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CLINICAL STUDY AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

AbbVie s.r.0., KaradZicova 10, 821 08 Bratislava, Slovak
Republic, RN: 46640231, RN for tax: 2023529057, RN for
VAT. SK2023529057, Legal Representative: Branislay
Trutz, M.D., Company is registered in Trade Register of
District Court Bratislava |. Part Sro, insertion no. 81375/8,
date of registration 11.05.2012 (hereinafter also referred to
as “AbbVie"”) is enterining into the agreement with the
healthcare provider Fakultnd nemocnica s polikiinikou
Nové Zamky, Slovenska ulica 11A, 940 34 Nové Zamky,
Slovak Republic, RN: 1733611, State budgetary
organization, registered in Slovak Statistical Register and
in Trade register of District Court Nové Zamky under No.
404-9729 (hereinafter also referred to as “Institution”)
and with the investigator MUDr. Peter Kozub, (hereinafter
also referred to as “Principal Investigator’) to conduct a
clinical study (“the Study") the “Study
Product’) and this Agreement becomes valid and effective
as of the date this Clinical Study Agreement (hereinafter
only referred to as “the Agreement” or “this
Agreement”) is fully executed and effective as of the day
following the day of publication of this Agreement in
accordance with applicable Slovak law, as stated below in
Section 8 (the “E te”).

AbbVie s.ro, KaradZitova 10, 821 08 Bratislava,
Slovenska republika, ICO: 46640231, DIC: 2023529057,
IC DPH SK2023520057, zakonny zastupca: MUDT.
Branisiav Trutz, spoloénost zapisana v Obchodnom
registri Okresného sldu Bratislava |, oddiel Sro, viozka &
81375/8, datum zépisu: 11. 05. 2012 (dalgj aj ,spolo&nost
AbbVie") uzatvara zmiuvu s poskytovatefom zdravotnej
starostlivosti: Fakultnd nemocnica s poliklinikou Nové
Zamky, Slovenska ulica 11 A , 940 34 Nové Zamky,
Slovenské republika, ICO: 17336112, &tétna prispevkova
organizécia zapisana v registri organizacii vedenom
Statistickym ~ Uradom  Slovenskej republky a v
Zivnostenskom registri Okresného uradu Nové Zamky pod
€. 404-9729 (dalej aj .Zariadenie") aso skisajucim

MUDr. Petrom Kozubom (dale] ,Zodpovedny
Skusajuci'), na  vykonanie klinického  skidania
(uSkudanie) vo vztahu k (Skusany

produkt®) s platnostou a Uginnostou od datumu riadneho
uzatvorenia tejto Zmiuvy o klinickom skusani (dalej len
«£miuva® alebo tato Zmluva®) a GZinnostou odo diia
nasledujiceho po dni zverejnenia tejto Zmluvy podia
platného pravneha poriadku Slovenske] republiky, ako je

uvedené niZie véasti 8 (,Datum _ nadobudnutia

WHEREAS:

Gginnosti“).
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 of the European
Parliament and of the Council of 16 April 2014 on
clinical trials on medicinal products for human use,
and repealing Directive 2001/20/EC {“the Sponsor”);

* spoloénost AbbVie kona ako spinomocneny zastupca
spolognosti AbbVie Deutschland GmbH & Co. KG na
Slovensku, ktora je zadévatelom SkGsania
v Eurdpske] Unii, ako to je stanovené v nariadeni
Eur6pskeho parlamentu a Rady (EU) & 536/2014 zo
18. aprila 2014 o klinickom skuani liekov na
humanne pouZitie, ktorym sa zruuje smernica
2001/20/ES (,Zadévatel");

* 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");

¢ spoloCnost’ AbbVie iZadavatel su &enmi skupiny
spoloCnosti AbbVie, ktorej priamym alebo nepriamym
viastnikom je spoloénost AbbVie Inc. (spolu so
spolacnostou AbbVie Inc ,skupina AbbVie*);

= The Study is to be conducted pursuant to Protocol No.
M16-047 entitied “A Phase 3 Randomized, Placebo-
Controlled, Double-Blind Study fo Evaluate
Upadacitinib in Combination with Topical
Corticosteroids in Adolescent and Adult Subjects
with Moderate to Severe Atopic Dermatitis”,
which may be amended from time te time in writing by
AbbVie (“Protocol”); and

« Skusanie sa bude wvykondvat podla protokolu
¢. M18-047 snazvom , Randomizované, dvojito
zaslepené, placebom kontrolované skuganie fizy 3
s cielom posidit Upadacitinib v kombinacii s
fokalnymi kortikosteroidmi u dosplevajicich a
dospelych lcastnikov so stredne tazkou aF
tazkou atopickou dermatitidou”, ktory spolo&nost
AbbVie mdZe prileZitostne pisomne  zmenit
(,Protokol*); a

* AbbVie is entering into this Agreement with the
understanding that Principal Investigator will have
professional responsibility for the conduct of the Study
at the Institution.

*  spolocnost AbbVie uzatvara tito Zmluvu s tym, 2e za
vykonanie Ski$ania na pracovisku v Zariadeni ie
odborne zodpovedny Zodpovedny Skusajuci.

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

VZHLADOM NA TO asprihliadnutim na vzajomne
prisfuby uvedené v tejto Zmluve sa zmluvné strany dohodli
takto:

1. Scope of Work. 1. Rozsah prac.

(a} The Institution shall ensure the conduct of the Study (a) Zariadenie zabezpedi vykonanie Skogania
through the Principal Investigator, subinvestigators, prostrednictvom Zodpovedného skugajuceho,
and other employees of tne Institution available for the spoluskusajicich a ostatnych Zzamestnancov
conduct of the study (jointly referred to as “the Zariadenia  k vykondvaniu  skG$ania  (spoloéne

Institution Personnel”) in accordance with: (i) this

Agreement: (i) the Protocol; (iii) all written instruction
provided by AbbVie; and (iv) all applicable and
effective laws and regulations and industry codes of

.Personal zariadenia®) v silade s: (i) touto Zmiuvoy;
(i) Protokolom; (i) vSetkymi pisomnymi pokynmi,
ktoré poskyine spoloénost AbbVie: a (iv) véetkymi
platnymi  aGfinnymi zakonmi a predpismi
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practice (collectively “the Lawi(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. 382/2011 Coll., on
Pharmaceuticals and Medical Devices and on
Amendment and Supplementation of Certain Acts as
amended (“Act”), and 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 Lawi(s)’), data
protection and privacy laws, as each may be
amended, from time to time The Principal Investigator
is obliged to ensure that prior to the commencement of
the study AbbVie provides him with a valid
authorization from SIDC and positive opinion of Ehics
Committees.

a pracovnymi kodexmi odvetvia (spolofne ,Pravne
predpisy"), okrem iného aj zékonmi na boj proti
dplatkarstvu  a korupcii, smernicou ES o spravnej
klinickej praxi, ktoru vydala Medzinarodna konferencia
o harmonizécii technickych pozZiadaviek na registraciu
farmaceutik na humanne pouzitie E6 (,ICH-GCP"),
zakonom & 362/2011 Z. z. © liekoch a zdravotnickych
poméckach a o zmene a dopineni nigktorych zakonov
v zneni neskordich predpisov ( ,Zakon") a vyhlaskou
& 433/2011 Z. z. o spravnej klinickej praxi V3eobecné
nariadenie EU  oochrane osobnych  Udajov
(2016/679) a slvisiace pravne predpisy na ochranu
osobnych Udajov (,Prévne predpisy na ochranu
osobnych udajov') a zakonmi o ochrane Udajov
a sukromia, ktoré méZu byt prileZitostne zmenené a
doplnené. Zodpovedny skuajuci je povinny overit, Ze
pred zadatim skugania mu boli zo strany spoloCnosti
AbbVie poskytnuté platné povolenie SUKL a suhlasné
stanovisko Etickych komisii.

(b) The Principal Investigator undertakes and the | (b) Zodpovedny skiSajuci sa zavazuje, a Zariadenie
Institution agrees and acknowledges that he will meet stymto sGhlasi aberie na vedomie, e splni
the following obligations,, including but not limited to: nasledovné povinnosti ako to je wyty&ené v Zakone,

Ide okrem iného o nasledujlce povinnosti:

(i} informing the relevant health insu_rance (i) informovanie prisludnych zdravotnych poistovni
cumpan'i‘es of the Study subjects enrollid in the prislugnych Gcastnikov Ski$ania prijatych do
Study (“Health Insurance Companies™) of the Skusania (.Zdravotné_poistovne®) o zadiathu
commencement of the Study without undue delay Skugania bez zbytotného odklad isho zadat!
after such commencement; tiZania bez zbyto&ného odkladu po jeho zadati;

(i) reporting serious adverse events and any (i) promptné hiasenie zaévaZnych neZiaducich
suspicion of serious adverse reactions and udalosti avietkych podozreni na zavainé
unexpected serious adverse reactions in relation nediaduce reakcie aneotakavané zavainé
to the Study at the Institution promptly to the neZiaduce reakcie v sivislosti so SkuSanim
SIDC, EC and the relevant Heslth Insurance v Zariadenl SUKL, EK a prislusnym Zdravotnym
Companies of the subjects as specified in the poistovniam (Castnikov, ako to je uvedeng
Protacel and in accordance with applicable Laws; v Protokole av sulade s prisludnymi  Pravnymi
and predpismi; a

The Principal Investigator (whereas the Institution Zodpovedny skuSajuci (priom Zariadenie tymto

also agrees and acknowledges this fact) shall duly and takisto sthlasi aberie tito skuto&nost na vedomie)

timely ensure the authorization and nofification riadne avéas =zabezpedi ziskanie povolenia
pursuant to the law, as stated above under sections a oznamenia podla zékona, ako je uvedené vyiSie

(b) (i) and (b) (ii). The Principal Investigator shall v sekciach (b) (i) a (b) (ii). Zodpovedny skaSajuci bude

immediately notify AbbVie in case of any delay in spolognost AbbVie okamzite informovat ak dbjde

performance of obligations under sections (b) (i) and k akémukolvek omeskaniu s pinenim povinnosti

(b) (ii). uvedenych v sekciach b) (i} a (b) (ii).

{¢) Prior to each Study subject's participation in the Study, | (c) Zariadenie pred ucastou jednotlivych UEastnikov
Ir}stitulion shall ensure Principal Investigator obtains a Skusania v SkoSani zabezped!, aby Zodpovedny
signed informed consent form ({ICF”), as approved by skGSajuci ziskal podpisany informovany suhlas
AbbVie, the EC and/or SIDC. The ICF must be {ICF%), ako ho schvdlia spoloGnost AbbVie, EK
obtained in compliance with the rules set forth in the afalebo SUKL. ICF sa musi ziskat v sulade
applicable Laws. If Institution or Principal Investigator s pravidlami  stanovenymi v prislusnych  Pravnych
proposes to publish any Study subject recruitment predpisoch. Ak Zariadenie alebo Zodpovedny
advertisements, such advertisements require AbbVie's skuSajuci navrhne zverejnenie ponuk na registraciu
prior review and approval in advance of submission to Ulastnikov Skofania, takéto ponuky musi pred
the SIDC and/or EC. Institution and Principal odovzdanim SUKL a/alebo EK najskor skontrolovat
Investigator shall report all serious adverse events or a schvalit spolo&naost AbbVie. Zariadenie
other safety concems as specified in the Protocol and a Zodpovedny skisajici bud( hlasit vetky zavazné
in accordance with applicable and effective Laws. neZiaduce udalosti alebo iné veci, ktoré ich v savislosti

s bezpe&nostou znepokojuju, ako to je stanovené
v Protokole a v stlade s platnymi a G&innymi Pravnymi
predpismi.

(d) Institution represents and warrants that Principal | (d) Zariadenie vyhlasuje a zaruuje, Ze Zodpovedny
Investigator is an employee of Institution. Institution sku$ajuci _je zamestnancom Zariadenia. Zariadenie
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agrees that no other investigator may be substituted
for the Principal Investigator without the prior written
consent of AbbVie. If the Principal Investigator
becomes unwilling or unable to perform the duties
required by this Agreement, Institution shall promptly
notify AbbVie and cooperate with AbbVie to promptly
find a mutually acceptable replacement principal
investigator.

In addition, Institution acknowledges that AbbVie may
make direct payments to other Institution Personnel
for services performed related to the conduct of the
Study. The amount of payment due to each Institution
Personnel member receiving direct payment from
AbbVie shall be calculated by Principal Investigator for
each payment period and provided in writing to
AbbVie. Principal Investigator shall ensure that the
amount due to each institution Personnel member
represents the fair market value for the services
actually performed.

sthlasi s tym, e bez predchadzajiceho pisomnénho
sthlasu spoloénosti AbbVie nesmie Zodpovedného
skiuSajiceho nahradit' inym skuSajucim. Ak si
Zodpovedny skusajici nebude cheiet' alebo mact plnit
svoje povinnosti podfa poZiadaviek tejto  Zmluvy,
Zariadenie otom bude promptne informovat
spolotnost AbbVie a spolo&nost AbbVie urychlene
ndjde pre obe strany prijatelného nahradnsho
zodpavedného skusajiceho.

Zariadenie okrem toho potvrdzuje, Ze spolodnost
AbbVie moZe poskytovat priame platby inému
Personalu zariadenia za sluzby poskytnuté v sgvislosti
s vykondvanim Stadie. Vysku platby, ktord ma dostat
kazdy Clen Personalu zariadenia, ktory dostava
priamu platbu od spoloénosti AbbVie, vypoéita
Zodpovedny skusajuci za ka?dé platobné obdobie a
bude o nej informovat spolotnost AbbVie.
Zodpovedny skiSajici zabezpeéi, aby suma splatna v
prospech jednotlivych élenov Personalu zariadenia
predstavovala objektiviu trhovi hodnotu za skutoéne
poskytnuté sluZby.

Institution shall ensure that Principal Investigator
completes and retums to AbbVie the Investigator
Information and Agreement (“llA™) provided by
AbbVie prior o the initiation of the Study and promptly
notify AbbVie of any change in its accuracy during the
Term of this Agreement Further, Insttution shall
ensure that Principal Investigator and any
subinvestigator(s) complete and return to AbbVie the
financial disclosure form provided by AbbVie prior to
the initiation of the Study and promptly notify AbbVie
of any change in the accuracy of the financial
disclosure form during the Term (defined below) of this
Agreement and for one (1) year following completion
of the Study. Institution understands and agrees that
Principal Investigator and subinvestigator(s), and their
immediate families, may not have a direct ownership
interest  (including, without limitation,  intellectual
property rights or royalty rights) in the Study Product
and may not be compensated with AbbVie Inc.
securities in  exchange for being a principal
investigator or subinvestigator(s) in the Study.

(e)

Zariadenie zabezpeti, aby Zodpovedny skusajuci
vyplnil  a odovzdal spolognosti  AbbVie formular
8 informaciami a dohodou skugajuceho (,JIAY), ktory
mu spolo¢nost AbbVie poskytla pred zagiatkom
Skuania, abude spoloénost AbbVie promptne
informovat o vietkych zmenach vich spravnosti
potas Lehoty platnosti tejto Zmluvy. Zariadenie dalej
zabezpeli, aby Zodpovedny skufajici a vietci
spoluskusajuci vyplnili a odovzdali spolo#nosti AbbVie
formular s finanénymi informaciami, ktory mu
spolognost' AbbVie poskytla pred zadiatkom Skusania,
abude spolotnost AbbVie promptne informovat
o vietkych zmenéch v spravnosti formulara polas
Lehoty platnosti tejto Zmluvy (stanovena nizsie)
apotas jedného (1) roka po skonéeni Skusania.
Zariadenie uznava a sthlasi s tym, Ze Zodpovedny
skusajuci a spoluskidajuci a ich najblizia rodina
nesmi maf na SkuSanom lieku priamy viastnicky
podiel (okrem iného ani prava dudevného viastnictva
alebo prava na podiel zo zisku) a nesmi dostat' ako
odmenu za vykonavanie funkcie zodpovedného
sklsajiceho alebo spoluskusajuceho
(spoluskusajucich) v Skusani  cenné  papiere
spolonosti AbbVie Inc.

() Institution and Institution Personnel shall not bill or | (f) Zariadenie a Personal zariadenia nebudd uttovat ani
seek reimbursement from any third party (including, poZadovat nahradu od tretich stran (okrem iného ani
without limitation, Study subjects, health insurance od Utastnikov Skdsania, poskytovatelov zdravotneho
providers, or any governmental program) for any Poistenia alebo zo Statneho programu) za Materialy
Study Materials (as defined below) or other items or skusania (ako SL‘; definované niZsie) alebo iné veci &
services that are paid for or provided without charge sluzby, ktoré boli uhradené alebo poskytnuté bez ich
by or on behalf of AbbVie. . Uctovania spoloZnostou AbbVie alebo v jej mene.

{g) Institution and/or Principal Investigator shall (i) ensure | (g) Zariadenie a/ alebo Zodpovedny skiSajici zaisti, ze
that subject data, as required in the Protocol, is data zo skddania v rozsahu poZadovanom Prolokolom
entered into the CRFs (whether electrenic or paper) s viozené do CRF (bez ohladu na to &
within five (5) business days of subject visit and (i) v elektronicke] alebo papierovej podobe) najneskor do
use best efforts to respond to queries related to the piatich (5) pracovnych dni od navitevy Utastnika
data entered into the CRFs within five (5) business skusania, a (i) vynaloZi najlepsie Usilie za ucelom
days of being issued by AbbVie. zodpovedania otdzok v stvisiosti s datami zo skasania

viozenymi do CRF najneskdr do piatich {5)
pracovnych dni_od ich vznesenia zo strany AbbVie.
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2. AbbVie Obligalicns. AbbVie shall comply with | 2 Povinnosti spolo&nosti AbbVie Spoloénost AbbVie
applicable and effective Laws in the performance of its bude pri vykonavani svojich &nnosti stvisiacich so
activities relating to the Study and shall obtain all Skusanim dodr¥iavat platné a Gginné Pravne predpisy
approvals required in connection with such activities. aziska vietky povolenia, ktoré sU v sivislosti

s takymito &innostami potrebné.

3. Study Materials; Licenses; Equi - 3, Materialy sku$ania, licencie, vybavenie.

[ (a) AbbVie will provide sufficient quantities of Study | (a) Spolocnost AbbVie bezplatne doda dostatoiné
Product, investigator brochures, access to an mnoZstva Skusaného produktu a prirugiek pre
electronic data capture system for completing Case skusajaceho, poskytne pristup k systému elektronickej
Report Forms (“CRFs”), access to or copies of certain evidencie Udajov na Udely vypifania Zaznamovych
patient reported outcomes (electronic or paper) formularov GRastnikov skudania (,CRF®), pristup
surveys, questionnaires, andlor scales (collectively, k uréitym  prieskumom, zameranym na vysledky
“PROs™), and any other compounds and materials udavané pacientmi (elektronickym alebo papierovym),
that the Protocol specifies or that AbbVie deems dotaznikom afalebo stupniciam (spolotne LPRO")
necessary fo conduct the Study (together, the “Study alebo ich kopie apristup ku vietkym ostatnym
Materials”) at no cost As between AbbVie and zlozenindm a materidlom, ktoré uvadza Protokol alebo
Institution, all Study Materials and other information ktoré spolognost AbbVie povaZuje potrebné na
provided by AbbVie in connection with this Agreement vykonanie Skusania (spologne sMaterialy
are and shall remain the sole property of AbbVie. skGgania®). V rdmcl vztahu medzi spoioEnostou

AbbVie a Zariadenim si a zostanu vsetky Materialy
skugania aostatné informécie, ktoré spolonost
AbbVie poskytne v sivislosti stouto  Zmluvou,
vyluénym majetkom spolocnosti AbbVie.

(6) Institution shall maintain adequate records to account | () Zzariadenie si bude o Materidloch skasania viest
for the Study Materials including, without limitation, primerangé zaznamy, okrem iného & datumy,
dates, quantity, and use by Study subjects. Institution mnoZstvo a ich poutie zo strany Glastnikov
or Principal Investigator shall inspect the Study Skudania. Zariadenie alebo Zodpovedny skusajlci
Materials upon receipt and notify AbbVie upon Materily ski3ania pri prevzati skontroluju a budu
becoming aware that any Study Materials are spolognost AbbVie informovat, ked zistia, Ze niektore
E:Iamaged or that the supply of Study Materials is znich st poskadené alebo je ich dodavka
inadequate. neprimerana.

{c) Study Materials shall: (i) be stored and handied in | (c) Materidly skugania () sa budi uchovavat a bude sa
accordance with the labeling, Investigator Brochure, or s nimi zaobchadzat podla oznadenia, prirucky pre
material data safely sheet, as applicable, of the skusajuceho alebo karty bezpednostnjch dajov
applicable Study Materials, with applicable and (podia situacie), kioré sa vztahujé k prislusnym
effective legal and regulatory requirements, and Materidlom sku8ania, podla platnych a Géinnych
AbbVie's written instructions, (i) not be used past their z&konnych a regulaénych poziadaviek a pisomnych
respective labeled expiration dates, if any. pokynov spoloénosti AbbVie, (i) nebudu sa pouzivat

po uplynuti pripadnych vyznagenych datumov
expiracie.

(d) Neither Institution nor any Institution Personnel shall | (d) Zariadenie ani Personal zariadenia nebudd (i)
() publish any part of the PROs in any manuscript, zverejfiovat Ziadnu &ast PRO v Ziadnom rukopise,
poster, oral presentations, or otherwise; (ii) remaove or letaku, verbalnych prezentdciach alebo inym
alter any notice contained in the PROs; or {iii) madify, sposobom; (i) odstrafioval ani pozmefiovat 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, distribucvat alebo poskytovat PRO trete]
in accordance with the Protocol. strane s vynimkou pripadov, ked je to v suvislosti

s vykonanim Skusania podla Protokolu.

(e) Upon conclusion of the Study, termination of this | (e) Po ukongeni SkuSania, vypovedani tejto Zmiuvy alebo
Agreement, or at AbbVie's request, any remaining or na Ziadost spolofnosti AbbVie budi vSetky
expired Study Materials shall be returned to AbbVie at zostavajuce alebo expirované Materidly skusania
AbbVie's reasonable expense in accordance with the vratené spolotnosti AbbVie na jej primerané naklady
Protocol and AbbVie written instructions, and in apodia Protokolu ajej pisomnych pokynov, ako aj
compliance with applicable and effective requirements v sUlade s platnymi a aéinnymi poiadavkami, ktoré sa
goveming the shipment of such Study Materials. If the vztahuji na odosielanie takychto Materidlov sk(ania.
parties agree that the return of such Study Maternials is Ak sa strany dohodn(, 2e vratenie takychto Materialov
not practicable or is prohibited under local Laws, any skuSania nie je praktické alebo ho miestne Prévne
remaining or expired Study Materials wili be destroyed predpisy zakazuju, vietky zostavajuce alebo
in full compliance with applicable and effective Laws. exspirované Materialy skusania sa zlikvidujd pine
Upon any such destruction, Institution will promptly v silade s platnymi a G&innymi Préavnymi predpismi.
provide AbbVie with a certificate of destruction or Zariadenie po takejto likvidacii promptne poskytne
similar document verifying the final disposition of the spolognosti AbbVie doklad o likvidacii alebo podobny
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Study Materials. This is without prejudice to the dokument potvrdzujuci znienie Materialov skiania.
obligation of the Principal Investigator pursuant to Tymto nie je dotknutd povinnost Zodpovedného
Section 44(j) of the Act to ensure that the list of skugajiceho podla § 44 pism. j) Zakona zabezpedit
identification codes of participants and Study najmenej 15 rokov  uchovavanie  zoznamu
documentation are mainained for at least 15 years and identifikaénych kédov (tastnikov a dokumentacie
the obligation of the Principal Investigator pursuant to o Skudani a povinnost Zodpovedného skuSajuceho
the Regulation {EU) no. 536/2014 of the European podia nariadenia Eurépskeho parlamentu a Rady (EDy
Parliament and of the Council of 16 April 2014 on & 536/2014 zo 16. aprila 2014 o Kklinickom skdSani
clinical trials on medicinal products for human use, lickov na huménne pouZitie, ktorym sa zruuje
and repealing Directive 2001/20/EC to maintain the smernica 2001/20/ES uchovaval obsah hlavného
clinical trial master file after the end of the clinical trial. siboru SkuSania potas 25 rokov po skonceni
In accordance with Section 22(3) of the Act no Skudania. Zdravotna dokumentacia  Uéastnikov
576/2004 Coll. on Medical Care, as amended, the Sk(sania sa podra § 22 ods. 3 zakona & 576/2004
medical records of Study participants are maintained Zzo Zdravolngj starostlivosti, v platnom znenl,
for 20 years from the last provision of healthcare to the uchovava 20 rokov od posledného poskytnutia
individual. zdravotnej starostlivosti osobe.

(i If necessary for the purposes of conducting the Study, | () Ak to bude potrebné na Gely vykonania Skuania,
AbbVie may provide Institution with certain equipment. spoloénost’ AbbVie mbZe Zariadeniu poskytndt urité
Any equipment provided by AbbVie hereunder is vybavenie. VEetko vybavenie, ktoré spolotnost
described in Exhibit B (Equipment). For any AbbVie poskytne na zéklade tejto Zmiuvy, je opisané
Equipment provided by AbbVie Institution shall: (i) v Prilohe B (,Vybavenie). Zariadenie v pripade
promptly inspect the Equipment following receipt and kazdého Vybavenia od spolo&nosti AbbVie: (i)
notify AbbVie upon becoming aware that any promptne po prijati Vybavenia vykona jeho kontrolu
Equipment is damaged or malfunctioning; (i) use the a bude spolotnost AbbVie informovat, ak sa dozvie,
Equipment in accordance with the user manual and/or #e niektoré Vybavenie je poskodené alebo nefunkéng;
other instructions provided with the Equipment; (iii) (i) bude Vybavenie pouzivaf v stilade
maintain the Equipment in a secure manner designed s pouzivatelskou prirutkou a/alebo inymi pokynmi
to protect such Equipment from unauthorized use, poskytnutymi spolu s Vybavenim; (iii) bude Vybavenie
theft, or damage and exercise the same degree of uchovavat bezpeénym sposobom s cielom ochranit
care with respect to the Equipment that Institution ho pred neopravnenym pouzivanim, kradeZou alebo
exercises with respect to its own equipment of similar poskodenim abude sa o Vybavenie starat rovnako,
type and value. If, due fo the negligence, ako sa stara osvoje viastné vybavenie podobného
recklessness, or intentional misconduct of Institution typu @ hodnoty. Ak kvali nedbanlivosti, l'ahostajnosti
or any Institution Personnel, any of the Equipment is alebo Umyselnému nespravnemu konaniu zo strany
lost, stolen, or damaged, then Institution shall pay the Zariadenia alebo Personalu zariadenia dojde k strate,
reasonable cost of replacement or repar, as krade#i alebo poskodeniu Vybavenia, Zariadenie
applicable, which shall not exceed the estimated value uhradi opodstatnené naklady na jeho vymenu alebo
set forth in Exhibit B. At AbbVie's direction and opravu, pricom takato platba nebude vysSia nez
expense, the Equipment shall be returned to a location odhadovana hodnota uvedena v Prilohe B. Na konci
specified by AbbVie at the end of the Study or earlier Skgania alebo vpripade predZasného skonZenia
termination of this Agreement. tejto Zmiuvy sa Vybavenie podla pokynov spolo&nosti

AbbVie a na jej ndklady vrati na miesto, kioré
spolo&nost’ AbbVie urgi.

(@) In the event the Protocol requires Institution to provide | (g) Ak Protokol od Zariadenia vyZaduje, aby poskytlo
Equipment to Study subjects for their use during the Uéastnikom skusania Vybavenie, ktoré budd udastnici
Study, Institution shall instruct the Study subjects as to potas Sku3ania pouZivat, Zariadenie poskytne
the proper use of the Equipment If any of the Ugastnikom skusania indtrukcie otom, ako maji
Equipment is lost, stolen, or damaged by a Study Vybavenie spravne pouivat. Ak Uastnik skusania
subject or while under the control of a Study subject, Vybavenie strati, ukradne alebo poskodi alebo dojde k
then AbbVie shall pay the reasonable cost of strate, kradeZi alebo podkodeniu Vybavenia v &ase,
replacement or repair, as applicable and shall not be ked bude u Ugastnika skuSania, spolofnost AbbVie
responsible for such damage suffered by the Study uhradi opodstatnené naklady na vymenu alebo opravu
participants. takéhoto Vybavenia, pricom za takito Skodu

sposobeny Ugastnikom SkuSania nezodpoveda.

(h) Institution shall use the Study Materials and the | (h) Zariadenie bude Materigly skusania a Vybavenie
Equipment solely for the conduct of the Study and not pouzival vylu&ne na vykananie Skusania a nebude ich
for any other study nor for any other use. pouZivat na iné skudanie alebo iny ugel.

4. Monitoring of Study; Records, Reporting. 4. Monitorovanie skusania, zéznamy. hlasenie.

{a) Upon the request of AbbVie, the Investigator shall | (a) SkuSajuci na Ziadost spolognosti AboVie predioZi
submit oral or written reports on the progress of the verbalne alebc pisomné hiasenia o tom, ako Skianie
Study, including but not limited to serious adverse pokrauje, okrem iného aj ozévaznych neziaducich
events in accordance with the Protocol and the Act. udalostiach podfa Protokolu a Zakona. Do Styridsiatich
Within forty-five (45) days following completion or piatich (45) dni od ukon&enia alebo predasného
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| termination of the Study, the Investigator shall furnish skonenia SkuSania odovzdad SkuSajuci spolodnosti
AbbVie with: (i) the final report on the Study prepared AbbVie: (i) zavere&né hlasenie o Skudani, ktoré
by the Principal Investigator for the EC; and (i) all vyhotovi Zodpovedny skudajici pre EK, a {ii) vietky
data, records, CRFs, reports, and other information Udaje, zaznamy, CRF, hlasenia ainé informacie
generated (excluding source documents and medical vytvorené (okrem zdrojovych dokumentov
records, clinical trial documentation included in the alekarskych zdznamov, dokumentacie o klinickom
study file, list of identification codes of participants and skdsani, ktora je st¢astou suboru ski$ania, zoznamu
the content of the clinical trial master file pursuant to identifikaénych kédov (&astnikov a obsahu hlavného
the Regulation (EU) no. 536/2014 of the European suboru Skufania podia nariadenia Eurépskeho
Parliament and of the Council of 16 April 2014 on parlamentu a Rady (EU) & 536/2014 zo 16. aprila
clinical trials on medicinal products for human use, 2014 o klinickom skusani liekov na humanne pouzitie,
and repealing Directive 2001/20/EC) in relation to the ktorym sa zruSuje smernica 2001/20/ES) v sivislosti
Study (collectively, “Records”), which shall be the so SkoSanim (sthrmne ,Zaznamy®), ktoré budd
exclusive property of AbbVie. vyluénym majetkom spolo&nosti AbbVie.

(®) Upon reasonable advance notice and during normal | (b) Zanadenie na zaklade primeraného predchadzajticeho
business hours, Institution shall permit AbbVie and oznamenia apotas obvyklého pracovného &asu
persons authorized by AbbVie access to any facilities umozZni spolofnosti AbbVie a osobam poverenym
at which the Study is conducted to monitor the spolotnostou Abbvie pristup do priestorov, v ktorjch
conduct of the Study and to audit the Records, source sa Skisanie vykonava, aby mohli monitorovat jeho
documents, and other Study-related data (collectively, vykondvanie akontrolovat  Zaznamy, zdrojové
“Study Documents™) as well as technical and dokumenty ainé udaje suvisiace so Skaanim
organizational security measures put in place to (sthrmne ,Dokumenty skudania“) ako aj technicke
protect Personal Data to verify compliance with this a organizadné bezpeénostné opalrenia aplikované
Agreement, provided that Institution may redact such v praxi za U¢elom Ochrany osobnych udajov a overit
Study Documents as legally required to protect subject si tak dodrZiavanie tejto Zmluvy, pricom vsak
confidentiality. I, as a result of Study monitoring, Zariadenie mdZe takéto Dokumenty skiSania
AbbVie identifies a significant audit finding that is not prepracovat tak, ako to pofaduje zékon v zaujme
timely cured (in case of any breaches of Section 7 ochrany stkromia G€astnikov. Ak spolo&nost AbbVie
within five (5) days) or is incapable of timely cure, vdésiedku  takéhoto  monitorovania  dospeje
AbbVie may immediately terminate this Agresment, k nejakému zavainému zisteniu, ktoré nebude véas
The Institution shall not provide or disclose any data odstranené (v pripade akéhokolvek porudenia
from medical records of the Study participants to Clanku 7 v lehote piatich (5) dni) alebo ho nemozno
AbbVie or persons authorized by AbbVie. vias odstranit, bude méct’ od tejto Zmluvy okamzite

odstipit. Zariadenie neposkytne ani nespristupni
Udaje zo zdravotnej dokumentacie U&astnikov
Skusania spolognosti Abbvie ani osobam poverenym
spoloénostou Abbvie.

(@) Institution shall, 1o the extent permitted by applicable | (c) Zariadenie bude v rozsahu, v akem to povolujl platné
and effective Laws, promptly: (i) notify AbbVie upon a (¢inné Pravne predpisy, promptne: (i) informovat
receiving any requests to inspect and have access to spoloénost  AbbVie oopriati  Zizdosti o Kontrolu
documents related to the Study by any regulatory a pristup k dokumentom suvisiacim so SkiSanim zo
authority, and (ii) provide AbbVie with a copy of any strany regulaéného organu a (ji) poskytne spolo&nosti
documents received from or provided to such AbbVie kopiu vietkych dokumentov, ktoré dostalo od
regulatory autherity. In the event a regulatory citation reguladnych organov, ako aj dokumentov, ktoré
or notice is issued relating to the Study, Institution regulacnym organom poskytio. Ak regulatné organy
agrees, to the extent permitted by applicable and v stvislosti so Skuanim vydaju nejaké predvolanie
effective Laws, to furnish to AbbVie within fifteen (15) alebo ozndmenie, Zariadenie suhlasi, fe ak to
days of receipt of such regulatory citation or notice: (A) povoluji platné adginné Pravne predpisy, do
notification of such citation or notice, (B) & summary of pétnastich (15) dni od prijalia takéhoto predvolania
such citation or notice, and (C) Institution’s response alebo oznamenia od regulagnych organov spolodnosti
to such citation or notice. AbbVie predlozi: (A) oznam o takomto predvolani

alebo oznameni, (B) stihrn takéhoto predvolania alebo
oznamenia a (C) odpoved Zariadenia na takéto
predvolanie alebo oznamenie.

(d) Institution shall retain the Study Documents in | (d) Zariadenie bude Dokumenty skd$ania uchovavat
accordance with applicable and effective Laws (the podra platnych a G€innych  Pravnych  predpisov
“Retention Period"). If AbbVie requests that Lel ovévania). Ak spolotnost AbbVie
Institution retain the Study Documents beyond the poZiada Zariadenie o uchovavanie Dokumentov
Retention Period, the parties shall cooperate in good skidania aj po Lehote uchovévania, strany budi
faith in an effort to mutually agree upon the costs and v dobrej viere spolupracovat', aby sa vzajomne dohodli
the duration for such extended retention period. na néakiadoch atrvani takejto prediZenej lehoty

uchovavania.
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(5. Compensation. 5.

Odmena.

(8) AbbVie shall pay Institution in accordance with the (a)
Study budget attached hereto and incorporated herein
as Exhibit A (“Budget and Pa
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.

Spoloénost AbbVie zaplati Zariadeniu podra rozpoctu
Skasania, ktory je prilozeny k tejto Zmluve a tvori jei
sicast ako Priloha A (,Sthrn rozpodtu a rozpis
platieb™) . Strany suhlasia s tym, Ze platby stanovené
v Prilohe A predstavujy objektivnu trhovt hodnotu za
sluzby, ktoré maju byt poskytnuté, a neboli stanovené
spbsobom, ktory by prihliadal na mnoZstvo alebo
hodnotu  akychkolvek odporG&ani alebo zakaziek
vzniknutych medzi Zariadenim a niektorym &lenom
skupiny AbbVie inym spésobom.

(b) Institution represents and warrants that it and Principal (b)
Investigator are now in compliance with, and
undertakes that in performance of its obligations under
this Agreement shall continue to comply with, all
applicable and effective Laws, regulations and
industry codes of practice, including those related to
anti-bribery and anti-corruption. Institution further
represents and warrants that it and Principal
Investigator 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 azarufuje, %e spolu so
Zodpovednym skiajtcim dodrziava a zavazuje sa, Ze
potas plnenia svojich povinnosti podta tejto Zmluvy
bude aj nadalej dodriavat vsetky platné a Géinné
Prévne predpisy, Upravy a pracovné kadexy odvetvia
vratane tych, ktoré sa tykaju boja proti uplatkarstvu
a korupcii. Zariadenie dalej vyhlasuje a zarucuje, 7e
spolu so Zodpovednym skugajicim nebude ponukat,
slubovat' alebo povolovat poskytovanie cohokelvek
hodnotného Statnemu predstavitelovi alebo ingj osobe
s ciefom ziskat' alebo si udrZat nejaku zékazku alebo
si zabezpedit nejaku obchodna vyhodu.

(c) In the event that the Agreement is terminated, AbbVie (c)
shall pay Insfitution 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 ddjde kvypovedaniu tejto Zmluvy, spolo&nost
AbbVie zapiati Zariadeniu za poskytnuté sluzby
anezruditelné vydavky vzniknuté do datumu
nadobudnutia Geinnosti vypovede. Spolo&nost’ AbbVie
nebude povinna nahradit Zariadeniu vydavky, ktore jej
budu fakturované viac nez stoosemdesiat (180) dni po
datume zaniku tejto Zmluvy.

(d) AbbVie shall not be responsible for paying for services {d)
performed in violation of the Protocol or for data
contained in a CRF which is incomplete or inaccurate.

Spolognost’ AbbVie nebude povinna zaplatit za s-quby
vykonané v rozpore s Protokolom alebo za udaje
v CRF, ktoré su neupiné alebo nepresné.

(e) In the event of any payment dispute under this (e)
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
atimely manner. Following resolution of such dispute,
Institution shall re-invoice AbbVie for the amounts the
parties mutually agree are due, and AbbVie shall pay
such amounts. In no event may Institution or
Institution Personnel withhold Study data or Records
pending resolution of a payment dispute.

Ak dbjde knejakému sporu v suvislosti s platbou
podia tejto Zmluvy, (i) spolo&nost AbbVie zaplati
nespochybnené sumy po prijati faktary a (i) strany
budi v dobrej viere spolupracovat, aby spor v&as
vyrieili. Zariadenie po vyrie$eni takéhoto sporu znovu
vystavi spolognosti AbbVie fakturu na sumy, na
ktorych splatnosti sa strany vzajomne dohodli,
a spolocnost AbbVie takéto sumy uhradi. Zariadenie
alebo Persondl zariadenia nebudi po&as riesenia
takéhoto sporu o platbe v Ziadnom pripade zadrziavat
udaje Skisania alebo Zaznamy

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

Spolognost AbbVie vykona Zavereénu platbu a posle
Zariadeniu  finanéné vyuGtovanie po  dokondeni
vetkych sluZieb naplénovanych v tejto Zmluve a po
tom, ako jej budu odovzdané vietky CRF a ostatné
materialy opisané v odseku 4(a). Ak spolognost
AbbVie zaplatila Zariadeniu niZ8iu sumu, neZ na aku
ma Zariadenie v ¢ase finanéného vyaétovania narok,
zostavajicu sumu uhradi ako su&ast Zaveretngj
platby. Pripadny preplatok v prospech spolo&nosti
AbbVie vdase zaveredného vyGdtovania bude
spolognosti AbbVie uhradeny do Styridsiatich piatich
(45) odo dia, ked spoloénost AbbVie Zariadenie
o takomto preplatku informovala, spolu s vysvetlenim
preplatku, a to kontakinej osobe spolo&nosti AbbVie,
ktora je uvedena v Prilohe A.

(9) Institution understands and agrees that in case of any (g)
financial or non-monetary performance related to this
| Agreement that Institution provides in entirety or in

Zariadenie si je vedomé a suhlasi, e v pripade
akychkolvek pefiaznych alebo nepefaZnych pineni
v stvislosti s touto Zmluvou, ktoré Zariadenie Co ilen
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part to any medical professional or any provider of
medical care (e.g., if payment is made to any
Institution Personnel for provision of Study-related
services from funds paid to Institution by AbbVie under
this Agreement), it shall without undue delay, and in
any case not later than within thirty (30) days after
such performance, in  electronic  form o
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.

fiastofne poskytne zdravotnickemu pracovnikovi
alebo poskytovatefovi zdravoine starostlivosti (napr.
ak v suvislosti s akymikolvek sluzbami sivisiacimi so
Skisanim Zariadenie vyplati &lenom Personalu
zariadenia akékalvek platby z finan&nych prostriedkov,
ktoré mu spoloGnost' AbbVie uhradila na zaklade tejto
Zmluvy), odosle v elektronickej podobe na adresu
RD_Financial_Compliance_Group@abbvie.com

v kopii na brian.barriager@abbvie.com & poskytne tak
spolodnosti  Abbvie bez zbytoného odkladu,
najneskor viak vlehote do tridsiatich (30) dni od
poskytnutia takého plnenia, zoznam zdravotnickych
pracovnikov  alebo  poskytovatelov zdravotnej
starostlivosti, ktorym bolo pefiazné alebo nepefazné
plnenie poskytnuté (Zoznam’), afo v rozsahu
a deneni udajov (vratane uvedenia vysky, ufelu a
popisu poskytnutého pinenia) ako je vyZadované
Zakonom (§60 ods. 8 a9, resp. §74a ods. 9 a10).
Zariadenie sa zavazuje, 7e zaisti, Ze Zoznam bude
obsahovat vylugne presné, Gpiné a pravdivé daje.

Institution acknowledges that due and timely fuifiment
of its disclosure obligation, as stated in Section 5(g),
is requisite for AbbVie to fulfill its disclosure
obligations as stipulated by the Act.

)

Zariadenie berie na vedomie, 2e riadne avCasné
spinenie jeho oznamovacej povinnosti, uvedenej
vodseku 5(g), je nutné na riadne spinenie
oznamovacich povinnosti spoloénosti AbbVie podra
Zakona.

after the expiration or termination of this Agreement,
Institution and Institution Personnel shall not disclose
to any third party (other than Abb\Vie'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
subjects), except any portion thereof that:

!? Confidentiality. 6. Dévernost.
(a) During the Term of this Agreement, including any | (a) Potas Lehoty platnosti tejto Zmluvy, vratane jej
extensions thereof, predizeni, od uplynutia

piatnosti alebo vypovedania tejto Zmluvy nebude
Zariadenie a Personal zariadenia bez
predchadzajuceho pisomného suhlasu spolotnosti
AbbVie poskytovat Ziadnej tretej strane (okrem stran,
ktoré uréi spolonost AbbVie) alebo pouzivat Ziadne
Doverné informacie (ako su definované nizsie) na iny
uéel neZ je to uvedené v tejto Zmiuve. Bez ohladu na
vyssie uvedend skutoGnost, povinnost zachovavat
dévemost a nepouzivat Ziadne Déverné informacie
oznatené spolognostou AbbVie ako obchodné
tajomstvo ostava v platnosti, pokym si tisto Doverné
informacie zachovaju status obchodného tajomstva
podla prisludnych Pravnych predpisov. ~Dbverné
informacie" budu zahfhat vietky informécie, ktoré
spologncst  AbbVie poskytla Zariadeniu alebo
Personalu zariadenia alebo im boli poskytnuté v jej
mene, okrem iného aj Protokol, Materialy skuSania,
Zéznamy a véetky ostatné materidly, udaje, vysledky
ainformacie o spolognosti Abbvie alebo Skisani,
ktoré vznikli v dosledku vykonania Sku3ania, (vrélane
osobnych udajov ziskanych od Ugastnikov skusania)
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 records;

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

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

(ii)

(i} Zariadeniu alebo Personalu zariadenia po prijati
tejto Zmluvy spristupnila tretia strana, ktora je
opréavnena ich spristupnit’ sposobom, ktory nie je
doévemny,

(iiiy

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

st alebo sa stan( verejne zname nie vinou
Zariadenia alebo Personalu zariadenia, alebo

(i)

(iv) is independently developed by Institution or
Institution Personnel without use of or reference
to the Confidential Information, as evidenced by

Zariadenie alebo Personal zariadenia samostatne
vytvori bez pouZitia Dovemnych informacii alebo
odkazu na ne, &0 mozno doloZit pisomnymi

(v)
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Institution’s written records.

zaznamami Zariadenia.

(b) Within forty-five (45) days following completion or | (b)
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
archiving registry records pursuant to Act no.
395/2002 Coll. of 17 May 2002 on archive and
registries and on amendment and supplementation of
certain acts as amended.

Zariadenie do &tyridsiatich piatich (45) dni od
ukonlenia alebo pred¢asného skoncenia Skusania
vrati alebo zni¢i v8etky spristupnené Dbverné
informacie, pricom si v8ak méZe ddévernym spdsobom
ponechat’ jednu kopiu Dovernych informacii, aby sa
zaistilo dodrZanie tejto Zmluvy, ako aj na udely
uchovania registratirnych zaznamov podfa zékona &
385/2002 Z z. zo 17. maja 2002 o archivoch a
registratirach a o doplneni niektorych zékonov
v zneni neskordich predpisov.

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

Ni¢ vtejto Zmluve sa nebude interpretovat ako
obmedzenie Zariadenia vo zverejneni Ddvernych
informécii, ako to poZaduju prisiusné Pravne predpisy
alebo sudny prikaz & iny prikaz alebo Ziadost
§tatneho organu, priéom v8ak Zariadenie v kaidom
pripade poskytne spoloCnosti AbbVie promptné
pisomné oznamenie (@ ak to je moiné apravne
pripustné, aspof pat' (5) pracovnych dni vopred), aby
spolotnost AbbVie mohla prijat’ vietky opatrenia,
ktoré povazuje za potrebné v zaujme ochrany svojich
Dévemych informacii. Zariadenie v kazdom pripade.
(i) poskytne len ta Cast’ Dovernych informacii, ktord je
zo zakona povinné spristupnit, a (i) umozn(
spolotnosti  AbbVie, aby sa pokusila takéto
zverejnenie  obmedzit  primeranymi  pravnymi
prostriedkami.

(d) Institution shall not disclose to AbbVie any information | (d)
which is confidential or proprietary to a third party
unless Institution first obtains the prior written approval

Zariadenie nebude spolo&nosti AbbVie spristupioval
Ziadne informacie, ktoré su dévernymi alebo
chranenymi informaciami tretej strany. ak najskor

of such third party and AbbVie. neziska pisomny sohlas takej tretej strany
a spoloZnosti AbbVie.
7. Subject Confidentiality; Data Protection. 7. D& ' i na Udajov.

(a) Where AbbVie on behalf of Sponsor , or any | (a)
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 and
effective Laws, including requirements pertaining to
data transfer agreements, if applicable, and AbbVie's
written instructions. For the purposes of this
Agreement, the terms “Processing” Perscnal Data”,
“Data_Controller’ and “Personal Data Breach" shall
have the meaning ascribed to them in Data Protection
Law.

Ak Abbvie v mene zadavatel'a, alebo nigktorl &lenovia
Personalu zariadenia spractivaju (ako to je definované
nizgie) Osobné (daje Ugastnikov skGdania, zmiuvné
strany zabezpelia, aby sa takéto Spracuvanie
vykondvale vyluéne vsulade stouto Zmluvou
a vBetkymi platnymi a Gginnymi Pravnymi predpismi
vratane poziadaviek vztahujicich sa na dohody
o presunoch Udajov (ak sa to uplatfiuje} a pisomnymi
pokynmi spolo&nosti AbbVie. Na G&ely tejto Zmiuvy
budi pojmy uSpracivanie® .Spracovatel
a ,Porusenie osobnych udajov" interpretované
vzmysle, ktory je tymto vyrazom dany Pravnymi
predpismi na ochranu osobnych Gdajov.

(b) Parties agree that Sponsor acts as Data Controller | (b)
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.

Zmluvné strany sthlasia, 2e Zadavatel bude jednat
ako Spraovatel sohladom na kliCové kodované
Osobné Udaje Utastnikov skidania ziskané v silade
s ICF a Osobné udaje Zodpovedného skusajiceho a
Persondlu zariadenia  ziskané na zéklade tejto
Zmiuvy, a Ze preniesol svoje prava a povinnosti
vyplyvajiice ztejto Zmluvy na AbbVie. Zariadenie
alalebo Zodpovedného skiSajiceho a bude jednat
ako Spracovatel' vo vztahu k akymkolfvek zaznamom
zdravotnej dokumentécie, ktoré buda ziskané od
Ucastnikov skudania a akékolvek iné osobné udaje
nimi ziskané & vygenerované v priebehu Skusania pre
Ucely zaistenia ich nezavislého lekérskeho posldenia
v sllade s poZiadavkami vyplyvajicimi z Protokelu
Skusania.

(c) Parties shall maintain appropriate technical and | (¢)

Zmluvné strany budy zabezpeéovat  dostatodnu
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organizational security measures to protect Personal grovef technickych a organizaénych opatreni za
Data. Parties agree to regularly test, assess and ttelom ochrany Osobnych Gdajov. Zmluvné strany
evaluate the effectiveness of such implemented suhlasia, Ze bud( vykonavat pravidelni kontrolu a
security measures. vyhodnotenie  UGinnosti  zavedenia  takychto

bezpe&nostnych opatreni.

(d) Parties shall notify each other within thirty-six (36) | (d) Zmluvné strany sa zavazuju, ze si vzajomne poSId
hours of discovery of any potential Personal Data pznamenie najnaskar do tridsiatich Siestich (36) hodin
Breach. In such case parties will cooperate in good od zistenia akéhokolvek potencidineno Zasahu do
faith to decide whether notification to data subjects osobnych Gdajov. Vtakomto pripade sa zmiuvné
and/or govemnment authorities is required and if so strany zavazuju ?e budu spo'upraouvat‘ v dobrom
agree on how such notices should be given and any umysle za ugelom zistenia, &i je potrebné odosiat
remedial actions to be taken. Where the parties decide oznamenie Utastnikom skidania a/ alebo prislusnym
that notification is required, Institution shall be uradom a v kladnom pripade sa dohodnu na tom, ako
responsible for providing such notifications. Institution budy takéto oznamenia dorudené aake budd
shall not disclose, without AbbVie's prior written uskutoénené dojednané pravne opatrenia. V pripade .
approval, any information related to the Personal Data e sa zmluvné strany rozhodnu, Ze oznamenie je
Breach to any third party other than a vendor hired to potrebné, bude Zariadenie zodpovedne za poskytnutie
investigate/mitigate such Personal Data Breach and takychto oznameni. Zariadenie sa zavazuje, Ze
bound by confidentiality obligations, except as nezverejni, nespristupni, neposkytne & neoznami bez
required by applicable Law. predchadzajuceho pisomného sthlasného stanoviska

spoloénosti AbbVie, akikolvek informaciu tykajucu sa
Zasahu do osobnych adajov akejkolvek tretej strane
odlidnej od poskytovatela zmluvného plnenia
dojednaného za ucelom prefetrenia/ zmiernenia
nasledkov takéhoto Zasahu do osobnych Udajov a
bude viazané povinnostou zachovévat déverny rezim
takychto skutoénosti, okrem pripadov, kedy je odlisny
postup poZadovany na zaklade prislusnych pravnych
predpisov.

(e) Parties agree that AbbVie may request Institution to | (e) Zmluvné strany suhlasia, Ze spololnost AbbVie je
manage requests from Study subjects for access, oprévnena pozadoval od Zariadenia vybavenie
amendment, transfer, blocking, or deletion of Personal poZiadaviek U&astnikov sku3ania na pristup, zmenu,
Data AbbVie may forward any Personal Data prenos, blokovanie, &i odstranenie Osobnych Gdajov.
requests from Study subjects received by AbbVie or Spolofnost AbbVie mbze postipit akékolvek
Sponsor to Institution. Institution acknowledges that in poziadavky Ugastnikov skiSania tykajice sa
order to maintain the integrity of Study results, the Osobnych udajov, kioré spolo€nost AbbVie &i
ability to amend. block, or delete Personal Data may Zadavatel obdrZi, na Zariadenie. Zariadenie berie na
be limited, in accordance with applicable Law. vedomie, Ze za Utelom zachovania integrity Vysledkov

SkuSania, méze byt moznost zmenit, blokovat Ci
odstranit’ Osobné (daje obmedzend, ato v sulade
s Prisludnymi pravnymi predpismi.

(H Parties shall notify each other of any requests or | (ff Zmiuvné strany sa budd vzdjomne pisomne
complaints from any governmental authority or other informovat odoslanim oznamenia ohfadom akejkolvek
third party with respect to any Processing of Personal poziadavky & staZznosti od akéhokolvek Statneho
Data and will in good faith cooperate with and dradu & tretej strany vo vztahu kakémukolvek
promptly assist each other, and any relevant Spracovaniu  osobnych udajov abudd v takychto
government authority in such cases, including making pripadoch spolu v dobrom (mysle spolupracovat
available all information necessary to demonstrate aneodkiadne si navzajom ako a s akymkolvek
compliance with this section 7. prislusnym &tatnym Uradom napomahat, vratane

spristupnenia vsetkych informacii nevyhnutnych za
udelom preukazania stladu s tymto Clankom 7.

{g) Institution shall ensure that Institution Personnel | (q) Zariadenie zaisti, aby Personal zariadenia potvrdi
acknowledge and consent to AbbVie's Processing of avyjadril svoj sthlas so Spractvanim Osobnych
Institution Personnel’s Personal Data including details udajov Personélu zariadenia vratane ich mien, adries,
of hisher name, address, qualifications and clinical kvalifikacie apraxe v oblasti Klinického skusania.
trial experience. Additional uses or disclosures may Dalsie pouzitie alebo spristupnenie méze zahffiaf
include financial information (including compensation financéné informécie (vratane odmeny a vyplaty
and reimbursement payments), public registration of nahrad), verejnti registraciu Skasania na intemetavych
the Study on web sites designed for this purpose such strankach uréenych na tento  GBel,  napr.
as www_clinicaltrials.gov, assessments by AbbVie of www.clinicaltrials. gov, hodnotenia vhodnosti
Principal Investigator's suitability for future studies, Zodpovedného skusajiiceha pre budice skisania zo
and for purposes of complying with applicable and strany spolognosti AbbVie a na UZely dodrZania
effective Laws. Institution shall cause Institution platnych a aginnych Pravnych predpisov. Zariadenie
Personnel to understand and expressly agree that this
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information may, if necessary for these purposes, be zabezpe€i, aby Personal zariadenia vedel otom
made available to ethics committees, government asuhlasil stym, Ze tieto informacie sa v pripade
autherities and members of the AbbVie Group located potreby mdZu spristupnit’ etickym komisiam, Statnym
both in the country in which the Study is carried out organom a &lenom skupiny AbbVie, kloré sa
and in other countries, including in the United States nachadzaju v State, v ktorom sa vykonava Skdsanie,
or elsewhere as required by applicable Laws, or as ako aj v inych Btatoch vratane Spojenych Statov
necessary for the purposes of ICH-GCP or compliance americkych a inde pod'a tcho, ako to poZaduju platné
with Data Protection Law. Pravne predpisy alebo ako to je potrebné na Glely

ICH-GCP alebo plnenie povinnosti stanovenych
Pravnymi predpismi na ochranu osobnych Gdajov..

8. Publicity. 8. Zverejfiovanie informacil,

(&) Without the other party's written consent, neither party | (a) Ani jedna strana nesmie bez pisomnéhc suhlasu
may use the name, trademark, servicemark, nor logo druhej strany v Ziadnom zverejneni, reklame alebo
of the other party or the other party's affiliates in any inych informéaciach uréenych na pouZitie na komeréné
publicity, advertising, or other information intended to alebo propagatné uGlely pouZivat nazov, obchedni
be used for commercial or promotional purposes. The znamku, servisni znamku alebo logo druhej strany
foregoing restriction shall also apply to Institution’s use alebo pobotiek druhej strany. Vy38ie uvedené
of the name, trademark, servicemark, and/or logo of obmedzenie sa bude vztahovat aj na pouZivanie
any third parties collaborating with AbbVie on the nazvu, obchodnej znamky, servisnej znamky a‘alebo
Study  andg/or  Study  Product  ("AbbVie loga tretich strén spolupracujiicich so spolo&nostou
Collaborators”).  Except as required by applicable AbbVie na Skisani a/alebo Skusanom lieku
and effective Laws, Institution shall not disclose the (»Spolupracovnici spolo&nosti AbbVie®) zo strany
terms of this Agreement without AbbVie's prior written Zariadenia. S vynimkou toho, ako to poZadujd platné
approval. In accordance with the foregoing, Institution autinné Pravne predpisy, Zariadenie nebude bez
agrees, subject to the terms of Section 6 of the predchadzajicehc pisomného sdhlasu spoloénosti
Agreement, to publish this Agreement in the Central AbbVie zverejiovat podmienky tejto  Zmluvy.
Registry of Agreements at www.crz.gov.sk in Zariadenie v stlade s vy&&ie uvedenou skuto&nostou
accordance with the terms of § 5a. 1 of the Act s prihliadnutim na podmienky odseku 6 tejto Zmluvy
211/2000 Coll. on Free Access to Information within sthlasi so zverejnenim tejto Zmluvy v Centralnom
two (2) business days of full execution of the registri zmliv na stranke www.crz.gov.sk podla
Agreement and to promptly notify AbbVie of podmienck § 5a 1 zakona 211/2000 Z. =z.
publication. o slobodnom pristupe k informaciam do dvoch (2)

pracovnych dni od riadneho uzatvarenia tejto Zmiuvy
a zavaruje sa spoloZnost AbbVie o takomto
zvergjneni promptne informovat.

(b) Institution understands and agrees that the terms and | (b) Zariadenie si uvedomuje asdhlasi stym, zZe
conditions of this Agreement and the amount of any spoloénost’ AbbVie, ktorykolvek &len skupiny AbbVie
payment made hereunder may be disclosed and made a/ alebo Spolupracovnici spolonosti AbbVie moézu
public by AbbVie any member of the AbbVie Group, spristupnit  a zverejnit podmienky tejto  Zmluvy
and/or AbbVie Collaborators as reasonably necessary a sumu, ktord bude na jej zaklade vyplatena, ak to
to comply with applicable Laws and other obligations. bude odévodnene potrebné vzaujme dodrZania
As AbbVie reasonably requests, Institution shall platnych Pravnych predpisov ainych povinnosti.
cooperate in good faith with AbbVie to promptly Vsulade stym, ako to bude spolognost AbbVie
provide accurate and complete information in oddvodnene pofadovat, Zariadenie s fiou bude
connection with such disclosures. vdobrej viere spolupracovat, aby v suvislosti

s takymito zverejneniami promptne poskytla presné
a dplné informécie.

(c) Institution acknowledges that AbbVie, as stipulated by | (c) Zariadenie si uvedomuje, Ze spolognost AbbVie je na
the Act (Section B0, par. (8) and (9); and Section 74a zéklade povinnosti uloZenej Zakonom (§60 ods. 8a 9,
par. (9) and (10)), is subject to an obligation to submit resp. §74a ods. 9 a10) povinna predkladat’
a report on expenses on propagation, marketing and Narodnému centru zdravotnickych informécii (NCZI')
financial and non-monetary performance provided spravu o vydavkoch na propagaciu, marketing ana
directly or indirectly to any medical professional or to pefiazné anepefiazné plnenia, poskytnuté priamo
any provider of medical care (“Report on Expenses”) alebo nepriamo zdravotnickemu pracovnikovi alebo
to the National Centre of Medical Information (the poskytovatefovi zdravotnej starostlivosti (,Sprava o
“NCMI™), and that the data AbbVie discloses in each vydavkoch®) aZe udaje, ktoré spolotnost AbbVie
Report on Expenses will be published by NCMI on its v Sprave o vydavkoch oznami, NCZI bezodkladne
webpages.  Institution  acknowledges that in zverejni na svojom webovom sidle. Zariadenie si dalej
accordance with this obligation, AbbVie may disclose uvedomuje, Ze na zéklade tejto oznamovacej
the name, address of registered seat and company ID povinnosti bude spolotnosf AbbVie opravnena
of Institution (as it is considered a third person through zvergjnit meno, adresu sidla aidentifikacné &islo
which AbbVie provided financial or non-monetary Zariadenia (vzhfadom k tomu, Ze je povaZované za
performance to a medical professional or provider of tretiu osobu, prostrednictvom ktorej AbbVie poskytlo
medical care) and amount of any financial and/or non-
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monetary performance provided by AbbVie in finanéné & nefinanéné plnenie zdravotnickemu
connection with this Agreement. pracovnikovi & poskytovatelovi zdravotnej

starostlivosti) a vydku poskytnutého finanéného &i
nefinanéného pinenia v stvislosti s touto Zmluvou.

9. Ownership. 9. Mastnictvo.

(a) Each party hereto retains all right, title and interest in | (2) Kazda zmluvna strana si ponechava vietky prava,
any patent, patent application, trade secret, know-how vlastnicke prava a podiely na vEetkych patentoch,
and other intellectual property that was owned by such patentovych prinlaskach, obchodnom tajomstve,
party prior to the Effective Date of this Agreement, and know-how a inom duSevnom vlastnictve, ktorych
no license grant or assignment, express or implied, by viastnikom beola pred Datumom nadobudnutia
estoppel or otherwise, is intended by, or shall be uginnosti tejto Zmluvy a okrem toho, ako to je v tejto
inferred from this Agreement, except as specifically Zmiuve vyslovne uvedens, tato Zmluva nema za ciel
set forth herein. ani sa z nej nebude vyvodzovat' Ziadne vyslovné alebo

migky predpokladang poskytnutie licencie alebo
prevod na zaklade prekaZky uplatnenia ndroku alebo
inym sposcbom.

(b) Any information, invention, data or discovery (whether | (b) VEetky informéacie, vynalezy, Udaje alebo objavy (bez
patentable or copyrightable or not), innovation, ohladu na to, ¢i ich moZno ochranit patentom alebo
communication or report, conceived, reduced to autorskym pravom alebo nie), inovécie, ozndmenia
practice, made, generated or developed by Institution aiebo hlasenia, ktoré vytvorilo, zaviedlo do praxe,
or Institution Personnel that either results from use of vyrobilo, generovalo alebo vyvinulo Zariadenie alebo
any of the Study Materials using biological materials Personal zariadenia a ktoré su désledkom pouZivania
obtained from the Study or results from conduct of the niektorého Materialu skigania, pouZivania
Study (collectively, “Intellectual Property”) biologickych materialov ziskanych zo Skusania alebo

vykonania Skusania {sthrnne Dusevné
- viastnictvo®). '
~ Upon S
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 Zariadenie na Ziadost a naklady spolo&nosti AbbVie
other actions as AbbVie deems necessary or bude od Persondlu zariadenia pozadovat, aby
appropriate to obtain, record and enforce patents, vyhotovil alebo dal wyhotovit dokumenty a prijal
copyrights, assignments or other proprietary protection opatrenia, ktoré bude spolognost AbbVie povaZovat
in AbbVie's name covering any of the foregoing za potrebné alebo primerané s cielom ziskat,
Intellectual Property. zaevidovat a vykonat patenty, autorské prava,
prevody alebo ini majetkovi ochranu v mene
spoloénosti AbbVie, ktora sa bude vztahoval na
vietky ¢asti vy38ie uvedeného Dusevnénho vlastnictva.

10. Publications and Presentations. For purposes of this | 10, Publikacie a prezentacie Na acely tejto Zmluvy
Agreement, “Scientific Publication” means any znamena pojem ,Vedecka publikacia® akukolvek
scientific publication or medical communication vedeckll publikéaciu alebo lekdrsku kemunikaciu o
regarding Study results in any form that is intended for vysledkoch Skodania v akejkolvek forme, ktora je
disclosure to third parties, including, without limitation, uréena na zverejnenie tretim stranam, okrem in¢ho aj
manuscripts, abstracts, posters, slides or other fukopisy, abstrakty, letaky, snimky a iné materialy
materials used for presentations. pouZivané na prezentacie.

(a) AbbVie is committed to fostering the highest standard | (a) Snahou spolognosti AbbVie je podporovat najvy3sie
of conduct related to Scientific Publications and normy sprévania vo vztahu k Vedeckym publikaciam a
transparency, while at the same time, protecting its transparentnosti, pridom si zaroveri chce chranit svoje
Confidential Information.  Authorship related to Déverné informacie. Autorstvo Vedeckych publikacii
Scientific Publications shall be determined in sa bude urovat a riadit na zaklade kritérii, ktoré uréil
accordance with and governed by the criteria defined Medzindrodny  vybor wvydavatefov  medicinskych
by the International Committee of Medical Journal gasopisov  (ICMJE) v  ,Odporucaniach  pre
Editors (ICMJE) ‘Recommendations for the Conduct, vypracovanie, hlasenie, upravovanie a publikovanie
Reporting, Editing, and Publicaticn of Scholarly Work vedeckych prac v medicinskych &asopisoch®, a
in Medical Joumalg” and Institution shall require that Zariadenie bude poZadovat, aby bola Uloha
AbbVie's role in support of the Study be appropriately spolodnosti  AbbVie v podpore Skdsania vhodne
disclosed in any Institution Publications (as defined zverejnena vo véetkych Publikaciach zariadenia (ako
below). su definované nizsie).

(b) Institution acknowledges that the Study is a multi-site | (b) Zariadenie potvrdzuje, 2e Skusanie mé multicentricky
study and that Abbvie Group retains the right to charakter a Ze skupina AbbVie si zachovava pravo na
disclose the Study data and results first in a Scientific zverejfiovanie Udajov a vysledkov Skusania ako prva
Publication based on the Study data and results from vo Vedecke] publikacii, ktora bude zaloZend na
all appropriate sites (“Multi-Site Publication”). tdajoch  avysledkoch  SkuSania  zo  vietkych
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prisludnych centier (,Multicentricka publikacia*).
(c) Following the earliest of (i) AbbVie's Multi-Site | () Potom, ako nastane prva z nasledujicich udalostt: (i)

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

Multicentricka publikacia spolo€nosti AbbVie alebo (i)
dvanast (12) mesiacov po ukonteni alebo
predéasnom ukonéeni SkuSania vo vetkych centrach
Skusania, budd mat' Zariadenie a Personal zariadenia
pravo vyhotovit aodovzdaf Udaje Zariadenia
o Skuani na ugely Vedeckej publikicie vo vedeckych
&asopisoch alebo inych odbornych publikaciach
(,Publikacia zariadenia®). Zariadenie poskytne
spolotnosti AbbVie abude vyZadovat, aby jej aj
Persondl Sku3ania poskytol navrh  v3etkych
navrhovanych Publikécii zariadenia najmenej tridsat’
(30) dni pred ich odovzdanim na zverejnenie, aby sa
mohla uistit, & publikacia nespristupriuje nejake
patentovateiné zéleZitosti alebo Déverné informéacie
(iné ako vysledky SkuSania generované na zaklade
tejto  Zmiuvy). Spolo&nost’ AbbVie wrati svoje
pripomienky Zariadeniu do tridsiatich {30) dni po prijatf
navrhu Publikacie zariadenia (,Kontrolnd lehota")
a Zariadenie suhlasi a zabezpedi, aby aj Persondl
zariadenia suhlasil stym, Ze na jej pripomienky sa
bude nalezite prihliadat. Zariadenie adloZi zverejnenie
navrhovane]  Publikacie  zariadenia o daldich
Sestdesiat (60) dni po uplynuti Kontrolnej lehoty, ak
ho oto spoloénost Abbvie poZiada, aby si mohla
zabezpelit patent alebo ind majetkovi ochranu
(.Odkladacia lehota”). Zariadenie suhlasi a zaisti,
aby aj Personal zariadenia suhlasil s tym, Ze: (A)
navrhovanu Publikaciu zariadenia bude uchovavat
v ddvernosti a2 do skondenia Kontrolnej lehoty
a pripadnej Odkladacej lehoty a (B) z Publikécie
zariadenia odstrani Déverné informacie (okrem (dajov
Zariadenia o Skasani). Ak budu mat Zariadenie alebo
Personal zariadenia a spolonost AbbVie codlisné
zéavery alebo budd inak interpretovat (daje
v Publikécii zariadenia, strany vynaloZia usilie, aby sa
vdobrej viere prostrednictvom vedeckej debaty
pokusili takéto rozdiely odstranit, pricom si vSak
Zariadenie  alebo  Personal zariadenia  pod
podmienkou odstranenia Dévernych informacii (okrem
udajov Zariadenia o Skusani) ponechaju kontrolu nad
finalnou verziou Publikacie zariadenia.

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

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

(i) podmienky tejto Zmluvy tvoria platné a zavazné
povinnosti Zariadenia anie si vrozpore s (A)
inymi zmluvnymi alebo zakonnymi povinnostami
Zariadenia alebo Zodpovedného sko$ajlceho;
alebo (B) politkami a postupmi Zariadenia alebo

with  which  either Institution or  Principal organizacie, ktorych je Zariadenie alebo
Investigator is affiliated; Zodpovedny skugajuci &lenom;
(i) Institution's and  Institution  Personnel’s (i) Vykonavanie slufieb a prijatie odmeny alebo

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

nahrady vydavkov, ako to je uvedené v Prilohe A
70 sirany Zariadenia a Personalu zariadenia je
vsulade so vdetkymi polifikami a postupmi
Zariadenia a vykonavanie takychto sluZieb zo
strany Zodpovedného ski3ajiceho nepredstavuje
konflikt zaujmov s jeho oficialnymi povinnostami;

(iii) Institution and Principal Invesligator have
adequate facilities, resources, training and

expertise to conduct the Study in accordance with

(iii) Zariadenie aZodpovedny skuSajuci  maju
primerané priestory, zdroje, zruénosti a odborné

znalosti na vykonanie SkuSania podia protokoiu
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the Protocol and applicable Laws; and

a platnych Pravnych predpisov a

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

(iv) Zodpovedny skudajuci ma aktuline a plainé
povolenie na vykonavanie Sinnosti lekéra alebo
jeho ekvivalent v jurisdikcii, v ktorej sa SkdSanie
vykonava.

(b)

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

(6)

Zariadenie bude spolognost AbbVie urychlene
informovat, ak sa kedykolvek podas Lehoty platnosti
tejto Zmiuvy dozvie, Ze uZ viac nebude schopné
pravdivo poskytovat vyhldsenia azaruky uvedené
v tomto odseku 11(a)} a spolognost AbbVie bude mat
pravo tuto Zmiuvu okamzZite vypovedat.

(©

Institution represents and warrants that neither
Institution nor any Institution Personnel are Debarred,
or, to the best of Institution’s knowledge, have been
Debarred or are the subject of a proceeding that could
lead to Institution or any Institution Personnel
becoming Debarred. For purposes of this Agreement,
“‘Debarred’ means: (A) debarred by the United States
Food and Drug Administration (‘FDA") under 21
U.8.C. § 335a or by any other competent 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.

()

Zariadenie vyhlasuje a zarucuje, Ze mu ani Ziadnemu
élenovi Personalu zariadenia nebola Pozastavena
cinnost alebo Ze podla jeho najlepsich vedomosti im
nebola Pozastavena &innost' ani sa voci nim nevedie
konanie, ktoré by mohlo mat' za nasledok, Ze im bude
Pozastavena &innost. Pojem ,Pozastavena Einnost™
na Ggely tejto Zmluvy znamena: (A) pozastavena
ginnost zo strany Uradu USA pre potraviny a lieky
{,FDA") podfa hiavy 21 U.S.C. § 335a alebo zo strany
iného kompetentného organu; (B) wylGgenie,
pozastavenie & prerudenie Cinnosti alebo ina
nesposobilost podielat sa na miestnych alebo
federainych programoch zdravotne]  starostlivosti
v USA alebo miestnych alebo federalnych programoch
v USA, ktorych si&astou je alebo nie je obstaravanie;
(C) zaradenie do zoznamu FDA, ktory obsahuje
vylugenych klinickych skuSajucich alebo  klinickych
skiBajucich s obmedzenim Zinnosti  alebo (D)
usvedtenie z trestného ¢inu, ktory spada pod hlavu 42
U.S.C. § 1320a-7(a) alebo pod platné miestne Pravne
predpisy, ktoré by mohlo mat za nasledok vylucenie,
pozastavenie alebo preruenie ¢&innosti  alebo
vyhlasenie za nespdsobilého inym spdsobom. Ak
Zariadenie dostane oznamenie alebo sa inak dozvie
otom, Ze jemu alebo niektorému ¢&lenovi Personalu
zariadenia je Pozastavena innost alebo bol podany
navrh na jej pozastavenie, bude o tom okamZite
informovat' spolognost AbbVie a spoloZnost AbbVie
bude mat pravo okamZite vypovedaf tito Zmluvu.
Povinnosti podla tohtc odseku 11(b) zostani
v platnosti aj po vypovedani alebo zaniku tejto Zmiuvy.

(@

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, Ze SkuSany liek dodany
Zariadeniu bude v&ase jeho dodania Zariadeniu
spliiat Specifikacie lieku uvedené na jeho oznadeni.

12.

Term for which the Agreement is_concluded and the
possibility to terminate the Agreement.

12.

Doba, na ktord sa Zmluva, uzatvara_a moZnosti jej
ziudenia vypovedou .

(@)

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

(a)

Ak tato Zmluva nebude vypovedana predCasne podia
odsekov 12(b) alebo 12(c) niZsie, nadobudne
Ginnost’ k Datumu nadobudnutia Géinnosti a zanikne
k skorsiemu z nasledujlcich terminov: (i) dva (2) roky
od Datumu nadobudnutia u¢innosti, ak v Zariadeni
nebol na zéklade tejto Zmluvy prijaty Ziadny (&astnik,
alebo (i) v &ase koneéného uzamknutia Udajov na
vietkych pracoviskach zapojenych do SkuSania
(yLehota platnosti*).

(b)

This Agreement may be terminated:

(b)

Tuto Zmluvu mé2e vypovedat:

(i) by either AbbVie or Institution upen written notice
to the other party if: (A) the cther party has
breached a material term of this Agreement; (B)

the Study is terminated by the FDA or any other

(i) spolognost’ AbbVie alebo Zariadenie na zaklade
pisomnej vypovede adresovane] druhej strane, ak
(A) druha strana porusila dolezitd podmienku tejto
Zmluvy; (B) Skuganie ukoné&i urad FDA alebo iny
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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).

§tatny & regulagny organ; (C) ak si niektora
strana na zaklade vlastného uvazenia mysli, Ze
vzhladom na obavy tykajice sa bezpednosti
Skisaného lieku je pokragovanie testovania
nevhodné, pricom viak plati, Ze ak Zmiuvu z
tohto dévodu vypovie Zariadenie, urobi tak aZ po
Lehote prerudenia (definovanej niZ$ie) podla
odseku 12(c).

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

(B) as otherwise permitted in this Agreement.

(i) spolo&nost AbbVie: (A) bez pri¢iny na zéaklade
pisomnej vypovede odovzdane] Zariadeniu tridsat
(30) dni vopred alebo (B) ako to inak povoluje

tato Zmluva.

©

In the event Institution or Principai Investigator have
concerns about the health, safety and welfare of the
Study subjects, Institution shall give prompt notice to
AbbVie of such concerns, and may suspend
enroliment of Study subjects for a period not to exceed
thirty (30) calendar days (“Suspension Period”).
During such Suspension Period, the parties shall
evaluate the concerns raised by Institution or Principal
Investigator to determine whether the Agreement
should be terminated. In any event, Institution and
Principal Investigator shall continue monitoring and
follow-up in strict adherence to the Protocol for
currently enrolied 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.

(c)

Ak bude mat Zariadenie alebo Zodpovedny ska3ajuci
obavy ozdravie, bezpefnost adobro (Castnikov
Skgsania, Zariadenie bude o takychto obavach
promptne informovat’ spolodnost AbbVie a bude méct
prerudit prijimanie Géastnikov Ski%ania na najviac
tridsat (30) kalendamych dni (yLehota prerusenia®).
Strany podas takejto Lehoty prerudenia pos(dia obavy
vznesené  Zariadenim alebo  Zodpovednym
skuajlcim, aby rozhodli, & by malo dojst k
vypovedaniu  Zmluvy. Zariadenie a Zodpovedny
skudajuci budi poGas Lehoty prerusenia uZ prijatych
ucastnikov v ka2dom pripade monitorovat’ a sledovat’
prisne podfa Protokolu. Zariadenie bude moct po
Lehote prerusenia a po tom, ako poskytne spolotnosti
AbbVie pisomné oznamenie s uvedenim podrobného
pisomného vysvetlenia, tito Zmluvu vypovedat, ak
budg mat jeho obavy o zdravie, bezpetnost a dobro
G¢astnikov Skusania aj nadale) taky rozsah, ktory
hovori v prospech vypovede.

(d)

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

(@)

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 spravodiivosti.
Zariadenie v pripade predéasného vypovedania tejto
Zmluvy: (i} riadne odvola a zrusi U&ast uZ prijatych
udastnikov, (i) ak to bude vyZadovat schvalena
medicingka prax, dokon&i Skisanie na uZ prijatych
G¢astnikoch, alebo (i) bude primerane spolupracovat
so spoloénostou AbbVie, aby zabezpetilo registraciu
uZ prijatych UGastnikov na inom pracovisku Skusania.

13.

Subject Injury; Indemnification.

13.

Ujma na zdravi U¢astnika, oddkodnenie.

(@

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 fto 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

C)]

Ak potas trvania SkuSania utrpi Géastnik ujmu na
zdravi v ddsledku: (i) podania Materidlov skdSania
alebo (i) vykonania Protokolom nariadenych postupov
na uéastnikoch Skdgania, ktoré by v pripade nedcasti
v Skiani GBastnik inak nepodstipil (,Postupy™),
pricom voboch pripadoch to bolo vslilade s
Protokolom (,Ujma na zdravi poZas SkusSania®),
spolognost AbbVie sa zavazuje uhradit oddvodnené
medicinske vydavky potrebné na lietenie takejto Ujmy
na zdravi potas Skugania, a to za predpokladu, Ze (A)
Zariadenie nepredloZi takéto medicinske vydavky na
thradu tretiemu platcovi a (B) takéto Ujma na zdravi
podas Skudania nebola spdsobend prirodzenym

underlying iliness. progresom U2 existujiceho alebo zakladného
ochorenia.

(b) AbbVie shall indemnify, defend and hoid harmless | (b) SpoloZnost AbbVie odskodni, ochréni azbavi

Institution, Institution Personnel and 'nstitution’s zodpovednosti  Zariadenie, Persondl zariadenia

officars and trustees (“Indemnitees”) for the cost of
defense (until such time as AbbVie assumes the

a tradnikov a poverencov Zariadenia (,Od8kodnené

gsoby*) vo vztahu k nakladom na obhajobu (dovtedy,
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defense thereoffy and for damages awarded
(collectively, “Losses”) as a result of any claim or
lawsuit made by a third party as a result of: (i) Study
Injury, (i) AbbVie's or its representatives negligent
acts or omissions, recklessness, or intentional
misconduct during the Study; or {iii} AbbVie's use of
the Study results. AbbVie's indemnification obligation
applies only if: (A) Study Materials are administered by
Institution Personnel and Procedures are performed
during the Study in accordance with the Protocol, with
accepted medical practice, and with any other written
instructions furnished by AbbVie, and (B) Study data
and results communicated to AbbVie by Institution
Personne! are not misleading, inaccurate, or
incomplete.

kym spoloénost’ AbbVie obhajobu nepreberie), ako aj
vo vztahu k vzniknutym 3kodam (stihmne ,Straty"),
ktoré budu dosledkom Zaloby alebo sudneho konania
iniciovaného tretou stranou v désledku: (i) ujmy na
zdravi potas SkuSania; (i) nedbanlivosti, nedinnosti,
bezohladnosti alebo nespravneho konania spolo&nosti
AbbVie alebo jej zastupcov potas Skuania alebo (i)
pouZivania vysledkov Skugania spolocnostou AbbVie.
Povinnost spoloénosti AbbVie poskytnit od3kodnenie
plati, len ak (A) Personal zariadenia podaval Materialy
skisaria a vykonaval Postupy pofas Skiania v
sulade s Protokolom, uznavanou medicinskou praxou
ainymi pisomnymi pokynmi od spolo¢nosti AbbVie a
(B) udaje avysledky Skusania, ktoré spolodnosti
AbbVie oznamil Personal zariadenia, nie s0
zavadzajlce, nepresné alebo nedplné.

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

(©)

ViySgie uvedeny zavazok oddkodnit, ochranit a zbavit
zodpovednosti Od$kodnené strany je podmieneny
nasledujucimi povinnostami Odgkodnenych stran:

(i} advise AbbVie of any justified or court
proceedings, in writing addressed to AbbVie
sr.o, Mefronom Business Center, Bucharava
281713, Stodulky, 15800 Prague 5, GCzech
Republic, attention: Country clinical operation
manager, who shall submit such claim or
information on court proceedings without undue
delay to: AbbVie Inc., Risk Management, dept.
317 Bldg AP34, 1N Waukengan Road, North
Chicago, llinois, 60064-3500, 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 spolodnost AbbVie o kazdom
opravnencm naroku , alebo sudnom konani
pisomne, ato na adresu AbbVie s.r.0., Metronom
Business Center, Bucharova 2817/13, Stodulky,
16800 Praha 5, Ceska republika, k rukam MUDT.
Country clinical operation manager, ktory takyto
narok & informaciu o sudnom konani bez
zbytoéného odkladu postipi: AbbVie Inc, Risk
Management, dept. 317 Bldg AP34, 1N
Waukengan Road, North Chicago, lllincis, 60064-
3500, USA , do patnastich (15) dni po tom, ako
Odskodnené strany dostali oznamenie o takejto
Zalobe alebo sudnom konani alebo v éasove
lehote, ktoréd neposkodi schopnost a prava
spoloénosti AbbVie obhajovat sa alebo dosiahnut
vyrovnanie v pripade Zaloby alebo sudneho
kanania;

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

for which indemnification is provided: and

(i) asistovat spolognosti AbbVie a jej zastupcom pri
vySetrovani a obhajobe v ramci stdneho konania
alebo Zaloby, vo vaztahu ku ktorej sa poskytuje

odskodnenie, a

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

consent,

(it

=

bez predchadzajuceho pisomného  suhlasu
spolo¢nosti Abb\ie neuzatvaral kompromis ani
inak takuto Zalobu alebo sGdne konanie
neuzatvarat’.

@

AbbVie's obligations to pay reasonable medical
expenses in connection with a Study Injury, or to
indemnify, defend, or hold harmiess 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 (i) Institution's or
Institution Personnel's breach of any obligations under
this Agreement.

(d)

Zavazky spoloénosti AbbVie tykajuce sa uhradenia
oddvodnenych medicinskych vydavkov v stvislosti
sUjmou na zdravi pogas SkO$ania alebo
odskodnenia, ochrany a zbavenia zodpovednosti
nebudd platit, ak bude Straty alebo Ujmu na zdravi
potas SkuSania mozné pripisat: (i) nedbanlivosti,
bezohladnosti alebo zadmemému nespravnemu
konaniu alebo nedodrzaniu Protokolu zo strany
niektorej OdSkodnenej oscby alebo (i) poruseniu
povinnosti podla tejto Zmluvy zo strany Zariadenia
alebo Personalu zariadenia.

(e)

Institution shall indemnify, defend and hold harmiess
AbbVie Group, its officers, directors, employees,
agents, and representatives, from and against any and
all suits, claims, liabilties, costs, damages, judgments
and other expenses (including, but not limited 1o, legal
expenses) arising from the negligence, recklessness,
willful misconduct or breach of this Agreement by

(e)

Zariadenie odékedni, ochrani a zbavi zodpovednosti
skupinu  AbbVie, jej uOradnikov, riaditelov,
zamestnancov, zastupcov a predstavitelov vo vztahu
k véetkym sudnym konaniam, Zalob&m, zavézkom,
nakladom, Skodam, rozsudkom a ostatnym vydavkom
(okrem iného aj vydavkom na pravne zastupovanie),
ktoré vzniknu v ddsledku nedbanlivosti, bezohladnosti,

Title/ Nazov Dokumentu: M16-047 Slovakia CSA Tem
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Fakultnd nemocnica s poliklinikou Nove Zamky
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M16-047
Institution, Investigator or any of Institution's umyselného nespravneho konania alebo poruSenia
Personnel. tejto Zmluvy zo strany Zariadenia, Skusajuceho alebo

Personalu zariadenia.
14. Insurance. ~ Each party shall maintain a policy or | 14, Poistenie. Ka?d4 strana bude mat' stratégiu alebo

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
comply with applicable Laws and insurance
guidelines.

program  poistenia alebo viastného poistenia
s dostatoénymi poistnymi limitmi na podporu svojich
povinnosti podia tejto Zmluvy. Strany si navzajom na
zaklade Ziadosti druhej strany prediofia dékaz
o takemto primeranom poisteni. Poistné krytie kaZde|
strany bude v sdlade s prisludnymi  Pravnymi
predpismi a poistnymi pravidiami,

15.

Independent Contractor. Each party's relationship to

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

15.

Nezavisly dodavatel. Vz&jomny vztah stran bude mat
charakter nezavislého dodavatela a ani jedna strana
nebude mat pravomoc prijimat’ zavézky alebo konat v
mene druhej strany.

16.

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

18.

Postupenie. Zariadenie nesmie bez predchadzajliceho
pisomného suhlasu spolocnosti AbbVie postupit' tuto
Zmluvu ingj strane. Kazdy pokus 0 postupenie bez
predchadzajiceho pisomného suhlasu  spolo&nosti
AbbVie bude neplatny abude predstavovat zavazné
porudenie tejto Zmluvy. Kazdy povoleny postupnik
prevezme véetky povinnosti Zariadenia podia tejto
Zmluvy. Postiipenie nezbavi Zariadenie
zodpovednosti za spinenie uz vzniknutych povinnosti.

17.

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

17.

Uzatvéranie subdodavatelskych zmliv. Ak Zariadenie

uzavrie subdodavatelsku zmluvy vo vztahu k niektorej
stranke vykonavania Skusania, Zariadenie: (a)
zabezpedi, aby kady subdodavatel dodriaval
poZiadavky tejto Zmluvy a (b) bude zodpovedné za
kaZdeé nedodrianie podmienck tejto Zmluvy
subdodavatelom v rovnakom rozsahu, v akom by bolo
zodpovedne, keby sluzby, na ktoré wzatvorilo
subdodavatelské zmiuvy, vykondvalo priamo. Ak
subdodavatel  nebude  désledne  dodrZiavat
ustanovenia tejto Zmiuvy, Zariadenie otom bude

and AbbVie may immediately terminate this promptne informovat spolo¢nost’ AbbVie a spolo&nost
Agreement. AbbVie bude mdet tato Zmluvy okamzite vypovedat.

18. Notices. - 18. Oznamenia. ]

(a) Routine communications regarding the conduct of the | (a) Bezna komunikacia o vykonavani Skugania vratane
Study, including replacement of the individuals informécli o vymene osdb uvedenych vo formulari
identified on financial disclosure form shail be sent to s finandnymi informaciami sa bude posielat osobe
the AbbVie individual identified to Institution by AbbVie v spoloénosti AbbVie, ktoni spolognost AbbVie uvedie
as the primary contact for the Study. Zariadeniu ako primamu kontaktni osobu na udely

Sklgania.

(b) All legal notices under this Agreement shall be in (b) VEetky zakonng oznamenia na zéklade tejto Zmiuvy
writing, refer to this Agreement, and be sent by budi mat pisomny charakter, budt obsahovat
recognized national or international overnight courier Zzmienku otejto Zmiuve abudy sa odosielat
or rqgistered or certified r_nail, postage prepaid, return prostrednictvom  znamej vnatrostatne]  alebo
receipt requested, or delivered by hand to the legal medzinarodnej kuriérskej sluzby s doruenim na druhy
notice address set forth below. den alebo potvrdenou podtou s podtovnym uhradenym

vopred a potrebou potvrdit prevzatie alebo osobne na
adresu pre zakonné oznamenia, ktord j& uvedena
nizsie.

If to Institution: If to Principal Pre Zariadenie: Pre Zodpovedného

- Investigator: skusajuceho:

|
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If to AbbVie:

Mgr. Hana Harag

Clinical Research Associate
Karadzicova 10

821 08 Bratislava

Slovak Republic

Phone: 421 907 927 585

Pre spolo¢nost AbbVie:
Mgr. Hana Harag

Clinical Research Associate
Karadzicova 10

821 08 Bratislava
Slovenska republiika
Telefén: +421 907 927 585

Any document associated with the Agreement shall be
deemed to be duly given: (i) on the day of delivery; (ii);
or (i} on the day of return to the sender as
undelivered for any reason on the part of the
addressee. The parties 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.

Akakolvek pisomnost suvisiaca so Zmiuvou sa bude
povaZovat za riadne dorucend: (i) diiom jej dorugenia
(1) drom odmietnutia jej prevzatia adresatom (iii)
dfiom jej vratanie odosielatefovi doruujicim
podnikom ako needoruent zdbvodu na strane
adresdta. Strany moZu zmenit svoju adresu pre
zdkonné oznamenia okamZite, ato na z&klade
odoslania pisomného oznamenia na adresu pre
zakonné oznamenia druhej strany, ktora je uvedena
v tomic 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 parly's
representations and warranties set forth in Section
11(b), indemnification, and Study Injuries.

19. Pokradujuca platnost. Véetky ostatné podmienky,
ktoré maju vzhladom na svoj zamer alebo vyznam
pretrvat aj po vypovedani alebo zaniku tejto Zmiuvy,
budi mat pokradujicu platnost, okrem iného aj
zavazky stran tykajice sa oznamovania finangnych
informacii a konfliktu zaumov a manaZmentu,
uchovavania zaznamov a prava na kontrolu,
zverejnenie platieb, najma vratane povinnosti
stanovenych vodseku 5 (g) a 5(h) tejto Zmluvy,
dévernosti, ochranu dévernych informacii/ osobnych
udajov, publicity, viastnictva, publikacii, poZiadaviek
na oznamenia vo vztahu kvyhlaseniam a zérukam
prislune] strany stanovenych v odseku 11(b),
odskodnenia a Ujmy na zdravi potas Skusania.

20. Counterparts. The 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.

20. Rovnopisy. Zmluvu moino vyhotovit v akomkolvek
potte rovnopisov, z ktorych kaZdy sa bude povaZovat
za original a vietky spolu budu tvorit jednu a tu istd
zmluvu.

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

21. Rozhodné pravo. Této Zmluva sa bude riadit
a interpretovat’ podfa pravneho poriadku Slovenskej
republiky.

22. 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 resolved before the
competent court of the Slovak Republic

a) This section shall remain valid even after the

termination or expiration of this Agreement.

22. Riegenie sporov. Akykolvek spor, rozpor alebo narok
vyplyvajici z tejto Zmluvy alebo slvisiaci s fiou, kiory
nie je mozné vyriedit do tridsiatich (30) dni vzajomnou
dohodou stran, bude vedeny na prislusnom side
Slovenskej Republiky
a) Tento Clanck ostéva v platnosti aj po ukonéeni
alebo uplynuti platnosti tejto Zmluvy
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23. Entire Agreement The Agreement including, without | 23, Cela zmluva. Zmluva vratane vietkych prilch Zmluvy

limitation, all exhibits hereto, contains the entre
understanding of the parties with respect to the
subject matter herein and supersedes all previous
agreements and undertakings with respect thereto. In
the event of a conflict between provisions of the
Protocol and this Agreement or any Exhibits, 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. This Agreement is executed in Slovak
and English language; in case of any uncertainties or
discrepancies, the wording in the official language in
the territory of the Slovak Republic shall prevail
Neither the Agreement nor any of its terms, including
any attachment or Exhibit, may be amended, restated,
or otherwise altered except by written agreement
signed by all parties.

bez obmedzenia obsahuje Upind dohodu stran vo
vztahu k jej predmetu anahradza véetky ostatné
predchadzajice dohody a dojednania tykajlice sa
predmetu Zmiuvy.. V pripade rozporu medzi Zmluvou
a prilohami Zmluvy V pripade rozporu medzi
ustanoveniami  Protokolu atejto Zmluvy alebo
niektorej z Priloh bude vo vztahu k zaleZitostiam
tykajlicim sa vedy, lekarskej praxe a bezpenosti
Uéastnikov Sku$ania rozhodujici Protokol. Vo
vBetkych ostatnych zaleZitostiach budd rozhodujlce
ustanovenia tejto Zmluvy. Této zmluva je vyhotovena
v slovenskom a anglickom jazyku, pri¢om v pripade
vzniku nejasnosti alebo rozporov plati znenie Zmluvy
v Statnom jazyku na Uzemi Slovenskej republiky.
Zmluvu ani Ziadny prvok Zmluvy vratane dodatkov
alebo priloh nemozno dopliiat, nanove formulovat
alebo inak pozmefiovat inak neZ pisomnou dohodou
podpisanou vEetkymi zmluvnymi stranami.
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In witness of their consent with the content of this
Agreement, the Parties attach their signatures.

Na znak sthlasu s obsahom tejto zmluvy ju zmluvné
strany podpisuju.

V mene spoloénos

By/Podpis:
Name/Meno: MUDr.
Title/Funkcia: Genera'l director/ generalny riaditel
Date/Datum:

Principal Investigator’s Declaration

| MUDr. Peter Kozub, the Principal Investigator of this
Study, hereto certify, that | have duly acquainted
myself with the Protocol along with anyfall
documentation submitted by the AbbVie in relation to
parformance of this Study. | do further affirm, that |
have thoroughly familiarized with this Agreement and
that | shall observe any/all obligations stipuiated hereof
to Principal Investigator and also to adhere to Act no.
352/2011 Coll., on Drugs and medical devices, as
amended, and other applicable legal regulation. | do
further proclaim and guarantee, that in accordance
with this Agreement and in compliance with the
separate agreement concluded between me and
AbbVie, | shall distribute the resources received from
AbbVie and settle the agreed remunerations to the Co-
investigators and other personnel participating on
execution of this Study and | shall be fully responsible
with regard to this obligation

By: ...

Name: MUDr. Peter Kozub
Title: Principal Investigator
Date: .....

V mene Zariadenia/ For the Institution

By/Podpis

Name/Me Jsova
Title/Funkuia.coununne _ wnector  /  ekonomicka
riaditelka

Date/Datum: ___

V mene Zariadenig "'~ “ "istitution

By/Podpis:

Name/Meno: MUDr. Zoltdn Danczi
Title/Funkcia: Medical Dir
Date/Datum:

r/ medicinsky riaditel

Vyyhlasenie Zodpovedného skudajuceho kousejiciho

Ja, MUDr. Peter Kozub., Zodpovedny skuSajlci tejto
Klinickej &tudie, tymto potwrdzujem, Ze som sa zoznamil s
Protokolom a vsetkymi dokumentmi odovzdanymi
spolotnostou AbbVie na vykonanie klinického. Bol som
obozndmeny s touto zmluvou a budem dodriovat
povinnosti v nej uréené .Zodpovenému skusajucemu a
postupovat v sulade so zakonom &. ¢ 3622112z, 0
liekoch a zdravotnickych pombckach, v platnom zneni a
dalsimi  pravnymi predpismi. Dalej prehlasujem a
zavizujem sa, Ze v sulade s touto Zmluvou a v sulade so
separatnou zmluvou uzavrenou medzi mnou a
spoloGnostiou AbbVie budu z prostriedkov ktoré dostanem
od spoloénosti AbbVie wyplacat dohodnuté odmeny
spolusk(dajicim a dal8im osobam spolupracujucim na
tejto klinickej $tidii a budem za to pine zodpovedny.

Podpisal ...

Meno: MUDr. Peter Kozub
Funkcia Zodpovedny skusajuci :
Datum: ....
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Principal investigator MUDr. Peter Kozub PhD

EXHIBIT A
BUDGET SUMMARY AND PAYMENT SCHEDULE

Institution Fakultna nemocnica s poliklinikou Nove Zamky, Slovensk 411 A, 940 34 Nové Zamky
Study Product Protacol /Study
M16-047
The maximum number of subjects that can be enrolled per site: 5
Upon written prior AbbVie approval, Site may enroll additional subjects: 10
Total Cost per Complated Subject (See Per Subject Costs- Basa Study) 179579
TOTAL COST FOR ALL SUBJECTS: 26 936,85

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

Payments for subject wsits will be made twice per year following enroliment of the first subject at the site. Payments will be made after data is
entered by Institution via the Electronic Data Capture (EDC) system and reviewed by AbbVie, and will comaspond to amounts listed in Per

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

Costs" attachment for details

ADDITIONAI. STUDY FEEs Pamerr: shall be made w!hm 45 days of reaefpt and appmva! of invoice. See "Site

TOTAL ADDJTIONAL STUDY FEES

ALL PAYMENTS WILL BE MADE IN EUR

Payments shall be made payable to:

Fakultnd nemocnica s poliklinik ou Nové Zamky,

1 : ;
Contact information for .fndfwduaf at Institution

Payment Method

Slovenskd1t A, 940 34 Nove Zémky

to receive payment remittance notifications and

Ref (if applicable)

study comespondence:

Bank Name:

Bank Contact:

Bank Address:

Bank ABA Routing #

CHECKING Account #

Ref

Remittance Address:

Contact Name:

Phone Number:

Fax Number:

Email;

Cantact information fwindrwduaf at Institution to

Contact Name:

receive payment information:

Email:

Send lnwlces to 'In\.uce To" Hana Harag, CRA AbbVie s.ro.,
KaradziGova 10, 821 08 Bratwslava
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PER VISIT COSTS
BASE STUDY

Procedures MNon Procedures  Total Cost

Sub Total Sub Total Per Visit
sV 84,03 € 54,08 € 138,11 €
Baseline 79,13 € 53,04 € 132,17 €
Wk 2 41,17 € 34,11 € 75,28 €
Wk 4 3452 € 37,23 € 71,75 €
Wk 8 40,34 € 37,23€ 77,57 €
Wk 12 37,85¢€ 37,23 € 75,08 €
Wki6 73,83 € 53,04€ 126,87 €
Wk 20 30,57 € 37,23 € 67,80 €
Wk 24 3181¢€ 37,23¢€ 69,04 €
Wk 32 3992¢ 37,23 € 77,15€
WK40 36,60 € 37,23€ 73,83 €
Wk52 70,71 € 53,04 € 123,75 €
WK64 30,57 € 37,23 € 67,80 €
WK 76 66,76 £ 53,04€ 119,80 €
Wk 88 30,57 € 37,23 € 67,80 €
Wk100 69,05 € 53,04 € 122,00 €
Wk 112 30,57 € 37,23 € 67,80 €
_ Wk124 66,76 € 53,04€ 119,80 €
WK136 30,57 € 53,04 € 83,61 €
30D/FUV 7,07 € 3162 € 38,69 €
Total Cost Per Patient 179579€
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Conditional Procedures INSTITUTION

Principal

7 i MUDr. Peter Kozub PhD

Institution Fakultna nemocnica s poliklinikou Nove Zamky, Slowenska11 A 840 34 Nowé Zamky

Study Product M16-047

Code Conditienal Procedure Prica par Unit  Units [ subject Units [ site  Total Cost inclusive DH

4837,80 |
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Additional Study Fees INSTITUTION

Description
A Stan-Up Fee will bg Paid for Study stasm mies -

TOTAL ADDITIONAL STUD

12 502,31
.
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Fakultna nemocnica s poliklinikou Nové Zamky

MUDr. Peter Kozub

M16-047
EXHIBITB
EQUIPMENT TO BE PROVIDED BY ABBVIE
T Man ufacturer J Model # | Basic Describtion | Renlaramant \ialis
T -~ —
L _
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M16-047
~ PRILOHA B
VYBAVENIE, KTORE POSKYTNE SPOLOCNOST ABBVIE
Vyrobca [ Cislo modelu | Zakladny opis [ Vymenna hodnota
T T es - 1 an EN IR
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