FNsP F.D. Roosevelta Banska Bystrica
MUDr. Michal Brunéak
M14-431

CLINICAL STUDY AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

AbbVie s.r.0., Karadzi¢ova 10, 821 08 Bratislava, Slovak
Republic, RN: 46640231, RN for tax: 2023529057, RN for
VAT: SK2023529057, Legal Representative: Branislav
Trutz, M.D., Company is registered in Trade Register of
District Court Batislava |. Part Sro, insertion no. 81375/B,
date of registration 11.05.2012 ("AbbVie") desires to
retain FakultndA nemocnica s poliklinikou F.D.
Roosevelta Banska Bystrica, Nam. L. Svobodu 1, 975
17 Banska Bystrica, Slovak Republic, RN: 165 549, RN
for tax. 2021095670, RN for VAT: SK2021095670,
represented by Ing. Miriam Lapunikovd, MBA, General
Manager and Ing. lvana Sklenkova, Economic Manager
(the “Institution”) to conduct a clinical study (the "Study”)
in relation to [N the (‘Study Product’) valid as of
the date this Clinical Study Agreement (this “Agreement’)
is fully executed, and effective as of the date following the
day of this Agreement’s publication in accordance with
applicable Slovak law, as stated below in Section 8 (the
“‘Effective Date").

AbbVie s.r.o., KaradzZiova 10, 821 08 Bratislava,
Slovenska republika, 1€0:46640231, DIC:2023529057, IC
DPH:SK2023529057, zakonny zastupca:MUDr. Branislav
Trutz, spolo¢nost zapisana v Obchodnom registri
Okresného sUdu Bratislava |, oddiel Sro, vlozka
&.81375/B, datum zapisu: 11. 05. 2012 (,spolonost
AbbVie') si chce najat FakulthA nemocnica
s poliklinikou F.D. Roosevelta Banska Bystrica, Nam.
L. Svobodu 1, 975 17 Banskd Bystrica, Slovenska
republika, 1CO: 165 549, dariové identifikadné &islo (DIC):
2021095670, identifikatné gislo pre DPH:
SK2021095670, zastupena Ing. Miriam Lapunikovou,
MBA, generainou riaditelkou a Ing. Ivanou Sklenkovou,
ekonomickou riaditelkou (,Zariadenie®) na vykonanie
klinického skusania (,Skusanie”) vo vztahu k

(.Skugany liek*) s platnostou od datumu riadneho
uzatvorenia tejto Zmluvy o klinickom skd8ani (tato
«Zmiuva“) a uginnostou odo dila nasledujuceho po dni
zverejnenia tejto Zmluvy podla platného pravneho
poriadku Slovenske] republiky, ako je uvedené niZsie
v &asti 8 (,Datum nadobudnutia G€innosti®).

WHEREAS:

KEDZE:

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

e spolognost AbbVie kona ako spinomocneny zastupca
spolognosti  AbbVieDeutschlandGmbH&Co.KG  na
Slovensku, ktora je zadavatelom  SkuSania
v Europskej Unii, ako to je stanovené v nariadeni (EV)
¢.536/2014 resp. smernici 2001/20/ES
(.Zadavatel™);

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

o spolognost AbbVie iZadavatel su Clenmi skupiny
spolo¢nosti AbbVie, ktorej priamym alebo nepriamym
vlastnikom je spolo¢nost AbbVielnc. (spolu so
spolo¢nostou AbbVielnc. ,skupina AbbVie®);

e The Study is to be conducted pursuant to Protocol
No. M14-431 entitled “A Multicenter, Randomized,
Double-Blind, Placebo-Controlled Induction Study
of the Efficacy and Safety of Upadacitinib (ABT-
494) in Subjects with Moderately to Severely
Active Crohn’s Disease Who Have Inadequately
Responded to or are Intolerant to Biologic
Therapy”, which may be amended from time to time
in writing by AbbVie (the “Protocol”); and

e Skusanie sa bude vykonavat podla protokolu ¢&.

M14-431 s hazvom »Multicentrické,
randomizované, dvojito zaslepené, placebom
kontrolované indukéné sku$anie ucinnosti
a bezpeénosti upadacitinibu (ABT-494)

u udastnikov so stredne aZ zavaine aktivnou
Crohnovou chorobou, ktori maju neadekvatnu
odpoved’ alebo netoleruju biologicku lie¢bu”,
ktory spolo&nost AbbVie méze prilezitostne pisomne
zmenit' (,Protokol“); a

e AbbVie is entering into this Agreement with the
understanding that Michal Brun¢ak, MD. ("Principal
Investigator’) will be responsible for the conduct of
the Study at Institution.

e spolognost AbbVie uzatvara tito Zmluvu s tym, Ze za
vykonanie Sku$ania v Zariadeni bude zodpovedny

MUDr. Michal Brunéak, (.Zodpovedny

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

VZHLADOM NA TO a s prinliadnutim na vzajomne
prisluby uvedené v tejto Zmluve sa zmluvne strany
dohodli takto:

1. Scope of Work.

1. Rozsah préac.

(@) Institution shall conduct and shall require Principal

Investigator, subinvestigator(s), and Institution’'s
other employees, subcontractors and agents
performing services related to the Study

(collectively, “Institution Personnel”) to conduct

(é) Zariadenie vykona Sku$anie a bude vyzadovat' aj od
Zodpovedného skusajuceho, spoluskusajucich
a ostatnych zamestnancov Zariadenia,

subdodavatelov a zastupcov vykonavajucich sluzby
stvisiace so Sku$anim (spolo¢ne ,Personal
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the Study in accordance with: (i) this Agreement; (ii)
the Protocol; (iii) all written instruction provided by
or on behalf of AbbVie; and (iv) all applicable laws
and regulations and industry codes of practice
(collectively “Law(s)"), including without limitation,
anti-bribery and anti-corruption laws, International
Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals
for Human Use E6 Good Clinical Practice (“ICH-
GCP"), Act No. 362/2011 Coll., on Pharmaceuticals
and Medical Devices (the "Act"), the Decree No.
433/2011 Coll. on Good Clinical Practice, the EU
General Data Protection Regulation (2016/679) and
related data protection laws (‘Data_Protection
Law(s)"), and data protection and privacy laws, as
each may be amended, from time to time. In
furtherance of the foregoing obligations, Institution
shall ensure that the State Institute for Drug Control
(Stétny ustav pre kontrolu lie¢iv/SUKL) ("SIDC")
and an Ethics Committee (“EC"), established and
constituted in accordance with applicable Laws
approves and oversees the conduct of the Study.

zariadenia®“), aby ho vykonali v sulade s:(i) touto
Zmluvou; (ii) Protokolom; (iii) v&etkymi pisomnymi
pokynmi, ktoré poskytne spolo¢nost AbbVie alebo
budu poskytnuté v jej mene; a (iv) v8etkymi platnymi
zakonmi a predpismi a pracovnymi kédexmi odvetvia

(spolo¢ne ,Pravne predpisy“), okrem iného aj
zakonmi na boj proti CGplatkarstvu  a korupcii,

smernicou E6 o spravnej klinickej praxi, ktort vydala
Medzinarodna konferencia 0 harmonizacii
technickych poziadaviek na registraciu farmaceutik
na humanne pouzite E6 (,ICH-GCP*), zékonom
6.362/2011 Z. z. oliekoch a zdravotnickych
pomdckach ( ,Zakon®) a vyhlaskou ¢.433/2011 Z. z.
o spravnej klinickej praxi, v8eobecné nariadenie EU
0 ochrane osobnych udajov (2016/679) a suvisiace
pravne predpisy na ochranu osobnych UGdajov
(,Pravne predpisy na ochranu osobnych udajov")
a zakonmi o ochrane udajov a sukromia, ktoré mozu
byt prilezitostne zmenené a doplnené. Zariadenie
v nadvéznosti na vys8ie uvedené povinnosti zaistf,
aby vykonanie Skuania schvalili a na jeho priebeh
dohliadali nasledujice intitucie: Statny ustav pre
kontrolu lieCiv (,SUKL*) a Eticka komisia (L,EK*),
ktoré boli zriadené azostavené podla platnych
Pravnych predpisov.

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

(b)

Spolognost  AbbVie tymto vyslovne poveruje
Zariadenie a Zodpovedného skusajuceho
nasledovnymi povinnostami zadavatela, ako to je
vytyéené v Zékone, a Zariadenie potvrdzuje a
suhlasi, Ze v prospech spolognosti AbbVie spini
takéto povinnosti zadavatela. Ide okrem iného
0 nasledujuce povinnosti:

(i) informing the relevant health insurance (i) informovanie prislusnych zdravotnych poistovni
companies of the respective Study subjects prisluSnych udastnikov SkuSania prijatych do
enrolled in the Study ("Health Insurance Skusania (,Zdravotné poistovne®) o zatiatku
Companies”) of the commencement of the Study Skusania bez zbytoéného odkladu po jeho
without undue delay after such commencement; zadati;

(iiy reporting serious adverse events and any (i) promptné hlasenie zavaznych neziaducich
suspicion of serious adverse reactions and udalosti av8etkych podozreni na zavazné
unexpected serious adverse reactions in relation neziaduce reakcie a neoCakavané zavaZné

to the Study, at the Institution, promptly to the
SIDC, EC and the relevant Health Insurance
Companies of the subjects as specified in the
Protocol and in accordance with applicable Laws;
and

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

neZiaduce reakcie v suvislosti so Skusanim
v Zariadeni SUKL, EK a prislugnym Zdravotnym
poistovniam Ug&astnikov, ako to je uvedené
v Protokole av sulade s prislusnymi Pravnymi
predpismi; a

Zariadenie a Zodpovedny skisajlci véas zabezpedia
povolenia aoznamenia podla Zakona. Zariadenie
bude spolo¢nost AbbVie okamzite informovat, ak
doéjde k akémukolvek omeskaniu s pinenim takychto
povinnosti spolo¢nosti AbbVie podfa zakona, ktorymi
boli Zariadenie a/alebo Zodpovedny skusajuci dalej
povereni.

(©)

Prior to each Study subject’s participation in the
Study, Principal Investigator must obtain a signed
informed consent form (“ICE"), as approved by
AbbVie, the EC and/or SIDC, as applicable. The
ICF must be obtained in compliance with the rules

(©

Zodpovedny  sku8ajuci  musi pred Udastou
jednotlivych Géastnikov Sku$ania v Sku§ani ziskat
podpisany informovany suhlas (,ICF“), ako ho
schvalila spologénost AbbVie, EK afalebo SUKL,
podla toho, ako sa to uplatiiuje. ICF sa musi ziskat
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set forth in the applicable Laws. If Institution or
Principal Investigator proposes to publish any Study
subject recruitment advertisements, such
advertisements require AbbVie's prior review and
approval in advance of submission to the applicable
EC. Instituton and Principal Investigator shall
report all serious adverse events or other safety
concerns as specified in the Protocol and in
accordance with applicable Laws.

v sulade s pravidlami stanovenymi v prisluSnych
Pravnych  predpisoch. Ak Zariadenie alebo
Zodpovedny sku8ajlci navrhne zverejnenie ponuk na
registraciu UCastnikov Skusania, takéto ponuky musi
pred odovzdanim prisludnej EK najskér skontrolovat'
a schvalit spolo&nost AbbVie. Zariadenie
a Zodpovedny skusajuci budu hlasit' véetky zavazné
neziaduce udalosti alebo iné veci, ktoré ich
v sUvislosti s bezpe&nostou znepokojuju, ako to je
stanovené v Protokole avslulade s platnymi
Pravnymi predpismi.

(d)

Institution represents and warrants that Principal
Investigator is an employee of Institution. Institution
acknowledges and agrees that AbbVie may enter
into a separate agreement with Principal
Investigator, which agreement will call for
compensation to be paid by AbbVie to Principal
Investigator  (‘Investigator  Clinical __ Study
Agreement”). Institution agrees that no other
investigator may be substituted for the Principal
Investigator without the prior written consent of
AbbVie. If the Principal Investigator becomes
unwilling or unable to perform the duties required of
Principal Investigator, Institution shall promptly
notify AbbVie and cooperate with AbbVie to
promptly find a mutually acceptable replacement
principal investigator.

Zariadenie vyhlasuje a zaruluje, Ze Zodpovedny
skudajuci je zamestnancom Zariadenia. Zariadenie
potvrdzuje a suhlasi s tym, Ze spolo&nost AbbVie
mdZe so Zodpovednym skuSajucim uzatvorit
samostatnu zmluvu, ktora bude poZadovat, aby
spolo¢nost  AbbVie  zaplatila Zodpovednému
skudajicemu  odmenu  (y,Zmluva __ o klinickom
skusani so Skusajucim“). Zariadenie suhlasi s tym,
?e bez predchadzajuceho pisomného suhlasu
spolo¢nosti AbbVie nesmie Zodpovedného
skddajuceho nahradit’ inym skdSajucim. Ak si
Zodpovedny skusajuci nebude chciet alebo méct
plnit svoje povinnosti, Zariadenie otom bude
promptne informovat spolo¢nost AbbVie
a spoloénost’ AbbVie urychlene najde pre obe strany
prijatefného nahradného zodpovedného skisajlceho.

)

(f)

Institution understands and agrees that Principal
Investigator and subinvestigator(s), and their
immediate families, may not have a direct
ownership interest (including, without limitation,
intellectual property rights or royalty rights) in the
Study Product and may not be compensated with
AbbVie Inc. securities in exchange for being a
principal investigator or subinvestigator(s) in the
Study.
Institution and Institution Personnel shall not bill or
seek reimbursement from any third party (including,
without limitation, Study subjects, health insurance
providers, or any governmental program) for any
Study Materials (as defined below) or other items or
services that are paid for or provided without charge
by or on behalf of AbbVie. Institution shail follow all
applicable commercial, government programs, and
other payor rules requiring disclosure that such
Study Materials and/or other items, or services
were paid for or provided without charge by or on
behalf of AbbVie.

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

(f)

()

Zariadenie uznava a suhlasi s tym, Ze Zodpovedny
nesmu mat na SkuSanom lieku priamy vlastnicky
podiel (okrem iného ani prava duSevného vlastnictva
alebo prava na podiel zo zisku) a nesmua dostat’ ako
odmenu za vykonavanie funkcie zodpovedného
sku$ajuceho alebo spoluskusajuceho
(spolusku$ajucich) v Ska3ani  cenné  papiere
spolognosti AbbVie Inc.

Zariadenie a Personal zariadenia nebudd uétovat' ani
pozadovat nahradu od tretich stran (okrem iného ani
od ugastnikov Sku8ania, poskytovatelov zdravotného
poistenia alebo zo $tatneho programu) za Materialy
sku8ania (ako su definované niz8ie) alebo iné veci &i
sluzby, ktoré boli uhradené alebo poskytnuté bez ich
Gctovania spoloénostou AbbVie alebo v jej mene.
Zariadenie bude dodrziavat' vietky platné komeréné
Statne programy a ostatné pravidla vztahujuce sa na
platitela, ktoré pozaduju zverejnenie toho, €i boli
takéto Materidly skuSania a/alebo iné veci alebo
sluzby zaplatené alebo poskytnuté bez ich uétovania
spolo&nostou AbbVie alebo v jej mene.

Zariadenie a/ alebo Zodpovedny sku$ajuci zaisti, Zze
data zo skuSania vrozsahu poZadovanom
Protokolom sU vilozené do CRF (bez ohfadu na to
¢iv elektronickej alebo papierovej podobe) najneskor
do piatich (5) pracovnych dni od navstevy U&astnika
skaania, a (i) vynalozi najlepSie usilie za ucelom
zodpovedania otdzok v suvislosti s datami zo
ski$ania vioZzenymi do CRF najneskér do piatich (5)
pracovnych dni od ich vznesenia zo strany AbbVie.

2. AbbVie _Obligations.

AbbVie shall comply with

applicable Laws in the performance of its activities

Povinnosti spoloénosti AbbVie. Spoloénost AbbVie
bude pri vykonavani svojich &innosti savisiacich so
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relating to the Study and shall obtain all approvals
required in connection with such activities.

Skusanim dodrziavat' platné Pravne predpisy a ziska
v8etky povolenia, ktoré sU v slvislosti s takymito
ginnostami potrebné.

Agreement, or at AbbVie's request, any remaining or
expired Study Materials shall be returned to AbbVie
at AbbVie's reasonable expense in accordance with
the Protocol and AbbVie written instructions, and in
compliance with applicable requirements governing
the shipment of such Study Materials. If the parties
agree that the return of such Study Materials is not
practicable or is prohibited under local Laws, any
remaining or expired Study Materials will be
destroyed in full compliance with applicable Laws.
Upon any such destruction, Institution or Principal
Investigator will promptly provide AbbVie with a
certificate of destruction or similar document verifying

3. Study Materials; Licenses; Equipment. 3. Materigly skii8ania, licencie, vybavenie.

(a) AbbVie will provide sufficient quantities of Study | (a) Spolo¢nost AbbVie bezplatne doda dostatoéné
Product, investigator brochures, access to an mnozstva Ska$aného lieku a prirudiek pre
electronic data capture system for completing Case skusajuceho, poskytne pristup k systému
Report Forms (“CRFs"), access to or copies of certain elektronickej evidencie Udajov na Udely vyplfiania
patient reported outcomes (electronic or paper) Zaznamovych formuldrov  Gastnikov  skuSania
surveys, questionnaires, and/or scales (collectively, (»,CRF*), pristup k urgitym prieskumom, zameranym
“PROs"), and any other compounds and materials na vysledky udavané pacientmi (elektronickym alebo
that the Protocol specifies or that AbbVie deems papierovym),  dotaznikom a/alebo  stupniciam
necessary to conduct the Study (together, the “Study (spolo¢ne ,,PRO“) alebo ich képie a pristup ku
Materials’) at no cost. As between AbbVie and véetkym ostatnym zluenindm a materiadlom, ktoré
Institution, all Study Materials and other information uvadza Protokol alebo ktoré spolognost AbbVie
provided by AbbVie in connection with this povazuje potrebné na vykonanie Skusania (spolo&ne
Agreement are and shall remain the sole property of »Materidly skusania“). V ramci vztfahu medzi
AbbVie. spolognostou AbbVie a Zariadenim su a zostanu

vSetky Materidly skusania a ostatné informacie, ktoré
spolo¢nost AbbVie poskytne v suvislosti s touto
Zmluvou, vyluénym majetkom spoloénosti AbbVie.

(b) Institution and Principal Investigator shall maintain | (b) Zariadenie a Zodpovedny sku8ajuci si  budl
adequate records to account for the Study Materials o Materidloch sku$ania viest primerané zaznamy,
including, without limitation, dates, quantity, and use okrem iného aj datumy, mnozstvo a ich pouZitie zo
by Study subjects. Institution or Principal Investigator strany Ugastnikov Skugania. Zariadenie
shall inspect the Study Materials upon receipt and alebo Zodpovedny sku$ajici Materidly skusania pri
notify AbbVie upon becoming aware that any Study prevzati skontrolujd abudu spoloénost AbbVie
Materials are damaged or that the supply of Study informovat, ked zistia, Ze niektoré znich su

___Materials is inadequate. ~ po8kodené alebo je ich dodavka neprimerana.

(c) Study Materials shall: (i) be stored and handled in | (c) Materidly skdSania(i) sa budl uchovéavat a bude sa
accordance with the labeling, Investigator Brochure, s nimi zaobchadzat' podla oznaenia, priru¢ky pre
or material data safety sheet, as applicable, of the skuSajliceho alebo karty bezpeénostnych udajov
applicable Study Materials, with applicable legal and (podla situacie), ktoré sa vztahuju k prislusnym
regulatory requirements, and AbbVie's written Materidlom skG3ania, podla platnych zakonnych a
instructions, (i) not be used past their respective regulaénych poziadaviek a pisomnych pokynov
labeled expiration dates, if any. spolo¢nosti AbbVie, (i) nebudl sa pouzivat po

uplynuti pripadnych vyznagenych datumov
exspiracie.

(d) Neither Institution nor any Institution Personnel shall | (d) Zariadenie ani Personal zariadenia nebudu (i)
(i) publish any part of the PROs in any manuscript, zverejfiovat' Ziadnu &ast PRO v ziadnom rukopise,
poster, oral presentations, or otherwise; (ii) remove or letaku, verbalnych prezentaciach alebo inym
alter any notice contained in the PROSs; or (iii) modify, spdsobom; (ii) odstrariovat’ ani pozmeriovat Ziadne
transfer, distribute, or release the PROs to any third oznamenie uvedené v PRO; alebo (i) upravovat,
party, except in connection with performing the Study odovzdavat, distribuovat alebo poskytovat' PRO tretej
in accordance with the Protocol. strane s vynimkou pripadov, ked je to v suvislosti

| s vvkonanim Skusania podla Protokolu.

(e) Upon conclusion of the Study, termination of this | () Po ukongeni Sku$ania, vypovedani tejto Zmluvy

alebo na Ziadost spolo¢nosti AbbVie budu vSetky
zostavajlce alebo exspirované Materidly skuSania
vratené spolo¢nosti AbbVie na jej primerané naklady
a podia Protokolu a jej pisomnych pokynov, ako aj
v sulade s platnymi poZiadavkami, ktoré sa vztahuju
na odosielanie takychto Materidlov ski$ania. Ak sa
strany dohodnu, Ze vratenie takychto Materidlov
skuSania nie je praktické alebo ho miestne Pravne
predpisy zakazuju, v8etky zostdvajuce alebo
exspirované Materialy skusania sa zlikviduji plne
v sllade s platnymi Pravnymi predpismi. Zariadenie
alebo Zodpovedny ska$ajuci po takejto likvidacii
promptne poskytne spolo¢nosti AbbVie doklad o
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the final disposition of the Study Materials. likvidacii alebo podobny dokument potvrdzujaci
a zni¢enie Materialov skusania.

() If necessary for the purposes of conducting the | (f) Ak to bude potrebné na ucely vykonania SkuSania,
Study, AbbVie may provide Institution with certain spoloénost’ AbbVie mdze Zariadeniu poskytnut' uréité
equipment.  Any equipment provided by AbbVie vybavenie. V8etko vybavenie, ktoré spolognost
hereunder is described in Exhibit B (‘Equipment’). AbbVie poskytne na zaklade tejto Zmluvy, je opisané
For any Equipment provided by AbbVie Institution v Prilohe B (,Vybavenie“)Zariadenie v pripade
shall: (i) promptly inspect the Equipment following kazdého Vybavenia od spolonosti AbbVie: (i)
receipt and notify AbbVie upon becoming aware that promptne po prijati Vybavenia vykona jeho kontrolu
any Equipment is damaged or malfunctioning; (i) use a bude spolo&nost’ AbbVie informovat, ak sa dozvie,
and ensure Institution Personnel uses the Equipment Ze niektoré Vybavenie je poskodené alebo
in accordance with the user manual and/or other nefunkéné; (ii) bude Vybavenie pouZivat' a zabezpedi,
instructions provided with the Equipment; (iii) aby ho aj Persondl zariadenia pouzival v sulade
maintain the Equipment in a secure manner designed s pouZivatel'skou priru¢kou a/alebo inymi pokynmi
to protect such Equipment from unauthorized use, poskytnutymi  spolu s Vybavenim; (i) bude
theft, or damage and exercise the same degree of Vybavenie  uchovavat  bezpednym  spdsobom
care with respect to the Equipment that Institution scielom ochranit ho pred neopravnenym
exercises with respect to its own equipment of similar pouzivanim, kradeZou alebo poskodenim a bude sa
type and value. If, due to the negligence, o Vybavenie starat rovnako, ako sa stara o svoje
recklessness, or intentional misconduct of Institution vlastné vybavenie podobného typu a hodnoty. Ak
or any Institution Personnel, any of the Equipment is kvoli nedbanlivosti, lahostajnosti alebo Umyselnému
lost, stolen, or damaged, then Institution shall pay the nespravnemu konaniu zo strany Zariadenia alebo
reasonable cost of replacement or repair, as Personalu zariadenia dbjde k strate, kréadeZi alebo
applicable, which shall not exceed the estimated poSkodeniu Vybavenia, Zariadenie uhradi
value set forth in Exhibit B. At AbbVie's direction opodstatnené naklady na jeho vymenu alebo opravu,
and expense, the Equipment shall be returned to a pricom takato platba nebude vy88ia nez odhadovana
location specified by AbbVie at the end of the Study hodnota uvedena v Prilohe B. Na konci SkuSania
or earlier termination of this Agreement. alebo v pripade pred&asného skondenia tejto Zmiuvy

sa Vybavenie podla pokynov spolo¢nosti AbbVie a na
jej naklady vrati na miesto, ktoré spoloénost’ AbbVie
uréi.

(@) In the event the Protocol requires provision of | (g) Ak Protokol vyZaduje, aby bolo Ugastnikom ski8ania
Equipment to Study subjects for their use during the poskytnuté Vybavenie, ktoré budd u&astnici potas
Study, Institution and/or Principal Investigator shall Sku8ania pouzivat, Zariadenie a/alebo Zodpovedny
instruct the Study subjects as to the proper use of the skusajici poskytni U&astnikom skd$ania intrukcie
Equipment. If any of the Equipment is lost, stolen, or otom, ako maju Vybavenie spravne pouZivat. Ak
damaged by a Study subject or while under the Ucgastnik ski$ania Vybavenie strati, ukradne alebo
control of a Study subject, then AbbVie shall pay the poSkodi alebo déjde k strate, kradeZi alebo
reasonable cost of replacement or repair, as poskodeniu Vybavenia v éase, ked bude u Ugastnika
applicable. skudania, spoloénost AbbVie uhradi opodstatnené

naklady na vymenu alebo opravu takéhoto
Vybavenia.

(h) Institution understands and agrees that the Study | (h) Zariadenie si uvedomuje a suhlasi s tym, Ze Materialy
Materials and the Equipment are solely for use in the skt8ania a Vybavenie sa maju pouzZivat vyluéne na
conduct of the Study and not for any other study nor vykonanie Skusania a nebude ich pouZivat na iné
for any other use. sklsanie alebo iny ucel.

4. Monitoring of Study; Records, Reporting. 4. Monitorovanie sku$ania, zaznamy, hlasenie.

(@) Upon the request of AbbVie, Institution and/or | (a) Zariadenie a/alebo Zodpovedny skusajuci na Ziadost
Principal Investigator shall submit oral or written spolo¢nosti AbbVie predloZia verbalne alebo pisomné
reports on the progress of the Study, including but not hlasenia o tom, ako Sku8anie pokracuje, okrem iného
limited to serious adverse events in accordance with aj o0zavaznych neziaducich udalostiach podla
the Protocol and the Act. Within forty-five (45) days Protokolu a Zakona.Do $tyridsiatich piatich (45) dni
following completion or termination of the Study, od ukongenia alebo pred€asného skonéenia
Institution and/or Principal Investigator shall furnish Skusania odovzdaju Zariadenie a/alebo Zodpovedny
AbbVie with: (i) the final report on the Study prepared skusajuci spolo¢nosti AbbVie: (i) zavereéné hlasenie
by the Principal Investigator for the EC; and (ii) all o Skugani, ktoré vyhotovi Zodpovedny skusajlci pre
data, records, CRFs, reports, and other information EK, a (i) v8etky Udaje, zaznamy, CRF, hlasenia a iné
generated (excluding source documents and medical informacie vytvorené (okrem zdrojovych dokumentov
records) in relaton to the Study (collectively, a lekarskych zaznamov) v suUvislosti so Sku$anim
“Records”), which shall be the exclusive property of (sthrnne  ,Zaznamy*), ktoré budd wyluénym
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AbbVie.

majetkom spoloénosti AbbVie.

(b)

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

Zariadenie na zaklade primeraného
predchadzajliceho oznamenia apoéas obvykliého
pracovného ¢asu umozni spolo&nosti AbbVie a jej
poverenym osobam pristup do priestorov, v ktorych
sa Skusanie vykonava, aby mohli monitorovat' jeho
vykonavanie akontrolovat Zaznamy, zdrojové
dokumenty ainé uUdaje suvisiace so SkaSanim
(stihrnne ,,Dokumenty skugania“) ako aj technické
a organizaéné bezpeénostné opatrenia aplikované
v praxi za Géelom Ochrany osobnych Gdajov.a overit
si tak dodrZiavanie tejto Zmluvy, pricom v8ak
Zariadenie mbzZe takéto Dokumenty skuSania
prepracovat tak, ako to pozaduje zékon v zaujme
ochrany sukromia u¢astnikov. Ak spolognost’ AbbVie
vdésledku  takéhoto  monitorovania  dospeje
k nejakému zavaznému zisteniu, ktoré nebude vcas
odstranené (v pripade akéhokolvek porusenia
Clanku 7 v lehote piatich (5) dni) alebo ho nemoZno
v€éas odstranit, bude moct tuto Zmluvu okamzite

vypovedat'.
(c) Institution shall, to the extent permitted by applicable | (c) Zariadenie bude v rozsahu, v akom to povoluju platné
Laws, promptly: (i} notify AbbVie upon receiving any Pravne predpisy, promptne: (i)  informovat
requests to inspect and have access to documents spolocnost AbbVie o prijati Ziadosti o kontrolu

related to the Study by any regulatory authority, and
(i) provide AbbVie with a copy of any documents
received from or provided to such regulatory
authority. In the event a regulatory citation or notice
is issued relating to the Study, Institution agrees, to
the extent permitted by applicable Laws, to furnish to
AbbVie within fifteen (15) days of receipt of such
regulatory citation or notice: (A) notification of such
citation or notice, (B) a summary of such citation or
notice, and (C) Institution’s response to such citation
or notice.

a pristup k dokumentom suvisiacim so Sku3anim zo
strany regulagného organu a (ii) poskytne spolo¢nosti
AbbVie képiu vEetkych dokumentov, ktoré dostalo od
regula¢nych organov, ako aj dokumentov, ktoré
regulaénym organom poskytlo. Ak reguladne organy
v slvislosti so SkuSanim vydaju nejaké predvolanie
alebo oznamenie, Zariadenie suhlasi, ze ak to
povoluju platné Pravne predpisy, do patnastich (15)
dni od prijatia takéhoto predvolania alebo oznamenia
od reguladnych organov spolo¢nosti AbbVie
predioZi:(A) oznam o takomto predvolani alebo
oznameni, (B) suhrn takéhoto predvolania alebo
oznamenia a (C) odpoved Zariadenia na takéto
predvolanie alebo oznamenie.

Institution shall retain the Study Documents in
accordance with applicable Laws (the "Retention
Period"). If AbbVie requests that Institution retain the
Study Documents beyond the Retention Period, the
parties shall cooperate in good faith in an effort to

Zariadenie bude Dokumenty sku$ania uchovavat
podla platnych Pravnych predpisov (,Lehota
uchovavania“).Ak spolo¢nost AbbVie poZiada
Zariadenie o uchovavanie Dokumentov skuSania aj
po Lehote uchovavania, strany budl v dobrej viere

mutually agree upon the costs and the duration for spolupracovat, aby sa vzdjomne dohodli na

such extended retention period. nakladoch atrvani takejto predlzenej lehoty
uchovavania.

Compensation. Odmena.

AbbVie shall pay Institution in accordance with the
Study budget attached hereto and incorporated
herein as Exhibit A ("Budget Summary and
Payment Schedule’).  The parties agree that the
amount for payments set forth in Exhibit A
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 Institution and any member of the AbbVie
Group. Institution understands and agrees that no
Institution Personnel, with the exception of Principal
Investigator, will receive any funds from AbbVie in

Spoloénost’ AbbVie zaplati Zariadeniu podla rozpo&tu
Skuasania, ktory je priloZzeny k tejto Zmiuve a tvori jej
sucast ako Priloha A (,,Suhrn rozpoétu a rozpis
platieb“). Strany suhlasia s tym, Ze platby stanovené
v Prilohe A predstavuja objektivnu trhovd hodnotu za
sluzby, ktoré maju byt poskytnuté, a neboli stanovené
spésobom, ktory by prihliadal na mnoZstvo alebo
hodnotu nejakych odporG¢ani alebo zéakaziek
vzniknutych medzi Zariadenim a niektorym ¢&lenom
skupiny AbbVie inym spdsobom. Zariadenie berie na
vedomie a suhlasi stym, Ze Ziadny ¢len Personalu
zariadenia okrem Zodpovedného skuSajuceho
nedostane od spoloCnosti AbbVie v slvislosti
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connection with the performance of the Study other
than the funds paid to Institution in accordance with
Exhibit A.

s vykonavanim Stadie Ziadne finanéné prostriedky
okrem tych, ktoré dostalo Zariadenie podla Prilohy
A

(b)

Institution represents and warrants that it is now in
compliance with, and undertakes that in performance
of its obligations under this Agreement, it shall
continue to comply with, all applicable Laws,
regulations and industry codes of practice, including
those related to anti-bribery and anti-corruption.
Institution further represents and warrants that it will
not offer, promise or authorize the giving of anything
of value to a government official or other person to
obtain or retain business or gain a business
advantage.

Zariadenie vyhlasuje azaruCuje, Ze dodrziava
a zavézuje sa , ze pocas plnenia svojich povinnosti
podla tejto Zmluvy bude aj nadalej dodrziavat' vSetky
platné Pravne predpisy, Gpravy a pracovné kodexy
odvetvia vratane tych, ktoré sa tykaju boja proti
Uplatkarstvu a korupcii. Zariadenie dalej vyhlasuje
a zaru€uje, Ze nebude ponukat, slubovat alebo
povolovat poskytovanie ¢Eohokolvek hodnotného
Statnemu predstavitelovi alebo inej osobe s cielom
ziskat alebo si udrzat nejaku zakazku alebo si
zabezpectit nejaku obchodni vyhodu.

©

In the event that the Agreement is terminated, AbbVie
shall pay Institution for services performed and non-
cancelable expenses incurred up to the effective date
of termination. AbbVie shall not be obligated to
reimburse Institution for expenses that are invoiced to
AbbVie more than one hundred eighty (180) days
after the termination date of this Agreement.

Ak dbéjde k vypovedaniu tejto Zmluvy, spoloCnost
AbbVie zaplati Zariadeniu za poskytnuté sluzby
a nezruditelné vydavky vzniknut¢é do datumu
nadobudnutia  uéinnosti  vypovede.  Spolo&nost'
AbbVie nebude povinna nahradit' Zariadeniu vydavky,
ktoré jej budu fakturované viac nez stoosemdesiat
(180) dni po datume zaniku tejto Zmluvy.

(d)

AbbVie shall not be responsible for paying for
services performed in violation of the Protocol or for
data contained in a CRF which is incomplete or
inaccurate. If payment has been made for such
services, the amount paid shall be deducted from the
final payment due under this Agreement (the “Final
Payment").

Spolo¢nost’ AbbVie nebude povinna zaplatit' za
sluzby vykonané v rozpore s Protokolom alebo za
Udaje v CRF, ktoré su nelplné alebo nepresné. Ak uz
za takéto sluzby =zaplatila, zaplatena suma sa
odpocita od koneénej platby, ktord sa ma uhradit' na
zéaklade tejto Zmluvy (,,Zavere€na platba“).

(e)

In the event of any payment dispute under this
Agreement, (i) AbbVie shall pay undisputed amounts
upon receipt of an invoice therefor, and (ii) the parties
shall cooperate in good faith to resolve such dispute
in a timely manner. Following resolution of such
dispute, Institution shall re-invoice AbbVie for the
amounts the parties mutually agree are due, and
AbbVie shall pay such amounts. In no event may
Institution or Institution Personnel withhold Study data
or Records pending resolution of a payment dispute.

()

Ak do6jde k nejakému sporu v suvislosti s platbou
podia tejto Zmluvy, (i) spolo¢nost AbbVie zaplati
nespochybnené sumy po prijati faktury a (i} strany
budd v dobrej viere spolupracovat, aby spor véas
vyrieSili. Zariadenie po vyriedeni takéhoto sporu
znovu vystavi spoloénosti AbbVie fakturu na sumy,
na ktorych splatnosti sa strany vzajomne dohodli,
a spolo¢nost’ AbbVie takéto sumy uhradi. Zariadenie
alebo Personal zariadenia nebudu pocas riedenia
takéhoto sporu oplatbe vZiadnom pripade
zadrziavat Udaje Skddania alebo Zaznamy.

()

AbbVie will make the Final Payment and send a
financial reconciliation to Institution after completion
of the performance of all services contemplated
hereunder and the delivery to AbbVie of all CRFs and
all other items described in Section 4(a). If AbbVie
has paid Institution less than Institution is entitled at
the time of financial reconciliation, AbbVie shall pay
the remaining amount due as part of the Final
Payment. Any overpayment due AbbVie at the time of
final reconciliation shall be made payable to AbbVie
within forty-five (45) days of AbbVie's notice of such
overpayment, along with an explanation of such
overpayment, to the AbbVie contact identified in
Exhibit A.

®

Spoloénost AbbVie vykona Zaveregnu platbu a posle
Zariadeniu finan¢né vyuétovanie po dokon&eni
véetkych sluzieb naplanovanych v tejto Zmluve a po
tom, ako jej budu odovzdané véetky CRF a ostatné
materidly opisané v odseku 4(a).Ak spolo¢nost
AbbVie zaplatila Zariadeniu nizSiu sumu, nez na aku
ma Zariadenie v ¢ase finanéného vyuétovania narok,
zostavajucu sumu uhradi ako sugast Zaverelnej
platby. Pripadny preplatok v prospech spolo&nosti
AbbVie v ase zavere¢ného vylUcétovania bude
spolo&nosti AbbVie uhradeny do &tyridsiatich piatich
(45) odo dfia, ked spolo¢nost AbbVie o takomto
preplatku informovala, spolu s vysvetlenim preplatku,
a to kontaktnej osobe spolognosti AbbVie, ktora je
uvedena v Prilohe A.

@

Institution understands and agrees that in case of any
financial or non-monetary performance related to this
Agreement that Institution provides in entirety or in
part to any medical professional or any provider of
medical care (e.g., if payment is made to any
Institution Personnel for provision of Study-related

)

Zariadenie berie na vedomie a suhlasi, Zze v pripade
akychkolvek pefiaznych alebo nepefiaznych plneni
v slvislosti s touto Zmluvou, ktoré Zariadenie ¢o ilen
Giastotne poskytne zdravotnickemu pracovnikovi
alebo poskytovatelovi zdravotnej starostlivosti (napr.
ak vsuvislosti s vykonavanim Skusania vyplati

7

CONFIDENTIAL/DOVERNE

Template/Vzor: Slovakia CSA Temp (2 Agmts Per Site_Institution) 20DEC2016

Document Title/N&zov Dokumentu: M14-431 Slovakia CSA Temp (2 Agmts Per Site_Institution) FNsP BB Dr. Bruncak_28 Mar2018
Final Clean




FNsP F.D. Roosevelta Banska Bystrica
MUDr. Michal Brunéak
M14-431

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

¢lenom Persondlu zariadenia akékolvek platby z
finanénych prostriedkov , ktoré mu spoloénost
AbbVie uhradila na zaklade tejto Zmluvy), odosle
v elektronickej podobe na adresu
RD_Financial_Compliance_Group@abbyvie.com

v képii na brian.barriager@abbvie.com a poskytne
tak spolo¢nosti AbbVie bez zbytotného odkladu,
najneskér vsak v lehote do ftridsiatich (30) dni od
poskytnutia takého plnenia, zoznam zdravotnickych
pracovnikov ~ alebo  poskytovatelov  zdravotnej
starostlivosti, ktorym bolo pefazné alebo neperiazné
plnenie poskytnuté (,Zoznam"), ato vrozsahu
a Cleneni Udajov (vratane uvedenia vysky, Ucelu a
popisu poskytnutého plnenia) ako je vyZadované
Zakonom (§60 ods. 8 a 9, resp. §74a ods. 9 a 10).
Zariadenie sa zavazuje, Ze zaisti, Ze Zoznam bude
obsahovat' vyluéne presné, Upiné a pravdivé udaje.

(h)

Institution acknowledges that due and timely
fulfilment of its disclosure obligation, as stated in
Section 5(g), is requisite for AbbVie to fulfill its
disclosure obligations as stipulated by the Act,
Therefore Institution acknowledges and agrees to
indemnify AbbVie from and against any and all
damages and costs (including, but not limited to,
costs of legal representation and satisfaction of any
sanctions imposed by administrative and/or judicial
authority), that may be incurred by AbbVie due to
Institution’s failure to adhere to its obligations as set
forth in Section 5(g) of this Agreement. Institution
further acknowledges and agrees that AbbVie may
decrease payments made to Institution under the
terms of this Agreement up to the amount of such
damages and/or incurred costs. AbbVie's right to
seek other forms of redress in accordance with the
terms and provisions of this Agreement or pursuant to
Law shall not be restricted by this provision.

Zariadenie berie na vedomie, Ze riadne avCasné
splnenie jeho oznamovacej povinnosti, uvedenej
vodseku 5(g), je nutné na riadne splnenie
oznamovacich povinnosti spolo¢nosti AbbVie podlia
Zakona. Zariadenie sa preto zavézuje a suhlasi, Ze
odskodni spolo¢nost AbbVie a nahradi spolo&nosti
AbbVie v8etku §kodu a naklady (vratane nakladov na
pravne zastupovanie a splnenie sankcii uloZzenych
spravnym alebo sudnym organom), ktoré spolo&nosti
AbbVie vzniknu v suvislosti s porusenim akéhokolvek
zavézku alebo povinnosti Zariadenia, uvedenych
v odseku 5(g) tejto Zmluvy. Zariadenie zaroveri berie
na vedomie a suhlasi, Ze spoloénost AbbVie je
opravnena znizit platby, vyplacané Zariadeniu na
zaklade tejto Zmluvy, az do vySky takto vzniknutej
$kody a/alebo nakladov. Pravo spoloénosti AbbVie na
uplatnenie inych napravnych prostriedkov podla tejto
Zmluvy alebo podrla platnych Pravnych predpisov nie
ie tymto dotknuté.

Confidentiality.

6.

During the Term of this Agreement, including any
extensions thereof,

after the expiration or termination of this Agreement,
Institution and Institution Personnel shall not disclose
to any third party (other than AbbVie's designated
parties) or use Confidential Information (as defined
below) for any purpose other than that indicated in
this Agreement without AbbVie's prior written
consent. Notwithstanding the foregoing, obligations
of confidentiality and non-use with respect to any
Confidential Information identified as a trade secret
by AbbVie shall remain in place for so long as the
applicable Confidential Information retains its status

as a trade secret under applicable Laws.
“Confidential Information” shall include any
information provided to Institution or Institution

Personnel by or on behalf of AbbVie including,
without limitation, the Protocol, Study Materials,
Records, and all other materials, data, results, and
information concerning AbbVie or the Study or
developed as a result of conducting the Study,
(including Personal Data collected from Study

(@)

Dévernost.
vratane jej

Pocas Lehot latnosti tejto Zmluv
preaizeni, NN o ..t

platnosti alebo vypovedania tejto Zmluvy nebude
Zariadenie a Personal zariadenia bez
predchadzajuceho pisomného suhlasu spoloCnosti
AbbVie poskytovat Ziadnej tretej strane (okrem stran,
ktoré uréi spoloénost’ AbbVie) alebo pouzivat' Ziadne
Déverné informacie (ako su definované niz8ie) na iny
Gcel nez je to uvedené v tejto Zmluve. Bez ohladu na
vy88ie uvedenu skutognost, povinnost zachovavat
dévernost a nepouzivat Ziadne Ddverné informacie
oznacené spolo¢nostou AbbVie ako obchodné
tajomstvo ostava v platnosti, pokym si tieto Déverné
informacie zachovaji status obchodného tajomstva
podla prisluSnych Pravnych predpisov. ,,Déverné
informacie“ budu zahfiat' vSetky informacie, ktoré
spolo¢nost AbbVie poskytla Zariadeniu alebo
Personalu zariadenia alebo im boli poskytnuté v jej
mene, okrem iného aj Protokol, Materialy skusania,
Zaznamy a vietky ostatné materialy, Udaje, vysledky
a informacie o spolo¢nosti AbbVie alebo Skusani,
ktoré vznikli v désledku vykonania Skdsania, (vratane
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subjects), except any portion thereof that:

osobnych Gdajov ziskanych od U&astnikov skugania)
s vynimkou tych ich &asti, ktoré:

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

(i) boli Zariadeniu alebo Personalu zariadenia
zname pred ich prijatim podla tejto Zmluvy,
&o mozZno doloZit' pisomnymi zaznamami;

records;
(i) is disclosed to Institution or Institution (i) Zariadeniu alebo Personalu zariadenia po
Personnel after acceptance of this prijati tejto Zmluvy spristupnila tretia strana,

Agreement by a third party who has a right
to make such disclosure in a non-
confidential manner;

ktora ich je opravnena
spdsobom, ktory nie je doverny;

spristupnit

(iii) is or becomes part of the public domain (iiiy su alebo sa stanu verejne zname nie vinou
through no fault of Institution or Institution Zariadenia alebo Personalu zariadenia;
Personnel; or alebo

(iv) is independently developed by Institution or (iv) Zariadenie alebo Personal zariadenia

Institution Personnel without use of or
reference to the Confidential Information, as
evidenced by Institution’s written records.

samostatne vytvori bez pouZitia Dévernych
informacii alebo odkazu na ne, o mozno
dolozit' pisomnymi zaznamami Zariadenia.

(b)

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

Zariadenie do Styridsiatich piatich (45) dni
od ukoné&enia alebo predéasného skongenia
Skusania vrati  alebo  zni€i  vSetky
spristupnené Déverné informacie, pricom si
v8ak mbze dbévernym spdsobom ponechat
jednu képiu Dévernych informacii, aby sa
zaistilo dodrzanie tejto Zmluvy, ako aj na
U&ely archivacie.

(©

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

(©)

Ni¢ vtejto Zmluve sa nebude interpretovat ako
obmedzenie Zariadenia vo zverejneni Dévernych
informacii, ako to pozaduju prislu$né Pravne predpisy
alebo sudny prikaz & iny prikaz alebo ZzZiadost
Statneho organu, pricom v8ak Zariadenie v kazdom
pripade poskytne spoloénosti AbbVie promptné
pisomné oznadmenie (a ak to je moZné apravne
pripustné, aspon pat (5) pracovnych dni vopred), aby
spolo¢nost’ AbbVie mohla prijat’ v8etky opatrenia,
ktoré povaZuje za potrebné v zaujme ochrany svojich
Dévernych  informécii.  Zariadenie v kazdom
pripade:(i) poskytne len ti &ast Dévernych informéacii,
ktoru je zo zakona povinné spristupnit, a (i) umozni

means. spolo¢nosti AbbVie, aby sa pokusila takéto
zverejnenie  obmedzit  primeranymi  pravnymi
prostriedkami.

(d) Institution shall not disclose to AbbVie any | (d) Zariadenie nebude spolofnosti AbbVie spristupfiovat
information which is confidential or proprietary to a Ziadne informacie, ktoré su dévernymi alebo
third party unless Institution first obtains the prior chranenymi informaciami tretej strany, ak najskor
written approval of such third party and AbbVie. neziska pisomny suhlas takej ftretej strany

a spolo¢nosti AbbVie.

Subiect Confidentiality; Data Protection

a) Where AbbVie on behalf of Sponsor or any
Institution Personnel Processes (as defined below)
Personal Data of Study subjects, the parties shall
ensure such processing is performed only in
accordance with this Agreement, all applicable Laws,
including requirements pertaining to data transfer
agreements, if applicable, and AbbVie's written
instructions. For the purposes of this Agreement, the
terms ‘Processing” Personal Data’, “Data
Controller’ and “Personal Data Breach” shall have
the meaning ascribed to them in Data Protection Law

a) Ak Abbvie vmene zadavatela, alebo niektori
&lenovia Personalu zariadenia spractivaju (ako to je
definované nizsie), Osobné udaje Ugastnikov
ski8ania, zmluvné strany zabezpeéia, aby sa takéto
Spracuvanie vykonavalo vyluéne v sulade s touto
Zmluvou a v8etkymi platnymi Pravnymi predpismi
vratane poziadaviek vztahujicich sa na dohody
o presunoch Udajov (ak sa to uplatfiuje) a pisomnymi
pokynmi spolo¢nosti AbbVie. Na ugely tejto Zmluvy
budd pojmy ,Spracuvanie“, ,Osobné udaje“,
Spravca udajov® interpretované vzmysle, ktory je
tymto vyrazom dany Pravnymi predpismi na ochranu
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osobnych Udajov.

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

b) Zmluvné strany suhlasia, Ze Zadavatel bude
jednat ako Spravca dat sohladom na klucové
kédované Osobné Udaje U€astnikov skudania ziskané
vsulade s ICF a Osobné udaje Zodpovedného
sku8ajliceho a Personalu zariadenia ziskané na
zéklade tejto Zmluvy, a Ze preniesol svoje prava a
povinnosti vyplyvajuce ztejto Zmluvy na AbbVie.
Zariadenie a/alebo Zodpovedného skuSajuceho a
bude jednat ako Spravca dat vo vztahu k akymkolvek
zédznamom zdravotnej dokumentacie, ktoré budu
ziskané od Ugastnikov skugania a akékolvek iné

osobné Gdaje nimi ziskané & vygenerované
v priebehu  SkuSania pre UCely zaistenia ich
nezavislého lekarskeho  posGdenia v sdlade

s poziadavkami vyplyvajucimi z Protokolu SkuSania.

(c) Parties shall maintain appropriate technical and
organizational security measures to protect
Personal Data. Parties agree to regularly test,
assess and evaluate the effectiveness of such
implemented security measures

¢) Zmluvné strany budl zabezpeCovat dostatoénu
Uroveri technickych a organizaénych opatreni za
Ucelom ochrany Osobnych tdajov. Zmluvné strany
sUhlasia, Ze budl vykonavat pravidelnt kontrolu a
vyhodnotenie Géinnosti  zavedenia  takychto
bezpectnostnych opatrent.

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

d) Zmluvné strany sa zavéazuju, Ze si vzajomne posiu
oznamenie najneskor do tridsiatich Siestich (36) hodin
od zistenia akéhokolvek potencialneho Zasahu do
osobnych Gdajov. V takomto pripade sa zmluvné
strany zavazuju Ze bud0U spolupracovat v dobrom
Umysle za Uéelom zistenia, ¢i je potrebné odoslat
oznamenie Udastnikom skusania a/ alebo
prislusnym tradom a v kladnom pripade sa dohodnu
na tom, ako budul takéto oznamenia doruené a ako
budd uskutoénené dojednané pravne opatrenia.
V pripade . Ze sa zmluvné strany rozhodnu, Ze
oznamenie je potrebné, bude Zariadenie zodpovedné
za poskytnutie takychto oznameni. Zariadenie sa
zavéazuje, Zze nezverejni, nespristupni, neposkytne &i

neoznami  bez  predchadzajiceho  pisomného
suhlasného  stanoviska  spoloénosti AbbVie,
akukolvek informéaciu  tykajucu sa Zasahu do

osobnych Udajov akejkolvek tretej strane odlidnej od
poskytovatela zmluvného pinenia dojednaného za
Ucelom preSetrenia/ zmiernenia nasledkov takéhoto
Zasahu do osobnych udajov a bude viazané
povinnostou zachovavat doverny reZzim takychto
skutodnosti, okrem pripadov, kedy je odliSny postup
poZzadovany na zaklade prisludnych pravnych
predpisov.

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

e) Zmluvné strany suhlasia, Ze spoloénost’ AbbVie je
opravnena pozadovat od Zariadenia vybavenie
poziadaviek Udastnikov skuania na pristup, zmenu,
prenos, blokovanie, & odstranenie Osobnych udajov.

SpoloCnost’ AbbVie mobZe postapit akékolvek
poziadavky Ucastnikov skuSania tykajuce sa
Osobnych Udajov, ktoré spolognost AbbVie i

Zadavatel obdrzi, na Zariadenie. Zariadenie berie na
vedomie, Ze za Ucelom =zachovania integrity
Vysledkov Sku$ania, mdéze byt moZnost zmenit,
blokovat' &i odstranit Osobné udaje obmedzena, a to
v sulade s Prislusnymi pravnymi predpismi.
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(f) Parties shall notify each other of any requests or
complaints from any governmental authority or
other third party with respect to any Processing
of Personal Data and will in good faith cooperate
with and promptly assist each other, and any
relevant government authority in such cases,
including making available all information
necessary to demonstrate compliance with this
Section 7.

fy Zmluvné strany sa budd vzajomne pisomne
informovat  odoslanim  oznamenia  ohladom
akejkolvek poZiadavky &i staZnosti od akéhokolvek
Statneho uradu & tretej strany vo vztahu
k akémukolvek Spracovaniu osobnych Gdajov a budu
v takychto pripadoch spolu v dobrom umysle
spolupracovat’ a neodkladne si navzajom ako aj s
akymkolvek prislusnym Statnym Gradom napomahat,
vratane  spristupnenia  vetkych informacii
nevyhnutnych za UCelom preukazania suladu
s tymto Clankom 7.

Institution shall ensure that Institution Personnel
acknowledge and consent to AbbVie's
Processing of Institution Personnel's Personal
Data including details of his/her name, address,
qualifications and clinical trial 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.clinicaitrials.gov,
assessments by  AbbVie of  Principal
Investigator's suitability for future studies, and for
purposes of complying with applicable Laws.
Institution shall cause Institution Personnel to
understand and expressly agree that this
information may, if necessary for these purposes,
be made available to ethics committees,
government authorities and members of the
AbbVie Group 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 Laws, or as
necessary for the purposes of ICH-GCP or
compliance with Data Protection Law.

()

g) Zariadenie zaisti, aby Personal zariadenia potvrdil
a vyjadril svoj suhlas so Spracuvanim Osobnych
Udajov Personalu zariadenia vratane ich mien, adries,
kvalifikacie a praxe v oblasti klinického sku8ania.
Dalie pouzitie alebo spristupnenie méze zahfiat
finanéné informacie (vratane odmeny a vyplaty
nahrad), verejni  registraciu  Skusania na
internetovych strankach uréenych na tento uéel, napr.
www.clinicaltrials.gov, hodnotenia vhodnosti
Zodpovedného skusajliceho pre buduce skudania zo
strany spolo¢nosti AbbVie a na udely dodrzania
platnych Pravnych predpisov. Zariadenie zabezpedi,
aby Personal zariadenia vedel o tom a suhlasil s tym,
Ze tieto informacie sa v pripade potreby mdzu
spristupnit’ etickym komisiam, $tatnym organom
a ¢lenom skupiny AbbVie, ktoré sa nachadzaju
v §tate, v ktorom sa vykonava SkuSanie, ako aj v
inych tatoch vratane Spojenych $tatov americkych a
inde podla toho, ako to poZaduju platné Pravne
predpisy alebo ako to je potrebné na ucely ICH-GCP
alebo plnenie povinnosti stanovenych Pravnymi
predpismi na ochranu osobnych Gdajov.

Pubilicity.

Zvereifiovanie informacii.

Without the other party’s written consent, neither
party may use the name, trademark, servicemark, nor
logo of the other party or the other party’s affiliates in
any publicity, advertising, or other information
intended to be used for commercial or promotional
purposes. The foregoing restriction shall also apply
to Institution's use of the name, trademark,
servicemark, and/or logo of any third parties
collaborating with AbbVie on the Study and/or Study
Product (“AbbVie Collaborators”). Except as
required by applicable Laws, Institution shall not
disclose the terms of this Agreement without AbbVie's
prior written approval.ln accordance with the
foregoing, Institution agrees, subject to the terms of
Section 6 of the Agreement, to publish this
Agreement in the Central Registry of Agreements at
www.crz.gov.sk in accordance with the terms of § 5a.
1 of the Act. 211/2000 Coll. on Free Access to
Information within two (2) business days of full
execution of the Agreement and to promptly notify
AbbVie of publication.

Ani jedna strana nesmie bez pisomného suhlasu
druhej strany v Ziadnom zverejneni, reklame alebo
inych informaciach uréenych na pouzitie na komeréné
alebo propagaéné ugely pouZivat nazov, obchodnt
znamku, servisnu znamku alebo logo druhej strany
alebo pobociek druhej strany. Vy38ie uvedené
obmedzenie sa bude vztahovat aj na pouZivanie
nazvu, obchodnej znamky, servisnej znamky a/alebo
loga tretich stran spolupracujucich so spolo&nostou
Abbvie na Stadi  a/alebo  Skusanom  lieku
(,,Spolupracovnici spoloénosti AbbVie*) zo strany
Zariadenia. S vynimkou toho, ako to pozZaduju platné
Pravne  predpisy, Zariadenie nebude bez
predchadzajliceho pisomného suhlasu spolo&nosti
AbbVie zverejiiovat podmienky tejto  Zmluvy.
Zariadenie v sulade s vy$8ie uvedenou skuto&nostou
s prihliadnutim na podmienky odseku 6 tejto Zmluvy
slihlasi so zverejnenim tejto Zmluvy v Centralnom
registri zmldv na strdnke www.crz.gov.sk podla
podmienok § 5a.1 zakona211/2000 Z. z. o slobodnom
pristupe k informaciam do dvoch (2) pracovnych dni
od riadneho uzatvorenia tejto Zmluvy a zavézuje sa
spolo&nost’ AbbVie o takomto zverejneni promptne
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informovat'.

(b)

Institution understands and agrees that the terms and
conditions of this Agreement and the amount of any
payment made hereunder may be disclosed and
made public by AbbVie any member of the AbbVie
Group and/or AbbVie Collaborators as reasonably
necessary to comply with applicable Laws and other
obligations. As AbbVie reasonably requests,
Institution shall cooperate in good faith with AbbVie to
promptly provide accurate and complete information
in connection with such disclosures.

(b)

Zariadenie si uvedomuje asuhlasi stym, Ze
spoloénost’ AbbVie, ktorykolvek &len skupiny AbbVie
alalebo Spolupracovnici spoloénosti AbbVie mbzZu
spristupnit  a zverejnit podmienky tejto Zmluvy
a sumu, ktord bude na jej zaklade vyplatena, ak to
bude odévodnene potrebné vzauime dodrzania
platnych Pravnych predpisov ainych povinnosti.
V sllade stym, ako to bude spolonost AbbVie
odévodnene pozadovat, Zariadenie s fiou bude
vdobrej viere spolupracovat, aby v suvislosti
s takymito zverejneniami promptne poskytla presné
a upiné informacie.

(©

©|

Institution acknowledges that AbbVie,as stipulated by
the Act (Section 60, par. (8) and (9); and Section 74a
par. (9) and (10)), is subject to an obligation to submit
a report on expenses on propagation, marketing and
financial and non-monetary performance provided
directly or indirectly to any medical professional or to
any provider of medical care (“Report on Expenses”)
to the to National Centre of Medical Information (the
“NCMI"), and that the data AbbVie discloses in such
Report on Expenses will be published by NCMI on its
webpages. Institution further acknowledges that in
accordance with this obligation, AbbVie may disclose
the name, address of registered seat and company ID
of Institution (as it is considered a third person
through which AbbVie provided financial or non-
monetary performance to a medical professional or
provider of medical care) and amount of any financial
and/or non-monetary performance provided by
AbbVie in connection with this Agreement.

©

Zariadenie si uvedomuje, Ze spolo¢nost AbbVie je na
zéklade povinnosti uloZenej Zakonom (§60 ods. 8
a9, resp. §74a ods. 9 a10) povinna predkladat
Narodnému centru zdravotnickych informacii (,NCZI")
spravu o vydavkoch na propagaciu, marketing a na
pefazné anepenazné plnenia, poskytnuté priamo
alebo nepriamo zdravotnickemu pracovnikovi alebo
poskytovatelovi zdravotnej starostlivosti (,Sprava o
vydavkoch") aZe udaje, ktoré spoloénost AbbVie
v Sprave o vydavkoch oznami, NCZ| bezodkladne
zverejni na svojom webovom sidle. Zariadenie si
dalej uvedomuje, Ze na zaklade tejto oznamovacej
povinnosti bude spoloénost AbbVie opravnena
zverejnit meno, adresu sidla a identifikatné &islo
Zariadenia (vzhladom k tomu, Ze je povazované za
tretiu osobu prostrednictvom kterej AbbVie poskytlo
finanéné & nefinanéné plnenie zdravotnickemu
pracovnikovi ¢i poskytovatelovi zdravotnej
starostlivosti) a vyS8ku poskytnutého finanéneho d&i
nefinan&ného pinenia v suvislosti s touto Zmluvou.

Ownership.

Vlastnictvo.

(a)

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

@

Kazda zmluvna strana si ponechava v8etky prava,
vlastnicke prava a podiely na v8etkych patentoch,
patentovych prihlaSkach, obchodnom tajomstve,
know-how a inom duSevnom vlastnictve, ktorych
vlastnikom bola pred Datumom nadobudnutia
uginnosti tejto Zmluvy a okrem toho, ako to je v tejto
Zmluve vyslovne uvedené, tato Zmluva nema za ciel
ani sa z nej nebude vyvodzovat Ziadne vyslovné
alebo mi¢ky predpokladané poskytnutie licencie alebo
prevod na zaklade prekazky uplatnenia naroku alebo
inym spbésobom.

" (b)

12

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

practice, made, generated or developed by Institution
or Institution Personnel that either results from use of
any of the Study Materials, using biological materials
obtained from the Study, or results from conduct of

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

(b)

V8etky informacie, vynalezy, Udaje alebo objavy (bez
ohladu na to, ¢i ich mozno ochranit patentom alebo
autorskym pravom alebo nie), inovacie, oznamenia
alebo hlasenia, ktoré vytvorilo, zaviedlo do praxe,
vyrobilo, generovalo alebo vyvinulo Zariadenie alebo
Personal zariadenia a ktoré su désledkom pouzivania
niektorého Materialu skusania, pouzivania
biologickych materidlov ziskanych zo Stidie alebo
vykonania Skusania (suhrnne »Dusevné
vlastnictvo*),

ariadenie na ziadost an
bude od Persondlu zariadenia poZadovat,

ady spolocnosti e
aby
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necessary or appropriate to obtain, record and
enforce patents, copyrights, assignments or other
proprietary protection in AbbVie's name covering any
of the foregoing intellectual Property.

vyhotovil alebo dal vyhotovit dokumenty a prijal
opatrenia, ktoré bude spolo¢nost AbbVie povazovat
za potrebné alebo primerané s cielom ziskat,
zaevidovat a vykonat patenty, autorské prava,
prevody alebo ini majetkovd ochranu v mene
spolo¢nosti AbbVie, ktord sa bude vztahovat na
véetky Casti vy88ie uvedeného Dusevného
vlastnictva.

10.

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

10.

Publikacie a prezentacie. Na ugely tejto Zmluvy
znamena pojem ,Vedeckd publikacia®“ akukolvek
vedeckl publikaciu alebo lekarsku komunikéciu o
vysledkoch Sku$ania v akejkolvek forme, ktora je
uréena na zverejnenie tretim stranam, okrem iného aj
rukopisy, abstrakty, letaky, snimky a iné materialy
pouZivané na prezentacie.

(@)

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

@)

Snahou spoloénosti AbbVie je podporovat najvyssie
normy spravania vo vztahu k Vedeckym publikaciam
a transparentnosti, pri¢om si zarovefi chce chranit
svoje Déverné informacie. Autorstvo Vedeckych
publikacii sa bude urovat' a riadit' na zaklade kritérif,
ktoré urgil Medzinarodny vybor vydavatelov
medicinskych &asopisov (ICMJE) v ,Odporuganiach
pre vypracovanie, hlasenie, upravovanie
a publikovanie vedeckych prac v medicinskych
¢asopisoch*, a Zariadenie bude pozadovat, aby bola
Uloha spolo¢nosti AbbVie v podpore Skusania
vhodne zverejnend vo vdetkych Publikaciach
zariadenia (ako su definované niZ8ie).

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

(b)

Zariadenie potvrdzuje, Ze Skusanie ma multicentricky
charakter a Ze skupina AbbVie si zachovava pravo na
zverejiiovanie Udajov a vysledkov SkuSania ako prva
vo Vedeckej publikécii, ktord bude zaloZzend na
Udajoch avysledkoch Skusania zo v3etkych
prisludnych centier (,,Multicentricka publikacia“).

(©

Following the earliest of (i) AbbVie's Multi-Site
Publication; or (ii) twelve (12) months after completion
or termination of the Study at all Study sites,
Institution and Institution Personnel shall have the
right to prepare and submit Institution’s Study data for
a Scientific Publication in scientific journals or other
professional publications (an ‘Institution
Publication”). Institution shall provide and shall
require Institution Personnel to provide AbbVie with a
draft of any proposed Institution Publication at least
thirty (30) days prior to submission of such publication
for AbbVie to ascertain whether any patentable
subject matter or Confidential Information (other than
the results of the Study generated hereunder) are
disclosed therein. AbbVie shall return comments to
Institution within thirty (30) days after receipt of the
draft Institution Publication (“‘Review Period"), and
Institution agrees and shall require Institution
Personnel to agree that due consideration shall be
given to AbbVie's comments. Institution shall delay
any proposed Institution Publication an additional
sixty (60) days beyond the Review Period in the event
AbbVie so requests to enable AbbVie to secure

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

Institution Personnel to agree to: (A) keep the

Po tom, ako nastane prvéa z nasledujicich udalosti: (i)
Multicentricka publikacia spoloénosti AbbVie alebo (ii)
dvanast (12) mesiacov po ukoneni alebo
predéasnom ukonéeni Skasania vo vietkych centrach
Skusania, budid mat Zariadenie a Personal
zariadenia pravo vyhotovit aodovzdat Udaje
Zariadenia o Sku$ani na ucely Vedeckej publikacie
vo vedeckych &asopisoch alebo inych odbornych
publikaciach (,,Publikacia zariadenia®).Zariadenie
poskytne spolo¢nosti AbbVie a bude vyZadovat, aby
jej aj Personal SkuSania poskytol navrh vsetkych
navrhovanych Publikacii zariadenia najmene;j tridsat
(30) dni pred ich odovzdanim na zverejnenie, aby sa
mohla uistit, & publikdcia nespristupfiuje nejaké
patentovatelné zalezitosti alebo Déverné informacie
(iné ako vysledky Sku8ania generované na zaklade
tejto  Zmluvy).Spoloénost  AbbVie vrati svoje
pripomienky Zariadeniu do tridsiatich (30) dni po
prijati navrhu Publikacie zariadenia (,Kontrolna
lehota*) a Zariadenie suhlasi azabezpeti, aby aj
Personal zariadenia sUhlasil stym, Ze na jej
pripomienky sa bude nalezite prihliadat. Zariadenie
odlo2i zverejnenie navrhovane] Publikécie zariadenia
o dalsich estdesiat (60) dni po uplynuti Kontrolnej
lehoty, ak ho o to spolo¢nost Abbvie poZiada, aby si
mohla zabezpecit patent alebo ind majetkovu
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proposed Institution Publication confidential until
expiration of the Review Period and any Delay
Period, and (B) delete Confidential Information (other
than Institution’s Study data) from any Institution
Publication. In the event that Institution or Institution
Personnel and AbbVie differ in their conclusions or
interpretation of data in the Institution Publication, the
parties shall use good faith efforts to attempt to
resolve such differences through appropriate
scientific debate, but, subject to the removal of
Confidential Information (other than Institution’s Study
data), Institution or Institution Personnel, as
applicable, shall retain control over the final version of
the Institution Publication.

ochranu (,,Odkladacia lehota®). Zariadenie suhlasi
a zaisti, aby aj Personal zariadenia suhlasil s tym,
Ze:(A) navrhovanu Publikaciu zariadenia bude
uchovavat' v dovernosti az do skonéenia Kontrolnej
lehoty apripadnej] Odkladacej lehoty a (B)
z Publikacie zariadenia odstrani DOverné informacie
(okrem Udajov Zariadenia o Sku$ani).Ak budl mat
Zariadenie alebo Personal zariadenia a spolo¢nost
AbbVie odlisné zavery alebo budu inak interpretovat’
Udaje v Publikacii zariadenia, strany vynaloZia usilie,
aby sa vdobrej viere prostrednictvom vedeckej
debaty pokusili takéto rozdiely odstranit, pricom si
v8ak Zariadenie alebo Personal zariadenia pod
podmienkou odstranenia Dévernych  informacii
(okrem UGdajov Zariadenia o SkuSani) ponechaju
kontrolu nad finalnou verziou Publikacie zariadenia.

Institution nor any Institution Personnel are Debarred,
or, to the best of Institution’s knowledge, have been
Debarred or are the subject of a proceeding that
could lead to Institution or any Institution Personnel
becoming Debarred. For purposes of this
Agreement, “Debarred” means: (A) debarred by the
United States Food and Drug Administration ("EDA")
under 21 U.S.C. § 335a or by any other competent

11. Representations and Warranties. 11. Vyhlasenia a zaruky.
(a) Institution represents and warrants that: (a) Zariadenie vyhlasuje a zaruduje, Ze:

() the terms of this Agreement are valid and (i) podmienky tejto Zmluvy tvoria platné
binding obligations of Institution, and are not azavazné povinnosti Zariadenia anie su
inconsistent with (A) any other contractual or vrozpore s (A) inymi zmluvnymi alebo
legal obligation it or Principal Investigator zakonnymi povinnostami Zariadenia alebo
may have; or (B) policies and procedures of Zodpovedného sku3ajuceho; alebo (B)
Institution or any organization with which politikami a postupmi Zariadenia alebo
either Institution or Principal Investigator is organizacie, ktorych je Zariadenie alebo
affiliated; Zodpovedny skusajuci ¢lenom;

(i) Institution’s and Institution Personnel's (i) Vykonavanie sluzieb a prijatie odmeny alebo
performance of the services and acceptance nahrady vydavkov, ako to je uvedené
of compensation or reimbursement of vPrilohe A, =zo strany Zariadenia
expenses as set forth in Exhibit A is in a Persondlu zariadenia je vsulade so
compliance with all policies and procedures v8etkymi politikami a postupmi Zariadenia
of Institution, and Principal Investigator's a vykonavanie takychto sluZieb zo strany
performance of such services does not Zodpovedného skuSajuceho nepredstavuje
present a conflict of interest with Principal konflikt  zaujmov s jeho oficialnymi

| Investigator’s official duties; B povinnostami;

(i) Institution and Principal Investigator have (i) Zariadenie a Zodpovedny sku3ajuci maju
adequate facilities, resources, training and primerané priestory, zdroje, zruénosti
expertise to conduct the Study in a odborné znalosti na vykonanie Sku$ania
accordance with the Protocol and applicable podla protokolu aplatnych  Pravnych
Laws; and predpisov a

(iv) Principal Investigator has a current and valid (iv) Zodpovedny skusajici ma aktualne a platné
medical license or its equivalent in the povolenie na vykonavanie &innosti lekara
jurisdiction in which the Study is being alebo jeho ekvivalent v jurisdikcii, v ktorej sa
performed. Skusanie vykonava.

Institution shall promptly notify AbbVie if at any time Zariadenie bude spolodnost AbbVie urychlene
during the Term of this Agreement, Institution learns informovat, ak sa kedykolvek pogas Lehoty platnosti
that Institution would no longer be able to truthfully tejto Zmluvy dozvie, 2e uZ viac nebude schopné
make any of the representations and warranties in pravdivo poskytovat vyhlasenia a zaruky uvedené
this Section 11(a) and AbbVie shall have the right to v tomto odseku 11(a) a spolo¢nost’ AbbVie bude mat’
immediately terminate this Agreement. pravo tuto Zmluvu okamzite vypovedat.

(b) Institution represents and warrants that neither | (b) Zariadenie vyhlasuje a zaruéuje, Ze mu ani ziadnemu

élenovi Personalu zariadenia nebola Pozastavena
ginnost' alebo Ze podla jeho najlep8ich vedomosti im
nebola Pozastavena &innost' ani sa vodi nim nevedie
konanie, ktoré by mohlo mat za nasledok, Ze im bude
Pozastavena  Cinnost. Pojem ,Pozastavena
ginnost™ na Uely tejto Zmluvy znamena:(A)
pozastavend ¢&innost zo strany Uradu USA pre
potraviny a lieky (,FDA“) podla hlavy 21 U.S.C.§ |
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authority; (B) excluded, debarred, suspended, or
otherwise ineligible to participate in the local or U.S.
Federal health care programs or in local or U.S.
Federal procurement or non-procurement programs;
(C) listed on the FDA's Disqualified and Restricted
Lists for clinical investigators; or (D) convicted of a
criminal offense that falls within the scope of 42
U.S.C. § 1320a-7(a) or applicable local Laws that
could lead to being excluded, debarred, suspended,
or otherwise declared ineligible. In the event
Institution receives notice of, or otherwise becomes
aware of, the Debarment or proposed Debarment of
itself or any Institution Personnel, Institution shall
notify AbbVie immediately and AbbVie shall have the
right to immediately terminate this Agreement. The
obligations of this Section 11(b) shall survive
termination or expiration of the Agreement.

335a alebo zo strany iného kompetentného organu;
(B) vylugenie, pozastavenie & prerudenie dinnosti
alebo ind nespdsobilost podielat’ sa na miestnych
alebo federalnych programoch zdravotnej
starostlivosti v USA alebo miestnych alebo
federalnych programoch v USA, ktorych sudastou je
alebo nie je obstaravanie; (c) zaradenie do zoznamu

FDA, ktory obsahuje vylG€enych klinickych
skasajlcich alebo klinickych skusajucich
s obmedzenim ¢innosti alebo (D) usved&enie

z trestného ¢&inu, ktory spada pod hlavu 42 U.S.C.§
1320a-7(a) alebo pod plainé miestne Pravne
predpisy, ktoré by mohlo mat' za nasledok vylucenie,
pozastavenie alebo preruenie d&innosti alebo
vyhlasenie za nespdsobiiého inym spdsobom. Ak
Zariadenie dostane oznamenie alebo sa inak dozvie
o tom, Ze jemu alebo niektorému Elenovi Personalu
zariadenia je Pozastavena ¢innost' alebo bol podany
navrh na jej pozastavenie, bude o tom okamZite
informovat' spolo¢nost’ AbbVie a spolo€nost’ AbbVie
bude mat pravo okamzite vypovedat' tuto Zmluvu.
Povinnosti podla tohto odseku 11(b) =zostanu
v platnosti aj po vypovedani alebo zaniku tejto
Zmluvy.

©

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

©

Spolo¢nost AbbVie vyhlasuje, Zze Skudany liek
dodany Zariadeniu bude vcase jeho dodania
Zariadeniu spliiat’ Specifikacie lieku uvedené na jeho
oznadeni.

12.

Term and Termination.

12.

Lehota platnosti a vvpovedanie Zmluvy.

(@)

(b)

Unless terminated earlier as provided in
Sections12(b) or 12(c) below, this Agreement is
effective on the follow-up day of it’s publication in the
Central registry of Agreements and shall terminate
on the earlier of. (i) one (1) year from the Effective
Date, if there is no subject enrollment at Institution
under this Agreement; or (ii) at such time as the
occurrence of final data lock for the Study at all sites
participating in the Study (the "Term”).

of the date following the day of this Agreement's
publication

(@)

Ak tato Zmluva nebude vypovedana pred&asne podla
odsekov 12(b) alebo 12(c) nizSie, nadobudne
aéinnost dfiom nasledujucim po dni jej zverejnenia
v Centralnom  registri zmldv SR  azanikne
k skor&iemu z nasledujucich terminov:(i) jeden (1) rok
od Datumu nadobudnutia ucinnosti, ak v Zariadeni
nebol na zaklade tejto Zmluvy prijaty Ziadny Uu¢astnik,
alebo (i) v ase kone¢ného uzamknutia udajov na
véetkych pracoviskach zapojenych do Skusania

(,,Lehota platnosti*).

(c)

This Agreement may be terminated:

(b)

Tito Zmluvu mdze vypovedat:

(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; (B) the Study is terminated by
the FDA or any other governmental or
regulatory authority; (C) if either party, in its
sole judgment, believes an adverse safety
concern with respect to Study Product
makes continued testing unadvisable,
provided that if Institution terminates for this
reason, it shall be after the Suspension
Period (defined below) in accordance with
Section 12(c).

(i) spolognost AbbVie alebo Zariadenie na
zaklade pisomne] vypovede adresovanej
druhej strane, ak(A) druha strana porusila
dbleZitt podmienku tejto Zmluvy; (B)
Skusanie ukon&i urad FDA alebo iny Statny
&i regulaény organ; (C) ak si niektora strana
na zaklade vlastného uvazenia mysli, Ze
vzhladom na obavy tykajuce sa bezpe&nosti
Skuganého lieku je pokra¢ovanie testovania
nevhodné, pritom vsak plati, Ze ak Zmluvu z
tohto ddvodu vypovie Zariadenie, urobi tak
aZ po Lehote prerudenia (definovanej nizsie)
podla odseku 12(c).

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

(i)

spolonost AbbVie:(A) bez priCiny na
zaklade pisomne] vypovede odovzdanej
Zariadeniu tridsat' (30) dni vopred alebo (B)
ako to inak povoluje tato Zmluva.

(ii)

(d)

In the event Institution or Principal Investigator have
concerns about the health, safety and welfare of the

(©

Ak bude mat’ Zariadenie alebo Zodpovedny skasajuci
obavy o zdravie, bezpeénost a dobro ugastnikov
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Study subjects, Institution shall give prompt notice to
AbbVie of such concerns, and may suspend
enroliment of Study subjects for a period not to
exceed thirty (30) calendar days (“Suspension
Period"). During such Suspension Period, the parties
shall evaluate the concerns raised by Institution or
Principal Investigator to determine whether the
Agreement should be terminated. In any event,
Institution and Principal Investigator shall continue
monitoring and follow-up in strict adherence to the
Protocol for currently enrolled Study subjects during
the Suspension Period. After the Suspension Period
and following written notice, including a detailed
written explanation, to AbbVie, Institution may
terminate this Agreement if Study subject health,
safety, and welfare remain a concern to Institution of
such magnitude to support such termination.

Sku$ania, Zariadenie bude o takychto obavéach
promptne informovat' spoloénost AbbVie a bude mdct
prerusit’ prijimanie U&astnikov Skusania na najviac
tridsat’ (30) kalendarnych dni (,Lehota
prerusenia®).Strany pocas takejto Lehoty prerusenia
posudia obavy vznesené Zariadenim alebo
Zodpovednym skusajicim, aby rozhodli, & by malo
déjst k  vypovedaniu  Zmluvy. Zariadenie
a Zodpovedny skusajuci budu pofas Lehoty
prerusenia uz prijatych G€astnikov v kazdom pripade
monitorovat’ a sledovat prisne podla Protokolu.
Zariadenie bude méct po Lehote preruSenia apo
tom, ako poskytne spolo€nosti AbbVie pisomné
oznamenie s uvedenim podrobného pisomneho
vysvetlenia, tuto Zmluvu vypovedat, ak budd mat
jeho obavy o zdravie, bezpeénost' a dobro ugastnikov
Skusania aj nadalej taky rozsah, ktory hovori
v prospech vypovede.

()

13.

Termination or expiration of this Agreement shall not
affect any rights or obligations which have accrued
prior thereto or any other rights or remedies provided
at law or equity which either party may otherwise
have. In the event of premature termination of this
Agreement, Institution shall: (i} appropriately withdraw
and discontinue all then-enrolled subjects, (ii)
complete the Study for then-enrolled Study subjects
where required by accepted medical practice, or (iii)
reasonably cooperate with AbbVie to arrange for
then-enrolled Study subjects to enroll at an alternative
Study site.
Subject Injury; Indemnification.

13.

Vypovedanie alebo zanik tejto Zmluvy neovplyvni uz
predtym vzniknuté prava ani povinnosti, ako ani iné
prava alebo napravné prostriedky oboch stran zo
zakona alebo na zaklade prava spravodlivosti.
Zariadenie v pripade pred€asného vypovedania tejto
Zmluvy:(i) riadne odvola a zrusi ucast uz prijatych
uéastnikov, (i) ak to bude vyZadovat schvélena
medicinska prax, dokonéi Sku$anie na uz prijatych
Ucastnikoch, alebo (iii) bude primerane spolupracovat
so spoloénostou AbbVie, aby zabezpedilo registraciu
uZ prijatych ucastnikov na inom pracovisku Skudania.

Uima na zdravi U¢astnika, od$kodnenie.

(a)

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

(@)

Ak polas trvania SkuSania utrpi G€astnik ujmu na
zdravi v dosledku:(i) podania Materidlov skuSania

alebo (i) vykonania Protokolom nariadenych
postupov na udastnikoch Sku8ania, ktoré by
v pripade neucasti v Skusani ucastnik inak

nepodstupil (,,Postupy®), pri¢om v oboch pripadoch
to bolo vsulade s Protokolom (,Uima na zdravi
poéas Skusania“), spoloénost AbbVie sa zavazuje
uhradit odévodnené medicinske vydavky potrebné na
lieCenie takejto Ujmy na zdravi po€as Skusania, a to
za predpokladu, Ze (A) Zariadenie nepredlozi takéto
medicinske vydavky na uhradu tretiemu platcovi a (B)
takato Ujma na zdravi podas SkuSania nebola
spdsobend prirodzenym progresom uz existujiceho
alebo zakladného ochorenia.

AbbVie shall indemnify, defend and hold harmless
Institution, Institution Personnel and Institution’s
officers and trustees (“Indemnitees”) for the cost of
defense (until such time as AbbVie assumes the
defense thereof) and for damages awarded
(collectively, “Losses”) as a result of any claim or
lawsuit made by a third party as a result of: (i) Study
Injury; (i) AbbVie's or its representatives negligent
acts or omissions, recklessness, or intentional
misconduct during the Study; or (iii) AbbVie's use of
the Study results. AbbVie's indemnification obligation
applies only if. (A) Study Materials are administered
by Institution Personnel and Procedures are
performed during the Study in accordance with the

(b)

Spolo¢nost  AbbVie od8kodni, ochrani a zbavi
zodpovednosti  Zariadenie, Personal zariadenia
a Uradnikov a poverencov Zariadenia (,,0dS$kodnené

osoby“) vo vztahu knakladom na obhajobu
(dovtedy, kym spolo¢nost AbbVie obhajobu

nepreberie), ako aj vo vztahu k vzniknutym 3kodam
(suhrnne ,,Straty*), ktoré budu doésledkom Zaloby
alebo sudneho konania iniciovaného tretou stranou v
dbsledku:(i) ujmy na zdravi podas Sku8ania; (ii)
nedbanlivosti, neéinnosti, bezohladnosti alebo
nespravneho konania spoloénosti AbbVie alebo jej
zastupcov pocas SkuSania alebo (iii) pouzivania
vysledkov Skusania spolo¢nostou AbbVie. Povinnost
spolodnosti AbbVie poskytnat od8kodnenie plati, len
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Protocol, with accepted medical practice, and with
any other written instructions furnished by AbbVie,
and (B) Study data and results communicated to
AbbVie by Institution Personnel are not misleading,
inaccurate, or incomplete.

ak(A) Personal zariadenia podaval Materialy skudania
a vykonaval Postupy poas SkuSania v sulade
s Protokolom, uznavanou medicinskou praxou
a inymi pisomnymi pokynmi od spolognosti AbbVie a
(B) udaje avysledky SkuSania, ktoré spolo¢nosti
AbbVie oznamil Personal zariadenia, nie su
zavadzajuce, nepresné alebo neupliné.

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

(©

Vys§sie uvedeny zavazok odSkodnit, ochranit a zbavit
zodpovednosti Odskodnené strany je podmieneny
nasleduijucimi povinnostami Od$kodnenych stran:

() advise AbbVie of any claim or lawsuit, in
writing addressed to AbbVie Inc., Attention:
Risk Management, Dept. 317, Bldg. AP34, 1
N. Waukegan Road, North Chicago, lllinois
60064-3500, with a copy to Attention: Legal,
Dept. V323, 1 N. Waukegan Road, North
Chicago, llinois 60064, USA, 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 are not prejudiced,

(i) informovat spoloénost AbbVie o kaZdej
Zalobe alebo sudnom konani pisomne, ato
na adresu AbbVielnc., do rak: ManaZment
rizik, odd. 317, Bldg.AP34, 1 N. Waukegan
Road, North Chicago, lllinois 60064-3500,
USA, s koépiou do ruk: Pravne odd. V323, 1
N. Waukegan Road, North Chicago, lllinois
60064, USA, do patnastich (15) dni po tom,
ako Odskodnené strany dostali oznamenie o
takejto zalobe alebo sudnom konani alebo v
Casovej lehote, ktord nepodkodi schopnost a
prava spolo¢nosti AbbVie obhajovat sa
alebo dosiahnut vyrovnanie v pripade
Zaloby alebo sudneho konania;

assist AbbVie and its representatives in the
investigation and defense of any lawsuit or
claim for which indemnification is provided,
and

(i) asistovat  spoloCnosti  AbbVie ajej
zastupcom pri vySetrovani a obhajobe
v ramci sidneho konania alebo Zaloby, vo
vztahu ku ktorej sa poskytuje od8kodnenie,

a

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

(i)

(i) bez predchadzajuceho pisomného suhlasu
spolo¢nosti AbbVie neuzatvarat kompromis
ani inak takuto Zalobu alebo stdne konanie

neuzatvarat.

(d)

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

(d)

Zavazky spolo¢nosti AbbVie tykajuce sa uhradenia
oddvodnenych medicinskych vydavkov v suvislosti
sUjmou na zdravi pogas SkuSania alebo
od8kodnenia, ochrany a zbavenia zodpovednosti
nebudl platit, ak bude Straty alebo Ujmu na zdravi
potas SkuSania mozné pripisat:(i) nedbanlivosti,
bezohladnosti alebo zamernému nespravnemu
konaniu alebo nedodrzaniu Protokolu zo strany
niektorej Od$kodnenej osoby alebo (ii) poruseniu
povinnosti podia tejto Zmluvy zo strany Zariadenia
alebo Personalu zariadenia.

(e)

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

Zariadenie od$kodni, ochrani a zbavi zodpovednosti
skupinu  AbbVie, jej Uradnikov, riaditelov,
zamestnancov, zastupcov a predstavitelov vo vztahu
k vSetkym sudnym konaniam, Zalobam, zavazkom,
nakladom, $kodam, rozsudkom a ostatnym vydavkom
(okrem iného aj vydavkom na pravne zastupovanie),
ktoré vzniknu v désledku nedbanlivosti,
bezohladnosti, Umyselného nespravneho konania
alebo porusenia tejto Zmluvy zo strany Zariadenia,
Skugajuceho alebo Personalu zariadenia.

14,

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

14.

Poistenie. Kazda strana bude mat stratégiu alebo
program poistenia alebo viastného poistenia
s dostato&nymi poistnymi limitmi na podporu svojich
povinnosti podla tejto Zmluvy. Strany si navzajom na
zaklade ziadosti druhej strany predloZia dbkaz
o takomto primeranom poisteni. Poistné krytie kaZzdej

17
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comply with applicable Laws and insurance strany bude vsulade s pristuSnymi Pravnymi
guidelines. predpismi a poistnymi pravidlami.
15. Independent Contractor. Each party's relationship to | 15. Nezavisly dodavatel. Vzajomny vztah stran bude mat

the other party is that of an independent contractor,
and neither party has authority to bind or act on
behalf of the other party.

16.

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

17.

18.

()

charakter nezavislého dodavatela a ani jedna strana
nebude mat' pravomoc prijimat’ zavazky alebo konat
v mene druhej strany.

Postupenie. Zariadenie nesmie bez
predchadzajuceho pisomného suhlasu spolognosti
AbbVie postupit' tito Zmluvu inej strane. Kazdy pokus
o postlupenie bez predchadzajuceho pisomného
suhlasu spolo¢nosti AbbVie bude neplatny abude
predstavovat' zavazné poruenie tejto Zmluvy. Kazdy
povoleny postupnik prevezme vSetky povinnosti
Zariadenia podla tejto Zmluvy. Postipenie nezbavi
Zariadenie zodpovednosti za splnenie uz vzniknutych
povinnosti.

Subcontracting. In the event Institution subcontracts
any aspect of Study performance to a subcontractor,
Institution shall: (a) ensure each subcontractor's
compliance with the requirements of this Agreement,
and (b) be responsible for any subcontractor's non-
compliance with the terms and conditions of this
Agreement to the same extent that Institution would
be responsible if Institution were performing the
subcontracted services directly. If a subcontractor
does not strictly adhere to the provisions of this
Agreement, Institution shall promptly notify AbbVie

17.

Uzatvéranie subdodavatel'skych zmlav. Ak Zariadenie
uzavrie subdodavatelski zmluvu vo vztahu
k niektorej stranke vykonavania Skusania,
Zariadenie:(a) zabezpeli, aby kazdy subdodavatel
dodrziaval poziadavky tejto Zmiuvy a (b) bude
zodpovedné za kazdé nedodrZzanie podmienok tejto
Zmluvy  subdodavatelom vrovnakom rozsahu,
v akom by bolo zodpovedné, keby sluzby, na ktoré
uzatvorilo subdodavatelské zmluvy, vykonavalo
priamo.Ak subdodavatel' nebude ddsledne dodrziavat
ustanovenia tejto Zmluvy, Zariadenie otom bude

and AbbVie may immediately terminate this promptne informovat’ spoloénost’ AbbVie

Agreement. a spoloénost AbbVie bude méct tato Zmluvu
okamzite vypovedat.

Notices. 18. Oznamenia.

'Routine communications regarding the conduct of the

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

(b)

18

All legal notices under this Agreement shall be in |

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

@

BeZzna komunikacia o vykonavani Sku8ania vratane
informacii o vymene o0sbb uvedenych vo formulari
s finanénymi informaciami sa bude posielat osobe
v spolo¢nosti  AbbVie, ktord spolo¢nost AbbVie
uvedie Zariadeniu ako primarnu kontaktni osobu na
Ucely Skusania.

V8etky zakonné oznamenia na zaklade tejto Zmluvy
budid mat pisomny charakter, budu obsahovat
zmienku otejto Zmiuve abudu sa odosielat
prostrednictvom  znéamej  vnutrodtatnej  alebo
medzinarodnej kuriérskej sluzby s doru€enim na
druhy def alebo potvrdenou poStou s postovnym
uhradenym vopred a potrebou potvrdit prevzatie
alebo osobne na adresu pre zakonné oznamenia,
ktora ie uvedena niz8ie.

with a copy to:
Divisional Vice
President and
Associate General
Counsel

Legal, Dept. V323
AbbVie Inc.

Képia:

Divisional Vice
President and
Associate General
Counsel

Legal, Dept. V323
AbbVielnc.
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1 N. Waukegan Road
North Chicago, IL
60064

USA

1 N. Waukegan Road
North Chicago, IL
60064

USA

Legal notices under this Agreement shall be deemed
to be duly given: (i) when delivered by hand; (ii) two
days after deposit with a recognized national or
international courier; or (i) on the delivery date
indicated in the return receipt for registered or
certified mail. A party may change its legal notice
address immediately by sending written notice to the
other party’s legal notice address as set forth in this
Section.

Zakonné oznamenia podla tejto Zmluvy sa budu
povazovat za riadne dorudené:(i) ak sU doruéené
osobne; (i) dva dni po ich odovzdani znamej
vnutro8tatnej alebo medzinarodnej kuriérskej sluZzbe
alebo (iii) v deri doru€enia uvedeny na potvrdeni
o doru€eni doporucenej alebo potvrdenej zasielky.
Strany mdzu zmenit' svoju adresu pre zakonné
oznamenia okamzite, ato na zaklade odoslania
pisomného oznamenia na adresu pre zakonné
oznamenia druhej strany, ktora je uvedena v tomto
odseku.

19.

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

19.

Pokradujuca platnost. V8etky ostatné podmienky,
ktoré maju vzhladom na svoj zamer alebo vyznam
pretrvat’ aj po vypovedani alebo zaniku tejto Zmluvy,
budi mat pokradujicu platnost, okrem iného aj
zavazky stran tykajlce sa oznamovania finanénych
informacii a konfliktu zaujmov a manaZmentu,
uchovavania zaznamov a prava na kontrolu,
zvergjnenie platieb, najma vratane povinnosti
stanovenych vodseku 5 (g) a 5(h) tejto Zmluvy,
dévernosti, ochranu dévernych informacii/ osobnych
Gdajov, publicity, vlastnictva, publikacii, poziadaviek
na oznamenia vo vztahu K vyhlaseniam a zarukédm
prisludnej strany stanovenych v odseku 11(b),
od$kodnenia a Uimy na zdravi podas Ska$ania.

20.

Severability. If any provision, right or remedy
provided for herein is held to be unenforceable or
inoperative by a court of competent jurisdiction, the
validity and enforceability of the remaining provisions
shall not be affected thereby.

20.

Oddelitelnost Ak bude sud prisludnej pravomoci
povazovat niektoré ustanovenie, pravo alebo
napravny prostriedok podla tejto Zmluvy za
nevykonatelny alebo nefunkény, platnost
a vykonatelnost ostatnych ustanoveni tym nebude
dotknuta.

21.

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

21

Rovnopisy. Tuto Zmluvu  mozno  vyhotovit
v akomkolvek poéte rovnopisov, z ktorych kazdy sa
bude povaZovat' za original a vietky spolu budu tvorit
jednu a ta istd zmluvu. Kazda strana potvrdzuje, Ze
originélny podpis alebo jeho képia odoslana faxom
alebo PDF bude na ucely tejto Zmluvy predstavovat'
originalny podpis.

22.

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

22.

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

23.

©)

Dispute resolution. Dispute resolution. Any dispute,
controversy or claim arising out of or relating to this
Agreement which cannot be resolved within thirty (30)
days by mutual consent of the parties, shall be settled
before the competent courts of the Slovak Republic.
The Slovak language shall be used in the lawsuit:

this Section shall survive termination or expiration of
this Agreement.

23.

Jurisdikcia a rieSenie sporov. Akykolvek spor, rozpor
alebo narok vyplyvajuci z tejto Zmluvy alebo suvisiaci
s flou, ktory nie je mozné vyrie$it do tridsiatich (30)
dni vzajomnou dohodou stran, bude rozhodnuty
prislusnym sudom Slovenskej republiky. Jazykom
pouZitym v sidnom konani bude slovensky jazyk.

tento Clanok ostava v platnosti aj po ukonéeni alebo
uplynuti platnosti tejto Zmluvy.

24

Entire Agreement. This Agreement including, without
limitation, all exhibits hereto, contains the entire
understanding of the parties with respect to the
subject matter herein and supersedes all previous

24,

Cela zmluva. Tato Zmluva vratane v8etkych jej priloh
bez obmedzenia obsahuje UGplnG dohodu stran vo
vztahu k jej predmetu anahradza vdetky ostatne
predchadzaijuce dohody a dojednania tykajuce sa jej

19
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20

agreements and undertakings with respect thereto.
In the event of a conflict between provisions of the
Protocol and this Agreement or any Exhibits, the
Protocol shall control with respect to matters of
science, medical practice, and Study subject safety.
In all other matters, the provisions of this Agreement
shall control. Neither this Agreement nor any of its
terms, including any attachment or Exhibit, may be
amended, restated, or otherwise altered except by
written agreement signed by the parties. The English
language version of this Agreement shall govern alt
disputes hereunder.

predmetu. V pripade rozporu medzi ustanoveniami
Protokolu a tejto Zmluvy alebo niektorej z Priloh bude
vo vztahu k zaleZitostiam tykajucim sa vedy,
lekarskej praxe a bezpednosti u€astnikov Skusania
rozhodujuci  Protokol. Vo vSetkych ostatnych
zalezitostiach budu rozhodujice ustanovenia tejto
Zmluvy. Tato Zmluvu ani Ziadny jej prvok vratane
dodatkov alebo Priloh nemozno doplfiat, nanovo
formulovat alebo inak pozmefiovat inak nez
pisomnou dohodou podpisanou zmluvnymi stranami.
Véetky spory na zaklade tejto Zmluvy sa budu riadit
verziou tejto Zmluvy v anglickom jazyku.
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IN WITNESS W,
Agreement to
representatives.

AbbVie s.r.o.
By/Podpis:

Name/Meno: M
Title/Funkcia: G

Date/Datum:

NA DSKAZ TOHO, zmluvné strany uzatvorili tito Zmluvu
prostrednictvom svojich riadne spinomocnenych zastupcov.

Fakultna nem
Banska Bystri

By/Podpis:
Name/Meno: In
Title/Funkcia: G

Date/Datum:

By/Podpis:

Name/Meno: In
Title/Funkcia: E

Date/Datum:
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EXHIBIT A

BUDGET SUMMARY AND PAYMENT SCHEDULE

Principal Investigator MUDr. Michal BrunCék
Institution FNsP F.D. Rossevelta, Ndm. L. Svobodu 1, 975 17 Banské Bystrica, Siovak Republic
Study Product Protocol /Study
M14-431
The maximum number of subjects that can be enrolled at Institution: 10
Upon written prior AbbVie approval, Site may enroll additional subjects 10
Overhead Fes - 0,00%
Total Cost per Completed Subject (Base Study) 3 659,84
Total Cost per Completed Subject (Biomarker Study) T 206,43
TOTAL COST FOR ALL SUBJECTS: 77 325,40

Screen Fallures - Screen Failures: Payment of Screen Failures will be limited to (i) payment for the first 10 Screen
Failures and (ii) payment for 1 for every 1 subject(s) [Enrolled or Randomized] into the Study after the initial 10

"Screen Failure” means a subject has, at a minimum, signed the informed consent document for the Study, but 26,878.90
does not [Enroll or Randomize] into the Study.

Unscheduled Vislits - Activities performed outside of the Protocol-required Study activities but necessary for SAE 478074
follow-up, rescreening vsits and non-scheduled pregnancy tests (“Unscheduled Visits") '
Conditional Procedure Payments -Condltional procedures approved by AbbVie and listed in the "Conditional )
Procedures" attachment to Exhibit A each time such procedure(s) are conducted on a Study subject pursuant to 1 963,00

the Protocal.

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

Payments for subject sits (including Unscheduled Visits, Screen Failures and Conditional Procedures) will be made twize per year following
enrofiment of the first subject at the Institution ("Pay Period").

Payrrants will be made after data is entered into Electronic Data Capture (EDC) system for the applicable Pay Period and reviewed by
AbbVie and will correspond to amounts listed in the attachments to Exhibit A specifying costs

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

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

TOTAL ADDITIONAL STUDY FEES 88 589,70

TOTAL BUDGET 199 528,24

PAYMENT INFORMATION:
ALL PAYMENTS WILL BE MADE IN EUR

Contact infarmation for indivicual at Institution Payment Methad:
fo receive payment remittance notifications and Ref (if applicanio)
study comespondence:

Bank Name:

Bank Contact:

Bank Address:

Bank ABA Routing #:
CHECKING Account #:
Ref -

Remittance Address:

Contact Name:
Phone Number:
Fax Mumber
Email:

Contact information for Inchvidual at Institution to Contacl Name:
receive payment information: Email:

Indivicual and Address to receive Invoices

CONFIDENTIAL/DOVERNE
Template/Vzor: Slovakia CSA Temp (2 Agmts Per Site_Institution) 20DEC2016
Document Title/Nazov Dokumentu: M14-431 Slovakia CSA Temp (2 Agmts Per Site_Institution) FNsP BB Dr. Bruncak_28 Mar2018
Final Clean
22



FNsP F.D. Roosevelta Banska Bystrica
MUDr. Michal Brun&ak
M14-431

PER VISIT COSTS — SUBSTUDY 1
Per visit costs
Base Study
Currency:| EUR Location:| Slovakia
Total Cost per| EUR 3 659,84 Site Type:| All Site Types

Procedures Non Procedures
visit Sub Total Sub Total AT PR T
sw 465,31 €| 430,67 € 895,98 €
Baseline 112,32 €| 105,95 € 218,27 €
Wk 2 66,05 €| 64,41 € 130,46 €
Wk 4 93,19 € 69,64 € 162,83 €
Wk 8 66,05 € 69,64 € 135,69 €
Wk 12 464,00 € 435,90 € 899,90 €
Wk16 58,20 € 69,64 € 127,84 €
Wk20 55,26 € 69,64 € 124,90 €
Wk 24 464,00 € 421,18 € 885,18 €
30 D/FU 20,92 € 57,87 € 78,79 €
Total Cost Per Patient 3659,84€
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PER VISIT COSTS — BIOMARKERS

Per visit costs
Biomarkers

Currency:| EUR Location:| Slovakia
Total Cost per Subject: EUR 206,43 Site Type:| All Site
Types
Non
Procedures Total Cost Per
Visit Procedures .
Sub Total Sub Total Visit
sw 589¢€ 0,00€ 589€
Baseline 38,28 € 17,99€ 56,27 €
Wk 2 0,00€ 0,00€ 0,00 €
Wk 4 30,10€ 17,99 € 48,09 €
Wk 8 0,00€ 0,00€ 0,00€
Wk 12 30,10€ 17,99 € 48,09 €
Wwk16 0,00€ 0,00€ 0,00€
Wk 20 0,00€ 0,00€ 0,00 €
Wk 24 30,10€ 17,99¢€ 48,09 €
30D/FU 0,00€ 0,00€ 0,00€
Total Cost Per Patient 206,43 €
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Additional Study Fees INSTITUTION

Principal Investigator MUDr. Michal Brunsk
Institution FNsP F.D. Rossewlta, N&m. L. Svobodu 1, 975 17 Banské Bystrica, Slovak Repuliic
Study Product IProtocoI Number |M14-431
Additional Study Fees (to be paid within 45 days of recolpt and approval of itemized invoica]
*AbbVie may, at its discretlon, approve payment of more Units of a particular Budget item than esti d below without an to Ag t, provided that the additional
payment does not cause the total cost of the Budget set forth In Exhibit A to be exceeded.
ALL PAYMENTS WILL BE MADE IN EUR
jtem Header Description Estimated# | Price Per Price per Unit |Estimated Total

- I

Serious Adwerse Evenl (SAE)
Fee

Record Retention

Rescreaning

TOTAL ADDITIONAL STUDY FEES 88 589,70

Conditional Procedures INSTITUTIO

Principal
Investigator MUDr. Michal Brunéak
Institution FNsP F.D. Rossewelta, Nam. L. Swobodu 1, 975 17 Banska Bystrica, Slovak Republic
Protocol Number
Study Product M 14-431
1
1
1
Code Conditional Procedure Price per Unit Units / subject  Units / site Total Cost
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PROCEDURES PRICELIST
Procedures Qty Budget (EUR)
Informed consent 1 15,70
Inclusion/Exclusion criteria 1 12,10
Medical History/Surgery History 1 22,24
Concomitant medications 1 5,23
Physical Exam 1 31,72
Symptom Directed Physical Exam 1 19,95
vital Signs 1 11,77
Colonoscopy (Endoscopy) 1 151,07
Colonoscopy: Anesthesia 1 183,77
SES-CD 1 6,21
12-lead ECG: Tracing only 1 9,48
12-lead ECG: Interpretation and report only 1 5,89
Latent TB Risk Factor Questionnaire 1 4,25
Blood Draws for Central Lab Test (not including PK Samples) 1 523
Lab handling and/or shipping of Central Lab tests 1 3,92
Urine Collection for Central Lab Tests 1 2,62
PK Samples 1 8,83
Collection of specimen; stool, fecal, feces 1 2,94
Crohn's Disease Activity Index (CDAI) 1 2,62
IBDQ 1 5,89
EQ-5D-5L 1 6,21
WPAI-CD 1 3,92
SF-36 1 4,58
FACIT-F 1 3,60
PGI-S 1 0,98
PGIC 1 0,98
Adverse events 1 6,54
Telephone call 1 5,56
Non procedures Qty Budget (EUR)
Study Coordinator, Simple - Per Visit 1 18,31
Study Coordinator, Complex - Per Visit 1 28,45
Physician, Simple - Per Visit 1 30,08
Physician, Complex - Per Visit 1 46,76
Study Coordinator, Electronic Data Capture (EDC) and other 9,48
study system data entry (e.g. central reader) - Per Hour 1
Pharmacy, Simple (e.g. tablets, cream tubes) - Per Preparation 523
(formerly Per Visit); dispense drug 1
Colonoscopy: Nurse - Per Hour 1 10,46
Colonoscopy: Anesthesiologist - Per Hour 1 32,05
Colonoscopy: Physician Gastroenterology - Per Hour 1 34,66
Colonoscopy: Dally Facilty Charge Complex - Per day 1 80,12
Colonoscopy: Supplies - Per Patient 1 18,31
Diary Dispensing 1 6,54
Diary Collection and Monitoring/Review & Perform drug 6,54
reconciliation- Per Visit 1
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PRILOHA A
SUHRN ROZPOCTU A ROZPIS PLATIEB
Hiavny sku$ajuci MUDR. Michal Brun&ék
Zanadenie FNsP FN Rossevelta, Nam. L. Svobodu 1, 975 17 Bansk& Bystrica, Slovenska republika
Skasany produkt Protokol
' M14431

Maximalny potet subjekiov skidania, ktoré mdZe centrum zaradit' 10
Podet subjektov skudania, ktoré moézZe centrum dodatoéne zaradit na zaklade predchadzajuceho pisomného 10
schvalenia AbbVie: .
Celkova suma za ukonéeného pacienta (Base Study) 3 659,684
Celkova suma za ukonéeného pacienta (Biomarker Study) 206,43

CELKOVA SUMA: 77 326,40
Zyhanla skriningu - Platba za zlyhania skriningu je obmedzena na (i) platbu za prwch 10 zlyhani a (ii) platbu za
1 zlyhanie na jedného pacienta (zaradeného alebo randomizovaného) do Stadie po prwch 10 zlyhaniach. ,Zlyhanie 26 879.40
skriningu” znamend, e U&astnik minimalne podplsal Formular informovaného sihlasu, ale nebol zaradeny alebo ?
randomizovany do Studie
Neplanované navdtevy - Platby za sluZby prevedené mimo rozsahu pozadovaného Protokolom $tudie, aviak 478074
potrebné pre SAE pokragovanie, reskriningové ndvstevy a neplanované tehotenskeé testy (“Neplanované navstevy) !
Podmlenené procediry - Podmieneng procedury schvalené spolognostou AbbVie a uvedené v"Podmienenych 1 953,00
Proceddrach" prilohy k Exhibit A, wkonavané vrozsahu poZzadovanom Protokolom Studie ot |

PLATOBNY PLAN: Platby budi prevedené nasledowne, v sulade s toutou Zmluvou nasledowne:

Platby za navétewy (watane Neplanovanych névétev, Zlyhanie skriningu a Podmienené procedlry) budd uskutognené dva krat rodne po
zaradenl prvého Uastnika do skudania” ("Platobné obdobie"). Platby budu wkondvané potom, ako zdrawtnicke zariadenie zaple data do
elektronického systému dat (EDC), zrevidované spolo&nostou AbbVie a budli zodpovedat iastkam podia tabuliek k Prilohe A. Zdrawotnicke
zariadenie berie na vedomie, Ze tieto platby podliehaju ndslednému overeniu zo strany spolo¢nosti AbbVie a budl podia potreby upravené
whfadom v sdlade tejto Zmluwy

DODATOCNE POPLATKY V RAMCI KLINICKEHO SKUSANIA: Platby budu prevedené v priebehu 45 dni od
|prijatia a schvalenia faktury, Pre viac informécii vid' prilohu "Dodatoéné platby pre centrum”

CELKOVA SUMA ZA DODATOCNE POPLATKY 88 509,70

CELKOVY ROZPOCET 199 524,24

PLATOBNE INFORMACIE:
VSETKY PLATBY BUDU REALIZOVANE V MENE EUR

Praty b reaizované pre | |

Kontaktné informidcie na osobu v zdravolnickom Typ plathy:
zariadenl, ktoré prijima podklady pre platby a Ref (v pripade poirahy)
kore$pondenciu: Meno banky:

Bankow kontakt:
Adresa banky:
IBAN ¢islo Gétu:
Cislo atu:

Ref.

Kore$pondenéna adresa:

Meno kontaking csoby
Telefénne &islo:

Faxowé ¢islo:

Email
Kontaktné informdcie na osobu v zdravotniskam Meno kontaktnej osoby.
zanadenl, ktoré prijlma informécie o uhradach: Email:

Osoba a adresa na zasielanie fakfur
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Dodatofné plathy pre centrim INSTITUTION

Hiavny skiSejc MUDr. Michal Brunéak

Zariadenie

FNsP F D. Rossewela, Ndm. L Swbodu 1, 975 17 Banska Byslrica, Slovak Republic

Skusany produkt Cislo protokolu
Platby pre zdravoinicke zarindenie {budd uhradené do 45 dnl od prijitin a schvilania faktdry obsahujdce) vaathy naleZitost]
*AbbVie mo2e schvallt' platbu vliacerych Jednotiek rozpottu podia odhad éh deného ni2die bez k zmluve, posi A platba
plyvall vy¥l celkovu sumu rozpoftu nastaveného v Prilohe A

VSETKY PLATBY BUDU REALIZOVANE V MENE EUR

‘ - Odhadovany Cenaza Cenazajednotku | Odhadovana

Nézov polotky Popis nolet notku | vrét ovdsuma_

Hiasenie Zavaznej neziaducej
udalosli (SAE)

Uchovanie dokumentov a
zéznamov

Reskrining

CELKOVE DODATOCNE PLATBY
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EXHIBIT B
EQUIPMENT TO BE PROVIDED BY ABBVIE

Model # ‘Basic Description

Replacement Value

CONFIDENTIAL/DOVERNE
Template/Vzor: Slovakia CSA Temp (2 Agmts Per Site_|nstitution) 20DEC2016

Document Title/Nazov Dokumentu: M14-431 Slovakia CSA Temp (2 Agmts Per Site_Institution) FNsP BB Dr. Bruncak_28 Mar2018
Final Clean

29



FNsP F.D. Roosevelta Banska Bystrica
MUDr. Michal Brunéak
M14-431

PRILOHA B
VYBAVENIE, KTORE POSKYTNE SPOLOCNOST ABBVIE
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EXHIBIT C
INSURANCE CERTIFICATE/ POISTNY CERTIFIKAT

Koope,rativaA
VIENNA INSURANCE GROUP

CERTIFICATE OF INSURANCE
POISTNY CERTIFIKAT

We heraby confirm, by suthority of the insurer thet insurance covev exists for companies mentionsd
balow. The Insurer is KOOPERATIVA polstovita, a.s. VWisnna insuraince Group, Stefanovidova 4, 818 23
Bratislave, Sioyak Republe. / Z Mufy prévomoci paistovelefe (ymto polvrdzujeme, fe poskylujeme poising
krytie pre poistenyoh uvedenyoh nifils, Poistovatalom je KOOPERATIVA polsiovfia, a3, Vienna insurance
Group, Stefanovicova 4, 816 23 Braligave, Siovensia repubiita.

INSURED: AbbVie s.r.o.

POISTENY:

ADDITIONAL INSURED:/ Health care institutions, where the clinical trials being conducted /

SPOLUPRQISTENI: Zdravotnicke zariadenie, v ktorych sa vykondvaji kiinické skafiania

CLINICAL TRIAL PROTOCOL No./ M14-431

GiSLO PROTOKOLU:

LIABILITY POLICY No.”/ 0808014127

CISLO POISTNEJ ZMLUVY:

STUDY TITLEY A Multicenter, Randomized, Double-Blind, Placebo-Comntrofled

NAZOV SKUSANIA: Induction Study of the Efficacy and Safety of Upadacitinib (ABT-494)
in Subjects with Moderately 10 Severely Active Crohn's Disease Who
Have Inadequately Responded Lo or are Intolerant 1o Biologic Therpy /
Multicentrické,  randomizovang, dvojito  zaslepené,  placebom
kontrolované indukéné skddanie asimmosti a bezpeZnomtl opadacitinibu
(ABT-494) u HZastaikov so siredne aZ zhvadne akiivnon Crohnovou
charobou, ktori majo neadskvamu odpoved’ alebo netolerujé biologickn
Hezbu

NUMBER OF PATIENTSY/ 9

POCET PACIENTOV:

PERIOD OF INSURANCE./ From; 01.01.2017

POISTNE OBDOBIE: To: 0LOL2Z0I9

TRIAL PERIOD:/ From: 14.022018

DOBA KLINICKEHO SKUSANIA:  To:  01.01,2020

ADDITIONAL NSURED/SPONSOR OF TRIAL:/ AbbVie Deutachland GmbH & Co. KG
SPOLUFQISTENY / ZADAVATEL KLINICKEHO Knollstrasse 57061 Ludwigshafen, Germany

SKUSANLA;

TYPE:/ Clinica) trials /

DRUH POISTENIA: Zodpovednost' za Bkodu spdsobeni klinickym skidanim

INTEREST The insured’s Legal Liabllity to pay compensation for death, injury,
ROZSAH POISTENIA: illnoss or disease sustained by Third Parties or lows or damage to Third

Party arising out of or happening in connection with clinical trials. /
Pravna zodpovednost’ poistenéha na nihradu Skody, ktord venikne trete)
strane v pripude smrti, zeneain, choroby alebo nikazy alebo Skoda Gi
poskodenie tretej strany ako ddsledok klinickyeh atiidii slebo v wivislosti
s lch vwkonom.
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Kooperativa A

YIENNA INSURANCE GROUP

POLICY LIMIT OF LIABILITY:/ Clinical Trials — USD 1,000,000 per accurrence / USD 1,000,000

POISTNA SUMA: aggrogate/
Zodpovednost’ za Bkodu spdecbend klinkckym skidanim - USD
1,000,000 za kaZdd Skodu / USD 1,000,000 roény limit
DEDUCTIBLEY (Nil) per occurrence / (Nil) za kafdi fkodu
SPOLUUCAST:
TERRITORIAL SCOPE:/ Slovak Repulblic / Slovensia republika
UZEMNY ROZSAH:

LIST OF INSURED DOCTORS AND HEALTH CARE INSTITUTIONS:
ZOZNAM POISTENYCH LEKAROV A ZDRAVOTNICKYCH ZARIADEN:

MUDr, Michal Brunsdk

FNsP F.D. Roosevelta Banskd Bystrica
IT. Internd kfinika SZU

Ném. L. Svobodu |

975 17 Betiskd Bystrica, Slovakia

MUDr. Peter Lietava

Univerzithd nemocnicas Martin
Intem4 Klinika gastroenteralogicks
Koltérova 2

036 59 Martin, Slovakis

MUDr, Milo3 Gregud

KM management s.r.0,
Gastroenterologioké a hepatologické
Spitdlska 13

949 01 Nitra

In Bradisieva, / V Bratisiave,12,12.2017,
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