inétiticia bude nadalej zodpovednd za konanie
alebo nekonanie takéhoto subdodavatela, ako keby tuto
¢innost' vykonavala samotna Institucia.

22. Spoluskigajlci. Indtitucia nebude vyuzivat na Studiu
Ziadnych spolusku8ajlcich bez predchadzajuceho pisomného
suhlasu spolognosti AbbVie, ato len na zaklade zmluvy
s Indtiticiou, ktora =zabezpeli, Ze spoluskuSajuci bude
dodrziavat' vSetky podmienky tejto Zmluvy. Okrem toho, vo
vztahu k akymkolvek takymto spoluskisajucim, ktori nie su
zamestnancami In§titucie, Inétitucia:

(a) zabezpedi, aby takyto spoluskiajaci podpisal zmluvu vo
forme akceptovatelnej pre spoloénost AbbVie, ktord zavéazuje
takéhoto spoluskus$ajuceho, aby dodrziaval podmienky tejto
Zmluvy, a

(b) ziska potvrdenie zamestnavatela takéhoto
spoluskusajuceho, Ze sa spoluskudajici zGEastfiuje na Stddii
a je povinny dodrziavat podmienky tejto Zmluvy.

23. Oznamenia. Akékolvek oznamenia, ktoré sa
pozaduju alebo inak uskutoChuju podla tejto Zmluvy, musia
byt v pisomnej forme, doru¢ené osobne alebo zaslané
doporuéenou postou s doruCenkou, alebo prostrednictvom
uznanej kuriérskej sluzby, alebo faxom s potvrdenim prijatia
riadne adresované druhej strane na adresu uvedenu niZ$ie.

(d) A "Convicted Individual’ or “Convicted Entity” is an
individual or entity, as applicable, who has been convicted of a
criminal offense that falls within the ambit of Title 21 of USC
Section 335a(a) or Title 42 of USC Section 1320a - 7(a), but
has not yet been excluded, debarred, suspended or otherwise
declared ineligible.

(e) "FDA's Disqualified/Restricted List" is the list of clinical
investigators restricted from receiving investigational drugs,
biologics, or devices if FDA has determined that the
investigators have repeatedly or deliberately failed to comply
with regulatory requirements for studies or have submitted
false information to the study sponsor or the FDA.

20. Independent Contractor. Each of Institution and
Investigator's relationship to AbbVie under this Agreement is
that of an independent contractor, and neither Institution nor
Investigator has authority to bind or act on behalf of AbbVie.

21. Assignment. Institution may not assign this Agreement to
any other party, or subcontract any of its services hereunder,
without AbbVie's prior written consent.  Any attempted
assignment without AbbVie's prior written consent will be null
and void and will constitute a material breach of this
Agreement.  Any permitted assignee shall assume all
obligations of Institution under this Agreement. Assignment
shall not relieve Institution of responsibility for the performance
of any accrued obligation. Further, in the event that Institution
is permitted to subcontract any duty hereunder to any third
party, such subcontractor shall execute an agreement
obligating such subcontractor to comply with the terms and
conditions hereof, and Institution shall remain responsible and
liable for the acts or omissions of such subcontractor activities
as if such activities had been performed by Institution.

22. 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. In addition, as to any such subinvestigator
not employed by Institution, Institution will:

(a) have any such subinvestigator execute an agreement in a
form acceptable to AbbVie obligating such subinvestigator to
comply with the terms and conditions hereof, and

(b) obtain an acknowledgement by such subinvestigator's
employer that such subinvestigator is participating in the Study
and is obligated to comply with the terms and conditions
hereof.

23. 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
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Fakultna nemocnica s potiklinikou F. D. Roosevelta Banska Bystrica]
[MUDr. Skladany, PhD.]

M13-862

[Juty 10, 2013]

Oznamenia budlt povazované za doruéené (a) v deri
doruéenia v pripade osobného dorucenia alebo zaslania
doporu€enou poStou alebo uznanou kuriérskou sluzbou,
alebo (b) v defi potvrdenia prijatia v pripade odoslania faxom.
Pre Instituciu:

MUDr. Viadimir Balaz, PhD.

Fakultnd nemocnica s poliklinikou F. D. Roosevelta Banska
Bystrica

Nam. L. Svobodu 1

975 17 Banska Bystrica

Slovenska republika

Telefon: +421 48 413 3967

Fax: +421 48 4137240

Pre Skusajuceho:

MUDr. Lubomir Skladany, PhD.

Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska
Bystrica

Nam. L. Svobodu 1

975 17 Banska Bystrica

Slovenska republika

Telefon: +421 48 4413522

Fax: +421 48 4137240

Pre AbbVie:
MUDr. Branislav Trutz
Generalny riaditel

Pre AbbVie s.r.o.

AbbVie s.ro., Karadzi¢ova 10, 821
Slovenska republika

MUDr. Branislav Trutz

Telefén: +421 2 50 500 777

Fax: +421 2 50 500

07 Bratislava 2,

s képiou na:

Divisional Vice President and
Associate General Counsel
Business Legal

Dept. V323, Bldg. AP6A
AbbVie Inc.

1 North Waukegan Road

North Chicago, IL 60064 U.S.A.
Fax: 847-938-1342

24. Pretrvanie v platnosti. Bez ohfadu na ukon&enie tejto
Zmiuvy z akéhokolvek dévodu, zostanu prava a povinnosti,
ktoré podla podmienok tejto Zmluvy pretrvaju ukoncenie
Zmluvy, v plnej platnosti a uginnosti.

25. Oddelitelnost’. Ak je akékolvek ustanovenie, pravo alebo
opravny prostriedok podla tejto Zmluvy povazovany sudom
prisludnej jurisdikcie za nevymahatelny alebo neuc&inny,
platnost a vymahatelnost ostatnych ustanoveni zostane
nedotknuta.

26. Rovnopisy. Tato Zmluva mébze byt vyhotovena
v [ubovolnom pocte rovnopisov, z ktorych kazdy sa bude
povazovat za original aktoré spolu tvoria jednu atd istd
zmluvu.  Strany potvrdzujl, Ze originalny podpis alebo jeho
kdpia prenesena faxom alebo v PDF bude na ulely tejto
Zmluvy povaZovana za originalny podpis.

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

If to Institution:

Vladimir Balaz, MD, PhD.

Fakultnd nemocnica s poliklinikou F. D. Roosevelta Banska
Bystrica

Nam. L. Svobodu 1

975 17 Banska Bystrica

Slovenska republika

Phone: +421 48 413 3967

Fax: +421 48 4137240

If to Investigator:

Lubomir Skladany, MD, PhD.

Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska
Bystrica

Nam. L. Svobodu 1

975 17 Banska Bystrica

Slovakia

Phone: +421 48 4413522

Fax: +421 48 4137240

If to AbbVie:
Branislav Trutz, MD
General Manager

To AbbVie s.r.o.,

Karadzi¢ova 10, 821 07 Bratislava 2, Slovakia
Branislav Trutz, MD

Phone: +421 2 50 500 777

Fax: +421 2 50 500 799

with a copy to:

Divisional Vice President and
Associate General Counsel
Business Legal

Dept. V323, Bldg. AP6A
AbbVie Inc.

1 North Waukegan Road

North Chicago, IL 60064 U.S.A.
Fax: 847-938-1342

24, 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.

25. 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.

26. 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.
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Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica)
[MUDr. Skladany. PhD ]

M13-862

[July 10, 2013)

27. Riedenie sporov arozhodné prava. Akykolvek spor,
rozpor alebo narok vyplyvajuci z tejto Zmluvy alebo suvisiaci
s fou, ktory nie je mozZné vyriesit do tridsiatich (30) dnl
vzéjomnou dohodou strén, bude rozhodnuty prislusnym
sudom Slovenskej republiky v stlade so zakonmi Slovenskej
republiky s vynimkou konfliktov pravnych noriem..

(a)  jazykom pouzitym v stidnom konanl bude slovencina; a

{b) tento Clanok ostava v platnosti aj pe ukonéeni alebo
uplynutf platnosti tejto Zmiuvy.

28. Uplna dohoda. Tato Zmluva, vratane vietkych jej
priloh, obsahuje Uplné dojednanie strdn vo vztahu
k predmetu tejto Zmluvy a nahradza vetky predchédzajuce
dohody a zévazky vo vztahu k nej. V pripade rozporu medzi
ustanoveniami Protokolu a tejto Zmluvy alebo akychkolvek jej
priloh bude vo vztahu k vedeckym otadzkam, |ekarskej praxi a
bezpe¢nosti Ggastnika Studie rozhodujici Protokol. Vo
vietkych ostatnych otdzkach budu rozhodujic

e ustanovenia tejto Zmluvy. V pripade akychkolvek
pochybnost! je rozhodujica anglicka verzia Zmluvy Tato
Zmluva, alebo jej podmienky, vratane dodatkov alebo priloh,
sa nesmu menit, preformulovavat' alebo inym spdsobom
menit bez pisomnej dohody podpisanej oboma stranami.

NA ZNAK SUHLASU strany tito Zmiuvu o klinicke] &tddii
podpisujd riadne spinomocnenymi-zastupcaini_

ABBVIE S.R.O.

By/V zastupeni:
Name/Meno: MUDr, E

Title/Funkcia:_Generélny riaditel/Generatl Manager

A0 7/ 20/3

Date/Datum:

PRILOHA A — ROZPOCET
DODATOK 1 K PRILOHE A
PRILOHA B - POZIADAVKY NA VEDECKE PUBLIKACIE

20 s Dispute Resolution and Governing Law. Any
dispute, controversy or claim arising cut of or relating to this
Agreement which cannot be resolved within thirty (30) days by
mutual consent of the parties, shall be setiled by the
competent courts of the Slovak Republic in accordance with
the Laws of theSlovak Republic, excluding its conflicts of laws
provisions.

(a) The language to be used in the court proceedings shall be
Slovak; and

(b) This Section shall survive termination or expiration of this
Agreement.

28. Entire Agreement. This Agreement, including all exhibits
hereto, contains the entire understanding of the parties with
respect to the subject matter herein and supersedes all
previous agreements and undertakings with respect thereto.
In the event of a conflict between provisions of the Protocol!
and this Agreement or any exhibits hereto, the Protocol shall
control with respect to matters of science, medical practice,
and Study subject safety. [n all other matters, the provisions
of this Agreement shall control. The English language version
of this Agreement shall govern all disputes hereunder. None
of this Agreement or any of its terms, including any attachment
or exhibit hereto, may be amended, restated or otherwise
altered except by written agreement signed by the parties.

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

LIKLINIKOU
YRTRINA -

FAKULTNA NEMOCNICA S P
F. D. ROOSEVELTA, BANS

By/V zastipenl:____

Name/Meno: MUDr. Vi .,

Title/Funkcia: riaditel y
Date/Datum:__ 2.4, JaL 2013

Suhlasim a pristupujem k ustanoveniam tejto zmluvy, ktorymi
budem viazany/a./ | agree-ta be bound by the provisions of this
Agreement.

Podpis/By :
Meno/Name ML_..
Titul/Title : Prednosta Il. Internej kllnlky

Datum/Date :
EXHIBIT A — BUDGET VZ'L/ &}z 2(77
ATTACHMENT 1 TO EXHIBIT A

EXHIBIT B - REQUIREMENTS FOR SCIENTIFIC
PUBLICATIONS
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Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica]

[MUD. Skladany, PhD.]
M13-862
[uly 10, 2013]

EXHIBIT A
BUDGET
INVESTIGATOR Lubomir Skladany, MD, PhD.
ADDRESS Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica, Nam. L. Svobodu 1, 975

17 Banska Bystrica

PHONE NUMBER  [+421 48 4413522

DRUG: ABT-450/Ritonavir/ABT-267, ABT-

PROTOCOL: M13-862

Visits: Screening

333 through week 96
Total estimated visits per subject (including follow-up visit, if required) 25
Number of subjects at Institution required per Protocol/Study 6 up to 12*

*Without AbbVie's prior written consent, Institution shall not: (i) enroll a subject outside the Enroliment Period; or (ii)
enroll more than six (6) subjects. If AbbVie approves additional enrollment, Institution shall not enroll more than a

total of twelve (12) subjects.

Total per subject cost (see Attachment 1, per subject breakdown; payments to be made
per the Subject Visit Payments schedule, described below)

5,362

Total cost for all subjects

64,344

ADDITIONAL STUDY FEES: Payments will be made as follows, in accordance with the Compensation

Section of the Agreement.

Study Start-up: A study start up fee six hundred and nineteen (619) will be paid to
Institution for study start-up related activities, including but not limited to, completion of
regulatory documents, review of Protocol and Investigator's Brochure, and training of
internal staff on Study related activities. Payment will be made within thirty (30) days after
receipt and approval of an itemized invoice by AbbVie.

619

Screen Failures: Reimbursement of Screen Failures will be limited to 1 for every 1
subject(s) enrolled into the Study. AbbVie will pay 384 EUR per each Screen Failure within
the number above, not to exceed 100% of the screening visit cost. "Screen Failure” means a
subject has, at a minimum, signed the informed consent and authorization document for the
Study, but does not enrol into the Study. Screen Failure payments will be made along with
Subject Visit Payments, as described below.

4,608

Subject Travel Reimbursement: Institution will be reimbursed for IRB/EC approved travel
expenses as reflected in the ICF for actual travel expenses incurred by the subject(s) as
necessary to attend Study related visits, up to a maximum of 17 EUR per visit. In the event
of a conflict between subject travel reimbursement in this Agreement and the ICF, the
subject reimbursement in the ICF will prevail. Payment shall be made within thirty (30) days
after AbbVie's receipt and approval of an itemized invoice. (Max 25 scheduled visits per
randomized subject, 8 unscheduled visits or rescreening visits per randomized subject + 12
unscheduled or rescreening visits per Screen Failure; Total Quantity: 408.)

6,936

Study Related Expenses: Institution will be reimbursed for study related expenses to the
extent that AbbVie has given its prior approval for such expenses. Payment will be made
within thirty (30) days after AbbVie's receipl and approval of an itemized invoice.

302

Reimbursement for Subject Follow-up: Institution will be reimbursed a fair market value
amount for Study coordinator time and effort spent making telephone calls and
arrangements to follow up with subjects who are enrolled in the Study. Payments will be
made within thirty (30) days after AbbVie's receipt and approval of an itemized invoice.
(Payments shall not exceed 37 EUR per hour and shall not exceed a maximum of 24 hours.)

888

Unscheduled Visits Institution will be paid for activities performed during Study subject
visits, including but not limited to those performed outside of the Protocol-required Study
activities but necessary for SAE follow-up, rescreen visits and non-scheduled pregnancy
tests (“Unscheduled Visits”). Costs will be based upon activities listed in Attachment 1 to
Exhibit A and on an average of 8 Unscheduled Visits for every 1 subject enrolled into the
Study. Payments for Unscheduled Visits will be made quarterly following AbbVie's receipt
and verification of the data fields, as identified by AbbVie, entered by Institution into the
CRFs. (Max 8 per subject; total quantity 96.) Rescreen visits can be reimbursed as
unscheduled visits. Rescreening visit costs cannot exceed 100% of the screening visit cost.

33,984

Urine Pregnancy Test (scheduled): Institution will be paid 10 EUR per urine pregnancy
test, not to exceed 3 tests per female subject (total quantity 36). Payment shall be made

within 30 days after AbbVie's receipt and approval of an itemized invoice.

360
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Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica]
[MUDr. Skladany, PhD.]

M13-862

[July 10, 2013]

Biopsy of Liver with ancillary costs including biopsy handling, ultrasonic guidance, supplies,
coordinator and physician fee, day facility, not to exceed 616 EUR per biopsy,, max 1 per 14,784
subject, Total quantity 24

Fibroscan: Fibroscan includes interpretation and report, not to exceed 150 EUR per

Fibroscan, max 1 per subject, Total quantity 24 e
Genomics consent; DNA consent Genetics, not to exceed 12 EUR per consent, max 1 144
per subject, Total quantity 12

TOTAL COMPENSATION (Not to Exceed) 130,569

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

Subject Visit Payments: Payments for subject visits will be made quarterly following enrollment of the first subject.
Payments will be made after data is entered by Institution 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.

All amounts due under this Agreement shall be payable in EUR

CHECK PAYMENT INFORMATION:
Checks shalfl be made payable

to: Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica

Individual’s Name and Address |Ing. Miriam Lapunikova,Fakultna nemocnica s poliklinikou F. D. Roosevelta

to receive Payment at Banska Bystrica, Nam. L. Svobodu 1, 975 17 Banska Bystrica Nam. L. Svobodu 1,
Institution: 975 17 Banska Bystrica

Individual's Name and e-mail
Address at site to receive
detailed payment information:  [Ing. Miriam Lapunikova, tel. +421 48 4412114, miriam.lapunikova@nspbb.sk

Individual's Name and Address

isIreceveinveicessal Abb\ie: Ing. Katarina Minarikové, PhD., AbbVie s.r.0., Karadzi¢ova 10, 821 07 Bratislava

2, Slovakia

(Information must be accurate for FDA purposes)
_—— s ————— e e
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Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica]
[MUDr. Skladany, PhD.]

M13-862
[July 10, 2013]
PRILOHA A
ROZPOCET
SKUSAJUCI MUDr. Lubomir Skladany, PhD.
ADRESA Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica, Nam. L. Svobodu 1,

975 17 Banska Bystrica
TELEFONNE CISLO  [+421 48 4413522

LIEK: ABT-450/Ritonavir/ABT-267, ABT- PROTOKOL: M13-862 Névégevy:'\v/yévetrenia
333 pocas tyzdiia 96
Celkovy odhadovany pocet navstev uUlastnika (vratane naslednej navstevy, ak sa to 25
pozaduje)

Podet Gdastnikov v Intitucii, ktory je poZzadovany podla Protokolu/Studie 6 up to 12*

Bez predchadzajuceho pisomného sthlasu AbbVie Intitucia: (i) nezaradi U¢astnika mimo obdobia naboru, alebo (ii)
nezaradi viac ako $est' (6) Ucastnikov . Ak AbbVie schvali dodato¢né obdobie naboru , indtitlcia nesmie zaradit' viac
ako dvandst' (12) uéastnikov.

Celkové naklady na Gcastnika (pozri Dodatok 1, rozpis podla G€astnikov; platby, ktoré sa 5,362
budu vykonavat podfa rozpisu Platieb za navitevy Uc¢astnika uvedeného nizsie)

Celkové naklady na vSetkych Uéastnikov 64,344
DODATOCNE NAKLADY NA STUDIU: Platby sa budi vykonavat' nasledovne, v stilade s Clankom Zmluvy o
Odmene.

Zadiatok $tudie: Poplatok za zacatie $tudie Sest'sto devatnast (619) sa uhradi Institucii na
pokrytie ¢innosti slvisiacich so zacgiatkom $tudie, okrem iného vratane vyplnenia
regulaénych dokumentov, preskimania Protokolu a Broziury pre sku$ajuceho a Skolenia 619
internych zamestnancov na &innosti suvisiace so Stadiou. Platba sa uskuto&ni do 30 dni od
kedy AbbVie obdrZi a odsuhlasi faktiru s jednotlivymi polozkami..
Zlyhania skriningu: Nahrada sa zlyhania skriningu je obmedzena na 1 za 1 U&astnika
zaradeného do Studie. Spolognost AbbVie zaplati 384 EUR za kazdé Zlyhanie skriningu
v ramci vyéSie uvedeného poctu, ktord nepresiahne 100 % sumy za skriningovu vizitu.
,Zlyhanie skriningu" znamena, Ze U&astnik minimalne podpisal formular informovaného 4,608
sthlasu a dokument opravnenia k Studii, ale nebol zaradeny do Studie. Platby za Zlyhania
skriningu budu uskutognené spolu s Platbami za navstevy G€astnikov ako je uvedené niZsie
Preplatenie cestovného pacientom: Institicii sa preplatia vydavky na cestovné pacientom,
schvalené EK v ICF na skutotné cestovné vydavky pacientov potrebné na §tudijné navstevy
do vysky 17 EUR na jednu navstevu. V pripade rozdielov medzi nakladom pacienta na
cestové podla tejto zmluvy a ICF, plati preplatenie podla ICF. Platba sa uskutoéni do 30 dni
od kedy AbbVie obdrzi a odsuhlasi faktiru s jednotlivymi polozkami. (Max. 25 planovanych 6,936
navétev na zaradeného pacienta, 8 neplanovanych navstev alebo rescreening navstev na
zaradeného pacienta + 12 nepldnovanych alebo rescreening navdtev za zlyhania
v skriningu. Celkovy poCet: 408 )
Naklady v stadii: Indtiticii sa preplatia tie naklady v §tddii naviac, ktoré budu vopred
odsUhiasené AbbVie. Platha sa uskutotni do 30 dni od ich obdrzania a odsuhlasenia 302
AbbVie na zaklade fakturovanych poloZiek.
Aktivity na udrzanie pacienta — Institiicii sa preplati hodnota prace koordinatora v Stidii na
zéklade beznych trhovych cien za €as anamahu vynalozend na telefonické hovory
a vybavovanie follow-up u pacientov zaradenych v $tudii. Platba sa uskuto¢ni do 30 dni od 888
kedy AbbVie obdrZi a odsuhlasi fakturu s jednotlivymi polozkami. (Platby nepresiahnu sumu
37 EUR na hodinu a maximum 24 hod na pacienta.)
Neplanované navstevy: [nstitucii buda hradené aktivity vykonavané pocas navétevy
pacienta v $tudii, vratane tych, ale nielen tych, ktoré st naviac a nie su vyzadované
Protokolom, ale st nevyhnutné pre sledovanie SAE, rescreeningovi navstevu a
neplanované tehotenské testy ("Neplanované navstevy"). Naklady budu na zaklade aktivit
uvedenych v Prilohe 1 Dodatku A a v priemere 8 neplanovanych navstev na jedného

” . . A . ; A 33,984
zaradeného pacienta. Platby za neplanované navstevy budit vyplacané Stvrtrocne po tom,
ako budu zadané a verifikované data v CRF, tak ako to poZaduje AbbVie, (Max 8 na
pacienta;.celkové mnozZstvo 96). Rescreeningové navstevy mbdzu byt preplatené ako
neplanované navstevy. Naklady na rescreeningovl navstevu nesmu prekrocit' 100%
nakladov skriningovej navstevy.
Planovany tehotensky test z m6¢cu — Inétitacii sa preplati 10 EUR za tehotensky test z
mocu, nie v8ak viac ako 3 testy na jednu pacientku. (Celkové mnozstvo 36). Platba sa 360
uskuto¢ni do 30 dni od kedy AbbVie obdrzi a odsuhlasi faktdru s jednotlivymi polozkami.
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Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica]
[MUDr. Skladany, PhD.]

M13-862

[July 10, 2013]

Biopsia pecene vralane vedlajgich nakladov, kitoré zahffaju vykonanie biopsie,
ultrazvukové poradenstvo, pomédcky, naklady na koordinatora a lekara, na def vykonu, 14,784
nepresiahnu sumu 616 EUR na biopsiu, max 1 na pacienta, Celkové mnoZstvo 24
Fibroscan Fibscan vratane interpretacie a spravy, nepresiahne sumu 150 EUR na
fibroscan, max 1 na pacienta, Celkové mnoZstvo 24

Suhlas na genomické skusanie; suhlas na genetické skisanie DNA, nepresiahne sumu
12 EUR na suhlas, max 1 na pacienta, celkové mnoZstvo 12

CELKOVA ODMENA (Nesmie presiahnut) 130,569

e —————————————————

ROZPIS PLATIEB ZA NAVSTEVY UCASTNIKOV: Platby sa uskuto¢nia nasledovne, v silade s Clankom
Zmluvy o Odmene:

Platby za navstevy subjektov: Platby za navstevy G€astnikov sa uskutognia Stvrtrolne, nasledne po
zaregistrovani prvého UCastnika. Platby sa budu realizovat’ potom, ako Inétiticia zada Gdaje do CRF a spolo&nost’
AbbVie ich preskiima, a budt zodpovedat' ¢iastkam uvedenym v Dodatku 1 Prilohy A. Institdcia berie na vedomie,
Ze tieto platby podliehaju naslednému overeniu zo strany spolo¢nosti AbbVie a v pripade potreby budu upravené
podla &lanku ,Odmena” v Zmluve.

3,600

144

INFORMACIE PRE PLATBU SEKOM:

Seky budu splatné: Fakultnd nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica

Ing. Miriam Lapunikova,Fakultna nemocnica s poliklinikou F. D. Roosevelta
Banska Bystrica, Nam. L. Svobodu 1, 975 17 Banska Bystrica Nam. L. Svobodu 1,
975 17 Banska Bystrica

Meno a adresa osoby, ktora
prijima platbu v INSTITUCII:

Meno a e-mail osoby na mieste
Studie, ktora prijima detailné

informécie o platbe: Ing. Miriam Lapunikova, tel. +421 48 4412114, miriam.lapunikova@nspbb.sk
Meno a adresa osoby, ktora

prijima faktury v spoloénosti Ing. Katarina Minarikova, PhD., AbbVie s.r.0., KaradziSova 10, 821 07 Bratislava
AbbVie: 2, Slovakia

(Informacie musia byt' presné pre Gcely FDA)
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Fakultnad nemocnica s poliklinikou F. D. Roosevelta Banska Bystrical
[MUDr. Skladany, PhD.]

M13-862

[July 10, 2013]

PRILOHA B
POZIADAVKY NA VEDECKE PUBLIKACIE

1. Kritéria pre autorstvo. Na zaklade smernice
Medzinarodného vyboru vydavatelov lekarskych casopisov
(dalej len ,ICMJE") z oktobra 2007 sa uznanie autorstva musi
zakladat' na:

a. Vyznamnych prispevkoch ku koncepcii a navrhu,

alebo ziskavaniu udajov, alebo ich analyze a interpretacii;

a

b. Vypracovani alebo revizii €lanku s vyznamnym
intelektualnym obsahom; a
c. Kone¢nom schvaleni verzie na publikovanie.

Osoba musi pre udelenie autorstva spinit v8etky tri vysSie
uvedené kritéria.

2. Uznanie lekarov a _inym prispievatelov. Osoby, ktoré
vyznamne prispeli k Studii alebo Publikacii, ale nesplfiajd
kritéria pre uznanie autorstva uvedené vys$sie, musia byt
uvedené v Casti uznanie s uvedenim zdroja finanénej podpory
udelenej takymto prispievatelom. VSetky osoby musia dat
pisomny suhlas s menovanim ich osoby v uznani.

3. Konflikt zaujmov. V zaujme zachovania transparentnosti
a najvys8ieho mozného Standardu dodrzia autori poziadavky
prislusného ¢asopisu alebo kongresu vo vztahu k zverejneniu
konfliktu zaujmov v Publikacii. Takéto poziadavky na
zverejnenie konfliktu zaujmov mézu okrem iného zahfnat
zverejnenie prijatia vyskumnych grantov autorom, prijatie
platieb na konzultané sluzby alebo sluzby hovorcu autorom,
a/alebo vlastnictvo akcii autorom.

4. Zadavatel. Autori musia potvrdit, Ze spolo¢nost’ AbbVie je
zdrojom financovania Studie, a musia dodrzat dodatoéné
poziadavky na zverejnenie informacii v suvislosti so
zadavatelom, ktoré pozaduje €asopis alebo kongres.

5. Pristup k tdajom. Spolo€nost AbbVie poskytne vSetkym
autorom zaveredny protokol, plan S$tatistickej analyzy,
prisludné Statistické tabulky vytvorené na zaklade planu,
giselné udaje a spravy potrebné na vypracovanie planovanej
Publikacie. Spolo&nost AbbVie poskytne koépiu protokolu
klinického sku$ania aplan pre Statistické analyzy, ak to
pozaduje lekarsky Casopis s ohfadom na predloZzeny rukopis
na publikaciu s tym, Ze dokumenty su déverné, s majetkom
spolo¢nosti AbbVie a nebudu spristupnené akejkolvek tretej
strane bez predchadzajuceho pisomného suhlasu spoloénosti
AbbVie.

6. Nadbyto¢na publikacia. Duplicitna alebo nadbytocna
publikacia vysledkov Studie v dasopisoch oznagenych ako
Jpeer-reviewed" sa nedovoluje. Sekundarne Publikacie, ktoré
prezentuji vyznamné avedecky vyznamné dopliujice
analyzy alebo syntézu Udajov sU povolené. Publikacia
cudzojazyénych prekladov originalneho rukopisu v sulade
s politkou prislusného Casopisu sa povoluje. Doplnenie
prezentacie udajov, ak to dovoluje politikka vedeckého
kongresu, je povolené.

EXHIBIT B
REQUIREMENTS FOR SCIENTIFIC PUBLICATIONS
1. Criteria for Authorship. Based on the October 2007
guidelines of the International Committee of Medical Journal
Editors (ICMJE), authorship credit must be based on:

a. Substantial contributions to conception and
design, or acquisiton of data, or analysis and
interpretation of data; and
b. Drafting or revising the article for important
intellectual content; and
c. Final approval of the version to be published.
A person must meet all three of the above criteria to warrant
authorship.

2. Acknowledgement of Medical Writers and Other
Contributors. Those individuals who have made a significant
contribution to the Study or Publication, but do not meet the
criteria for authorship noted above, must 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. Conflict of Interest. In the interest of transparency and
maintaining the highest possibie standards of conduct,
authors will comply with each journal's or congress's
requirements for conflict of interest disclosure in the
Publication. Such conflict of interest disclosure requirements
may include, but are not limited to, disclosure of an author’s
receipt of research grants, author's receipt of payments for
consultant or speaker services, and/or author's ownership of
stock.

4. Sponsorship. Authors must acknowledge AbbVie as the
funding source of a Study, and must also comply with
additional sponsorship-related disclosures required by the
journal or congress.

5. Access to Data. AbbVie will provide all authors with the
final protocol, statistical analysis plan, relevant statistical
tables generated from the plan, figures, and reports needed
to prepare the planned Publication. AbbVie will provide a
copy of the clinical trial protocol and plan for statistical
analysis when requested by a medical journal considering a
submitted manuscript for publication, with the understanding
that the documents are confidential, the property of AbbVie,
and should not be disclosed to any third party without
AbbVie's prior written permission.

6. Redundant Publication. Duplicate or redundant
publication of the Study results in peer-reviewed journals is
not permitted. Secondary Publications that present
significant and scientifically sound additional analyses or
groupings of data are permitted. Publication of foreign
language translations of the original manuscript, in
accordance with the policies of the journals involved is
permitted. Encore presentation of data, when permitied by
scientific congress policy, is permitted.
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