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CLINICAL STUDY AGREEMENT

(hereinafter only reffered as “the Agreement”)

ZMLUVA O KLINICKOM SKUSANI

(d’alej len ,,Zmluva®)

This Agreement is concluded between:

Sponsor’s authorized representative based upon a
power of attorney as of 3" of January 2014: AbbVie
s.r.0., Karadzi¢ova 10, 821 08 Bratislava, Slovak Republic,
RN: 46640231, RN for tax: 2023529057, RN for VAT:
SK2023529057, Legal Representative: Branislav Trutz,
M.D., Company is registered in Trade Register of District
Court Batislava I. Part Sro, insertion no. 81375/B, date of
registration 11.05.2012 ("AbbVie")

and

the Medical Facility: Univerzitna nemocnica
Bratislava, Pazitkova 4, 821 01 Bratislava, Slovak
Republic, RN: 318 13 861, TRN: 2021700549 represented
by the Board of directors, bank connection : Vseobecna
uverova banka, a.s., Mlynske Nivy 1, 829 90 Bratislava
15, Slovak Republic, bank account number: IBAN: SK58
8180 0000 0070 0027 9808; BIC/SWIFT: SUBASKBX,
variable symbol: invoice number (the “Institution”), which
includes

Medical Department: Ruzinov Hospital Ruzinovska 6,
826 06 Bratislava, clinic/department: Neurologicka klinika
SZU a UNB (hereinafter only reffered as the “Site”),

and

Principal investigator of the clinical trial Prof. MUDr. Jan
Benetin, PhD., born: 18 April 1953, permanent adress:
Rozmarinova 27, 821 04 Bratislava, Slovak Republic,
(hereinafter only reffered as “the Principal Investigator”)

to conduct a clinical study (“the Study”) in relation to
Levodopa-Carbidopa intestinal gel / Carbidopa—Levodopa
enteral suspension (“the Study Product”) valid as of the
date this Clinical Study Agreement (this “Agreement”) is
fully executed by all parties, and effective as of the date
following the day of this Agreement’s publication in the
Central Registry of Agreements at www.crz.gov.sk, in
accordance with applicable Slovak law, Section 47a
et.seg.of the Civil Code, Act No. 40/1964, as may be
amended from time to time, as stated below in Section 8
(“the Effective Date”).

Tato zmluva sa uzatvara medzi:

Zastupcom Zadavatela na zaklade plnej moci zo dna
03.01.2014: AbbVie s.r.o., Karadzicova 10, 821 08
Bratislava, Slovenska republika, 1CO: 46640231, DIC:
2023529057, IC DPH: SK2023529057, zékonny zastupca:
MUDr. Branislav Trutz, spolo€nost zapisana v Obchodnom
registri Okresného sudu Bratislava |, oddiel Sro, vlozka €.
81375/B, datum zapisu: 11. 05. 2012 (,spolo¢nost
AbbVie®)

a

zdravotnickym zariadenim: Univerzitha nemocnica
Bratislava, Pazitkova 4, 821 01 Bratislava, Slovenska
republika, ICO: 318 13 861, DIC: 2021700549, zastipena:
Radou riaditelov, bankové spojenie: V8eobecna uverova
banka, a.s., Mlynské Nivy 1, 829 90 Bratislava 15,
Slovenska republika, ¢islo uc¢tu: IBAN: SK58 8180 0000
0070 0027 9808; BIC/SWIFT: SUBASKBX, Variabilny
symbol: €islo faktury (,Zariadenie®), ktoré zahffia

Zdravotnicke pracovisko: Nemocnica Ruzinov,
Ruzinovska 6, 826 06 Bratislava, klinika/oddelenie:
Neurologicka klinika SZU a UNB (dalej len ,,Zdravotnicke
pracovisko®)

a

Zodpovedny skuSajuci za vykonanie SkusSania: Prof.
MUDr. Jan Benetin, PhD. nar.: 18. aprila 1953 s trvalym
bydliskom: Rozmarinova 27, 821 04 Bratislava, Slovenska
republika, (dalejiba ,Zodpovedny skusajuci);

na vykonanie klinického skusania (,Skusanie*) vo vztahu
k Levodopa/Karbidopa intestinalny gel /
Karbidopa/Levodopa enteralna pumpa (,Skusany liek“)
s platnostou od datumu riadneho uzatvorenia tejto Zmluvy
o klinickom sku$ani a jej podpisanim vSetkymi zmluvnymi
stranami a uc€innostou dAom nasledujucim po dni jej
zverejnenia v zmysle § 47a zdkona ¢&. 40/1964 Zb.
Ob¢ianskeho zakonnika v zneni neskorSich predpisov,
kedy bola tato zmluva zverejnena v Centralnom registri
zmlav na www.crz.gov.sk, a ktory méze podliehat zmenam
v priebehu €asu, ako je uvedené v Odseku 8. (y,Datum
nadobudnutia G¢innosti®).

WHEREAS:

e AbbVie is acting as an authorized agent in Slovakia of
AbbVie Deutschland GmbH & Co. KG, with registered
office at: Knollstrasse, 670 61 Ludwigshafen,
Germany, Company ID: DE283603111, the Study
sponsor in the European Union as defined in the
Regulation (EU) No. 536/2014 respectively Directive
2001/20/EC (“Sponsor”);

KEDZE:
e spoloCnost AbbVie kona na Slovensku ako
splnomocneny  zastupca  spolo€nosti  AbbVie

Deutschland GmbH & Co. KG, so sidlom na
Knollstrasse, 670 61 Ludwigshafen, Nemecko, IC:
DE283603111, ktora je zadavatefom SkuiSania
v Eurépskej tnii, ako to je stanovené v nariadeni (EU)
€. 536/2014 resp. smernici 2001/20/ES (,Zadavatel*);
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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”);

spolo¢nost AbbVie iZadavatel su ¢lenmi skupiny
spolo¢nosti AbbVie, ktorej priamym alebo nepriamym
vlastnikom je spolo¢nost AbbVie Inc. (spolu so
spolo¢nostou AbbVie Inc. ,skupina AbbVie*);

The Study is to be conducted pursuant to Protocol No.
M15-535 entitled “An Open-label, Randomized 12
Week Study Comparing Efficacy of Levodopa-
Carbidopa Intestinal Gel/Carbidopa-Levodopa
Enteral Suspension and Optimized Medical
Treatment on Dyskinesia in Subjects with
Advanced Parkinson's Disease DYSCOVER
(DYSkinesia COmparative interventional trial on
Duodopa VERsus oral medication),” which may be
amended from time to time in writing by AbbVie (the
“Protocol”); and

Skusanie sa bude vykonavat podla protokolu ¢. M15-
535 snazvom ,Otvorené, randomizované 12-
tyzdriové klinické skusanie DYSCOVER
porovnavajuce ucinnost intestinalneho gélu s
obsahom levodopy a karbidopy a enteralnej
suspenzie s obsahom karbidopy a levodopy s
optimalizovanou medicinskou liecbou dyskinézy u
ucastnikov s Parkinsonovou chorobou v
pokrocilom Stadiu (porovnavacie intervencné
skusanie duodopy v porovnani s peroralnymi
liekmi pri dyskinéze),“ ktory spolo¢nost AbbVie
mbze prilezitostne pisomne zmenit (,Protokol*); a

AbbVie is entering into this Agreement with the
understanding that the Principal Investigator will be
responsible for the conduct of the Study at Institution.

spolo€nost AbbVie uzatvéra tuto Zmluvu s tym, Ze za
vykonanie SkuSania v Zariadeni bude zodpovedny
Zodpovedny skuSajuci.

NOW, THEREFORE,

in consideration of the mutual

promises set forth herein, the parties agree as follows:

VZHLADOM NA TO a s prihliadnutim na vzajomné
prisfuby uvedené v tejto Zmluve sa zmluvné strany dohodli

takto:

1. Scope of Work. 1. Rozsah prac.

(a) The Institution shall conduct and shall require the | (a) Zariadenie vykona Skusanie a bude vyZzadovat aj od
Principal Investigator, subinvestigator(s), and the Zodpovedného skusajuceho, spoluskusajtcich
Institution’s other employees, subcontractors and a ostatnych zamestnancov Zariadenia,
agents performing services related to the Study subdodavatelov a zastupcov vykonavajucich sluzby
(collectively, “the Institution Personnel”) to conduct stvisiace so Skuanim (spoloéne ,Personal
the Study in accordance with: (i) this Agreement; (i) zariadenia“), aby ho vykonali v sulade s: (i) touto
the Protocol; (iii) a_II written instruction provided by or Zmluvou; (i) Protokolom; (iii) v&etkymi pisomnymi
on behalf of AbbVie; and (iv) all applicable laws and pokynmi, ktoré poskytne spoloénost AbbVie alebo
[egulatlens_ and |_ndust_ry codgs _of practice (C(_)Ilectlvely budu poskytnuté v jej mene; a (iv) vetkymi platnymi
Law(s)"), including without limitation, anti-bribery and zakonmi a predpismi a pracovnymi kédexmi odvetvia
anti-corruption laws, International Conference on (spoloéne ,Pravne predpisy“), okrem iného aj
Harmonisation ~ of ~ Technical ~Requirements for zdkonmi na boj proti Uplatkarstvu a korupcii,
Registration of Pharmaceuticals for Human Use E6 smernicou E6 o spravnej klinickej praxi, ktort vydala
Coll., on Pharmaceuticals and Medical Devices (the technickych poZiadaviek na registraciu farmaceutik
Act"), and the Decree No. 433/2011 Coll. on Good na humanne pouzitie E6 (,ICH-GCP¥), zakonom &.
Clinical Practice, data protection and privacy laws, as 362/2011 Z. z. oliekoch a zdravotnickych
each may be amended, from time to time. In poméckach ( ,Zékon*) a vyhlaskou &. 433/2011 Z. z.
furtherance of the foregoing obligations, the Institution o spravnej klinickej praxi a zakonmi o ochrane tdajov
shall ensure that the State Institute for Drug Control a sUkromia, ktoré mézu byt prileZitostne zmenené a
(Statny astav pre kontrolu lieCiv/SUKL) ("SIDC”) and doplnené.  Zariadenie v nadvéznosti na vyssie
an Ethics Committee (*EC"), established and uvedené povinnosti zaisti, aby vykonanie Sku$ania
constituted in accordance with applicable Laws schvalili ana jeho priebeh dohliadali nasledujice
approves and oversees the conduct of the Study. indtiticie: Statny Ustav pre kontrolu lieciv (,SUKL*)

a Eticka komisia (LEK*), ktoré boli zriadené
a zostavené podfa platnych Pravnych predpisov.
(b) AbbVie hereby expressly agrees, that the Principal | (b) Spolo&nost AbbVie tymto vyslovne suhlasi,

Investigator (and the Institution also agrees with and
acknowledges this arrangement) will duly and timely
perform the following obligations as set forth in the
Act. These obligations include, but are not limited to,
the following obligations:

ze Zodpovedny skuSajuci (a Zariadenie s tymto
takisto suhlasi a berie na vedomie) riadne spini
nasledovné povinnosti, ako to je vytyCené v Zakone.
Ide okrem iného o nasledujuce povinnosti.

(i) informing the relevant health insurance
companies of the respective Study subjects
enrolled in the Study (“Health Insurance
Companies”) of the commencement of the
Study without undue delay after such

@

informovanie  prisluSnych  zdravotnych
poistovni prislusnych ucastnikov SkuSania

prijatych do  SkuSania (,Zdravotné
poistovne®) o zaliatku SkuSania bez

zbyto€ného odkladu po jeho zacati;
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commencement;

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

The Principal Investigator (and the Institution also
agrees to and acknowledges this arrangement) shall
ensure due and timely obtaining of the approvals and
notifications under the Act as stated in sections (b)(i)
and (b)(ii) above. The Principal Investigator shall
notify AbbVie immediately of any delay in complying
with the obligations stated in (b)(i) and (ii).

(i) promptné hlasenie zavaznych neziaducich
udalosti a vSetkych podozreni na zavazné
neziaduce reakcie a neoCakavané zavazné
neziaduce reakcie v suvislosti so Skusanim
v Zariadeni SUKL, EK a prislusnym
Zdravotnym poistovniam u€astnikov, ako to
je  uvedené v Protokole avsulade
s prisluSnymi Pravnymi predpismi; a

Zodpovedny skuSajuci (pricom Zariadenie s tymto
takisto suhlasi a berie tato skuto€nost na vedomie)
riadne a vCas zabezpe€i  ziskanie  povolenia
a oznamenia podla Zakona, ako je uvedené vysSie
v sekciach (b)(i) a (b)(ii). Zodpovedny skusajici bude
spolo¢nost AbbVie okamzite informovat, ak ddjde
k akémukolvek omes$kaniu s plnenim povinnosti
uvedenych v sekciach (b)(i) a (ii) .

(c) Prior to each Study subject's participation in the | (c) Zodpovedny skusajaci musi pred ugastou
Study, the Principal Investigator must obtain a signed jednotlivych tcastnikov Skugania v Skudani ziskat
informed consent form (ICE"), as approved and podpisany informovany suhlas (4ICF%), ako ho
provided by AbbVie, the EC and/or SIDC, as schvalila a dodala spoloénost AbbVie, EK a/alebo
applicable. The ICF must be obtained in Compliance éUKL7 podra toho, ako sa to up|atﬁuje_ ICF sa musi
with the rules set forth in the applicable Laws. If the ziskat v sullade s pravic“ami Stanovenymi
Institution or the Principal |nVeStigat0r proposes to Vpr|'s|u§n)'/ch Prévnych predpisoch. Ak Zariadenie
pUbllSh any Study SUbjeCt recruitment adVertisementS, alebo Zodpovedny Skl:léajl:lu navrhne Zverejnenie
such advertisements require AbbVie’s prior review and ponuk na registraciu UGcastnikov Skusania, takéto
approval in advance of submission to the applicable ponuky musi pred odovzdanim prislusnej EK najskor
EC. The Institution and the Principal Investigator shall skontrolovat a schvalit spolognost AbbVie.
report all serious adverse events or other safety Zariadenie a Zodpovedny skusajuci budu hlasit
concerns as specified in the Protocol and in véetky zavazné neziaduce udalosti alebo iné veci,
accordance with applicable Laws. ktoré ich v suvislosti s bezpe&nostou znepokojuiju,

ako to je stanovené v Protokole a v sulade s platnymi
Pravnymi predpismi.

(d) Institution represents and warrants that the Principal | (d) Zariadenie vyhlasuje a zaruCuje, Ze Zodpovedny
Investigator is an employee of Institution. Institution skusajuci je zamestnancom Zariadenia. Zariadenie
acknowledges and agrees that AbbVie will enter into a potvrdzuje a suhlasi s tym, Ze spolo¢nost AbbVie
separate agreement with the Principal Investigator, uzatvori so Zodpovednym skuSajucim samostatnu
which agreement will call for compensation to be paid zmluvu, ktora bude pozadovat, aby spolo¢nost
by AbbVie to the Principal Investigator (“Investigator AbbVie zaplatila Zodpovednému skuSajucemu
Clinical Study Agreement”). Institution agrees that odmenu (y,Zmluva o klinickom skusani _so
no other investigator may be substituted for the Skusajucim®). Zariadenie suhlasi s tym, Zze bez
Principal Investigator without the prior written consent predchadzajiceho pisomného suhlasu spolo¢nosti
of AbbVie. If the Principal Investigator becomes AbbVie nesmie Zodpovedného skusajuceho nahradit
unwilling or unable to perform the duties required of inym skdSajucim. Ak si Zodpovedny sku$ajuci
the Principal Investigator, Institution shall promptly nebude chciet alebo mdct plnit svoje povinnosti,
notify AbbVie and cooperate with AbbVie to promptly Zariadenie otom bude promptne informovat
find a mutually acceptable replacement the principal spolo¢nost AbbVie a spolo¢nost AbbVie urychlene
investigator. najde pre obe strany prijatelného nahradného

zodpovedného skuSajuceho.

(e) The Institution understands and agrees that the | (e) Zariadenie uznava a sthlasi s tym, Ze Zodpovedny
Principal Investigator and subinvestigator(s), and their skusajuci a spoluskusajuci a ich najblizSia rodina
immediate families, may not have a direct ownership nesmu mat na SkuSanom lieku priamy vlastnicky
interest (including, without limitation, intellectual podiel (okrem iného ani prava dusevného vlastnictva
property rights or royalty rights) in the Study Product alebo prava na podiel zo zisku) a nesmu dostat’ ako
and may not be compensated with AbbVie Inc. odmenu za vykonavanie funkcie zodpovedného
securities in exchange for being a the principal skusajuceho alebo spoluskusajuceho
investigator or subinvestigator(s) in the Study. (spoluskusajucich) v Skusani  cenné  papiere

spolo€nosti AbbVie Inc.

() The Institution and the Institution Personnel shall not | (f) Zariadenie a Personal zariadenia nebudu uctovat ani

bill or seek reimbursement from any third party

pozadovat ndhradu od tretich strdn (okrem iného ani
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(including, without limitation, Study subjects, health
insurance providers, or any governmental program) for
any Study Materials (as defined below) or other items
or services that are paid for or provided without charge
by or on behalf of AbbVie. The Institution shall follow
all applicable commercial, government programs, and
other payor rules requiring disclosure that such Study
Materials and/or other items, or services were paid for
or provided without charge by or on behalf of AbbVie.

od ucastnikov Skusania, poskytovatefov zdravotného
poistenia alebo zo Statneho programu) za Materialy
skusania (ako su definované nizSie) alebo iné veci Ci
sluzby, ktoré boli uhradené alebo poskytnuté bez ich
Uctovania spolo¢nostou AbbVie alebo v jej mene.
Zariadenie bude dodrZiavat’ vSetky platné komercné
Statne programy a ostatné pravidla vztahujuce sa na
platitela, ktoré pozaduju zverejnenie toho, &i boli
takéto Materidly skuSania a/alebo iné veci alebo
sluzby zaplatené alebo poskytnuté bez ich u¢tovania
spolo€nostou AbbVie alebo v jej mene.

2. AbbVie Obligations. AbbVie shall comply with | 2. Povinnosti spolodnosti AbbVie. Spoloénost AbbVie
applicable Laws in the performance of its activities bude pri vykonavani svojich &innosti suvisiacich so
relating to the Study and shall obtain all approvals Skusanim dodrziavat platné Pravne predpisy a ziska
required in connection with such activities, including in v8etky povolenia, ktoré su v slvislosti s takymito
but not limited to regulatory approvals and positive ginnostami potrebné, vratane najma regulatormych
opinions regarding the authorization of the conduct of povoleni a suhlasnych stanovisk pre povolenie
the Study in the Slovak Republic. Skusania v Slovenskej republike

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

(a) Abbvie will provide sufficient quantities of Study | a. Spoloénost AbbVie bezplatne dodd dostato&né
Product, investigator brochures, access to an mnozstva Sku8aného lieku a priruiek pre
electronic data capture system for completing Case skusajuceho, poskytne pristup k systému
Report Forms (“CREs”), access to or copies of certain elektronickej evidencie Udajov na Ggely vypifiania
patient reported outcomes (electronic or paper) Zaznamovych formularov  Ucastnikov — sku$ania
surveys, questionnaires, and/or scales (collectively, (,»CRE®), pristup k ur€itym prieskumom, zameranym
“PROs”"), and any other compounds and materials that na vysledky udavané pacientmi (elektronickym alebo
the Protocol specifies or that AbbVie deems papierovym), dotaznikom a/alebo  stupniciam
necessary to conduct the Study (together, the “Study (spoloéne ,,PRO*) alebo ich kopie a pristup ku
Materials”) at no cost. All Study Materials and other vdetkym ostatnym zlG¢eninam a materialom, ktoré
information provided by AbbVie in connection with this uvadza Protokol alebo ktoré spolo¢nost AbbVie
Agreement are and shall remain the sole property of povaZzuje potrebné na vykonanie Skusania (spolo¢ne
AbbVie. »Materidly skusania“). VSetky Materidly skusania

a ostatné informacie, ktoré spolo¢nost AbbVie
poskytne v suvislosti s touto Zmluvou, su a zostanu
vyluénym majetkom spolocnosti AbbVie.

(b) The Institution and the Principal Investigator shall | b.  Zzariadenie a Zodpovedny skd$ajuci si budi
maintain adequate records to account for the Study o Materidloch sku$ania viest primerané zaznamy,
Materials including, without limitation, dates, quantity, okrem iného aj datumy, mnozZstvo a ich pouzitie zo
and use by Study subjects. The Institution or the strany udastnikov Skusania. Zariadenie
Principal Investigator shall inspect the Study Materials alebo Zodpovedny skusajluci Materidly skusania pri
upon receipt and notify AbbVie upon becoming aware prevzati skontroluji abudi spolocnost AbbVie
that any Study Materials are damaged or that the informovat, ked zistia, Ze niektoré znich su
supply of Study Materials is inadequate. poskodené alebo je ich dodavka neprimerana.

(c) Study Materials shall: (i) be stored and handled in | c.  Materialy ski$ania (i) sa budll uchovavat a bude sa
accordance with the labeling, Investigator Brochure, or s nimi zaobchadzat podla oznacenia, prirucky pre
material data safety sheet, as applicable, of the skusajuceho alebo karty bezpecnostnych Udajov
applicable Study Materials, with applicable legal and (podla situacie), ktoré sa vztahuju k prislusnym
regulatory requirements, and AbbVie's written Materialom skusania, podla platnych zakonnych a
instructions, (ii) not be used past their respective regulaénych poZiadaviek a pisomnych pokynov
labeled expiration dates, if any. spolognosti AbbVie, (i) nebudu sa pouzivat po

uplynuti pripadnych vyznacenych datumov
exspiracie.

(d) Neither the Institution nor any Institution Personnel | d.  Zariadenie ani Personal zariadenia nebudid (i)
shall (i) publish any part of the PROs in any zverejiiovat Ziadnu ¢ast PRO v Ziadnom rukopise,
manuscript, poster, oral presentations, or otherwise; letaku, verbalnych prezentaciach alebo inym
(i) remove or alter any notice contained in the PROs; sposobom; (ii) odstrarfiovat ani pozmeriovat Ziadne
or (iii) modify, transfer, distribute, or release the PROs oznamenie uvedené v PRO; alebo (iii) upravovat,
to any third party, except in connection with odovzdavat, distribuovat alebo poskytovat PRO
performing the Study in accordance with the Protocol. tretej strane svynimkou pripadov, ked je to

v suvislosti s vykonanim Skusania podfa Protokolu.

(e) Upon conclusion of the Study, termination of this | e. Po ukonéeni SkuSania, vypovedani tejto Zmluvy
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Agreement, or at AbbVie’'s request, any remaining or
expired Study Materials shall be returned to AbbVie at
AbbVie’s reasonable expense in accordance with the
Protocol and AbbVie written instructions, and in
compliance with applicable requirements governing
the shipment of such Study Materials.

alebo na Zziadost' spolo€nosti AbbVie budu vsetky
zostavajuce alebo exspirované Materialy skuSania
vratené spolo¢nosti AbbVie na jej primerané naklady
a podla Protokolu a jej pisomnych pokynov, ako aj
v sulade s platnymi poZiadavkami, ktoré sa vztahuju
na odosielanie takychto Materialov skusania.

(f)

If necessary for the purposes of conducting the Study,
AbbVie may provide the Institution with certain
equipment, excluding the medical devices. Any
equipment provided by AbbVie hereunder is described
in Exhibit B (“Equipment”). For any Equipment
provided by AbbVie the Institution shall: (i) promptly
inspect the Equipment following receipt and notify
AbbVie upon becoming aware that any Equipment is
damaged or malfunctioning; (i) use and ensure
Institution  Personnel uses the Equipment in
accordance with the user manual and/or other
instructions provided with the Equipment; (iii) maintain
the Equipment in a secure manner designed to protect
such Equipment from unauthorized use, theft, or
damage and exercise the same degree of care with
respect to the Equipment that the Institution exercises
with respect to its own equipment of similar type and
value. If, due to the negligence, recklessness, or
intentional misconduct of the Institution or any
Institution Personnel, any of the Equipment is lost,
stolen, or damaged, then the Institution shall pay the
reasonable cost of replacement or repair, as
applicable, which shall not exceed the estimated value
set forth in Exhibit B. At AbbVie’s direction and
expense, the Equipment shall be returned to a location
specified by AbbVie at the end of the Study or earlier
termination of this Agreement.

Ak to bude potrebné na ucely vykonania Sku$ania,
spolo¢nost AbbVie mbzZe Zariadeniu poskytnut' urcité
vybavenie s vynimkou zdravotechniky. Vsetko
vybavenie, ktoré spolo¢nost AbbVie poskytne na
zéklade tejto Zmluvy, je opisané v Prilohe B
(nVybavenie®). Zariadenie v pripade kazdého
Vybavenia od spolo¢nosti AbbVie: (i) promptne po
prijati Vybavenia vykona jeho kontrolu a bude
spolo¢nost AbbVie informovat, ak sa dozvie, Ze
niektoré Vybavenie je poSkodené alebo nefunkéné;
(ii) bude Vybavenie pouzivat a zabezpeci, aby ho aj
Personal zariadenia pouzival v sulade
s pouzivatelskou priru¢kou a/alebo inymi pokynmi

poskytnutymi spolu s Vybavenim; (iii) bude
Vybavenie uchovavat bezpeCnym spbsobom
scielom ochranit ho pred neopravnenym

pouzivanim, kradeZou alebo poSkodenim a bude sa
0 Vybavenie starat rovnako, ako sa stara o svoje
vlastné vybavenie podobného typu a hodnoty. Ak
kvoli nedbanlivosti, lahostajnosti alebo umyselnému
nespravnemu konaniu zo strany Zariadenia alebo
Personalu zariadenia dojde k strate, kradezi alebo
poskodeniu Vybavenia, Zariadenie uhradi
opodstatnené naklady na jeho vymenu alebo opravu,
pricom takato platba nebude vysSia nez odhadovana
hodnota uvedena v Prilohe B. Na konci Skusania
alebo v pripade pred€asného skoné&enia tejto Zmluvy
sa Vybavenie podla pokynov spolo¢nosti AbbVie a
na jej naklady vrati na miesto, ktoré spolo¢nost
AbbVie uréi.

(9)

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

Ak Protokol vyZaduje, aby bolo Ugastnikom skt$ania
poskytnuté Vybavenie, ktoré budu uc€astnici pocCas
Skusania pouzivat, Zariadenie a/alebo Zodpovedny
sku$ajuci poskytnt Ugastnikom skdSania instrukcie
o tom, ako maju Vybavenie spravne pouzivat. Ak
Ugastnik skusania Vybavenie strati, ukradne alebo
poskodi alebo dojde k strate, kradezi alebo
poskodeniu Vybavenia v ase, ked bude u Ugastnika
skuSania, spolocnost AbbVie uhradi opodstatnené

naklady na vymenu alebo opravu takéhoto
Vybavenia.
(h) Institution understands and agrees that the Study Zariadenie si uvedomuje asuhlasi stym, Ze

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

Materialy skuSania a Vybavenie sa maju pouzivat
vylu€ne na vykonanie SkuSania a nebude ich
pouzivat na iné skuSanie alebo iny ucel.

4,

Monitoring of Study; Records, Reporting.

4. Monitorovanie sku$ania, zaznamy, hldsenie.

(@)

Upon the request of AbbVie, the Institution and/or the
Principal Investigator shall submit oral or written
reports on the progress of the Study, including but not
limited to serious adverse events in accordance with
the Protocol and the Act. Within forty-five (45) days
following completion or termination of the Study, the
Institution and/or the Principal Investigator shall
furnish AbbVie with: (i) the final report on the Study
prepared by the Principal Investigator for the EC; and
(i) all data, records, CRFs, reports, and other

a. Zariadenie a/alebo Zodpovedny skusSajuci na ziadost

spolo¢nosti AbbVie predlozia verbalne alebo pisomné
hlasenia o tom, ako Skusanie pokracuje, okrem iného
aj o0zavaznych neziaducich udalostiach podla
Protokolu a Zakona. Do Styridsiatich piatich (45) dni od
ukoncéenia alebo predCasného skonéenia SkuSania
odovzdaju Zariadenie a/alebo Zodpovedny skuSajuci
spolo¢nosti AbbVie: (i) zavere¢né hlasenie o Skusani,
ktoré vyhotovi Zodpovedny skusajuci pre EK, a (ii)
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information generated (excluding source documents
and medical records) in relation to the Study
(collectively, “Records”), which shall be the exclusive
property of AbbVie.

vSetky udaje, zaznamy, CRF, hlasenia a iné informacie
vytvorené (okrem zdrojovych dokumentov a lekarskych

zaznamov) v sulvislosti so Skdsanim  (sthrnne
»Zaznamy“), ktoré budd vyluénym majetkom

spolo¢nosti AbbVie.

(b) Upon reasonable advance notice and during normal | b. Zariadenie na zaklade primeraného predchadzajiceho
business hours, the Institution shall permit AbbVie and oznamenia a poéas obvyklého pracovného casu
AbbVie's designees access to any facilities at which umozni spolo¢nosti AbbVie a jej poverenym osobam
the Study is conducted to monitor the conduct of the pristup do priestorov, v ktorych sa Skusanie vykonava,
Study and to audit the Records, source documents, aby mohli monitorovat’ jeho vykonavanie a kontrolovat
and other Study-related data (collectively, “Study Zaznamy, zdrojové dokumenty ainé Udaje suvisiace
Documents”) to verify compliance with this so Skusanim (suhrnne ,Dokumenty skus$ania“)
Agreement, provided that the Institution may redact a overit si tak dodrziavanie tejto Zmluvy, pricom vak
such Study Documents as legally required to protect Zariadenie mozZe takéto Dokumenty sku$ania
subject confidentiality. If, as a result of Study prepracovat tak, ako to poZaduje zakon v zaujme
monitoring, AbbVie identifies a significant audit finding ochrany sukromia Ucastnikov. Ak spolo¢nost AbbVie
that is not timely cured or is incapable of timely cure, v dosledku takéhoto monitorovania dospeje
AbbVie may immediately terminate this Agreement. k nejakému zavaznému zisteniu, ktoré nebude vcas

odstranené alebo ho nemozno v€as odstranit, bude
méct tuto Zmluvu okamzite vypovedat.

(c) The Institution shall, to the extent permitted by | c. Zariadenie bude v rozsahu, v akom to povoluji platné
applicable Laws, promptly: (i) notify AbbVie upon Pravne predpisy, promptne: (ii) informovat spolo¢nost
receiving any requests to inspect and have access to AbbVie o prijati Ziadosti o kontrolu  a pristup
documents related to the Study by any regulatory k dokumentom suvisiacim so Sku$anim zo strany
authority, and (i) provide AbbVie with a copy of any regulaéného organu a (ii) poskytne spolo¢nosti AbbVie
documents received from or provided to such képiu vSetkych dokumentov, ktoré dostalo od
regulatory authority. In the event a regulatory citation regulaénych organov, ako aj dokumentov, ktoré
or notice is issued relating to the Study, the Institution regulaCnym organom poskytlo. Ak regulaéné organy
agrees, to the extent permitted by applicable Laws, to v sUvislosti so Skusanim vydaju nejaké predvolanie
furnish to AbbVie within fifteen (15) days of receipt of alebo oznamenie, Zariadenie suhlasi, Ze ak to
such regulatory citation or notice: (A) notification of povoluju platné Pravne predpisy, do patnastich (15)
such citation or notice, (B) a summary of such citation dni od prijatia takéhoto predvolania alebo oznamenia
or notice, and (C) the Institution’s response to such od regulaénych organov spolognosti AbbVie predloZi:
citation or notice. (A) oznam o takomto predvolani alebo oznameni, (B)

suhrn takéhoto predvolania alebo oznamenia a (C)
odpoved Zariadenia na takéto predvolanie alebo
oznamenie.

(d) The Institution shall retain the Study Documents in | d. Zariadenie bude Dokumenty skU$ania uchovavat
accordance with applicable Laws (the “Retention podla platnych Pravnych predpisov (,,Lehota
Period”). If AbbVie requests that the Institution retain uchovavania“). Ak spolo¢nost AbbVie poZiada
the Study Documents beyond the Retention Period, Zariadenie o uchovavanie Dokumentov skuSania aj po
the parties shall cooperate in good faith in an effort to Lehote uchovavania, strany budd v dobrej viere
mutually agree upon the costs and the duration for spolupracovat, aby sa vzajomne dohodli na nakladoch
such extended retention period. a trvani takejto prediZzenej lehoty uchovavania.

5. Compensation. 5. Odmena.

(a) AbbVie shall pay the Institution in accordance with the | a.  Spoloénost AbbVie zaplati Zariadeniu podia
Study budget attached hereto and incorporated herein rozpo&tu Skagania, ktory je prilozeny k tejto Zmluve
as Exhibit A (‘Budget Summary and Payment atvori jej sucast ako Priloha A (,,Suhrn rozpoctu
Schedule”). AbbVie will pay the agreed arozpis platieb“). Spolo€nost AbbVie vyplati
compensation set forth in this Agreement in total to the dohodnutl odmenu uvedenu v tejto Zmluve v celom
Institution’s bank account. This compensation does rozsahu na bankovy Uéet Zaradenia. Tato odmena
not cover remuneration for the Principal Investigator nezahfla odmenu pre SkuSajuceho a nim urceny
and co-operating Study team. AbbVie warrants to Studijny  tim. Odmenu pre Zodpovedného
cover the remuneration for the Principal investigator skuSajuceho ajeho Studijny tim sa spolo¢nost
and his Study team through the separate Investigator AbbVie =zavazuje rieSit v separatnej zmluve
Clinical Study Agreement. o klinickom sku$ani uzavrenej so Skusajucim.

(b) The Institution understands and agrees that no | b- ~ Zariadenie si uvedomuje asuhlasi, ze Ziadny
Institution Personnel, with the exception of the Personal ~ zariadenia ~ okrem  Zodpovedného
Principal Investigator, will receive any funds from skiSajiceho nedostane od spolocnosti AbbVie

s suvislosti s vykonanim SkuSania Ziadne iné
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AbbVie in connection with the performance of the
Study other than the funds paid to Institution in
accordance with Exhibit A. Based upon the approved
supporting documentation, the Institution shall issue
an invoice stating the reference symbol. Payments will
be made in EUR currency and all intermediary bank
fees will be covered by Sponsor through AbbVie. 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 the Institution and any member of the AbbVie
Group.

finanéné prostriedky okrem tych, ktoré budu
Zariadeniu vyplatené podfa Prilohy A.

V navaznosti na schvalenu doplnkovu dokumentaciu
Zariadenie vystavi fakturu, ktora bude oznacena
prislusnym variabilnym symbolom. Platby budu
realizované v penaznej mene Euro a vSetky bankové
poplatky sprostredkujucichj bank znaSa Zadaavatefl
prostrednictvom spolo¢nosti AbbVie. Strany suhlasia
s tym, Ze platby stanovené v Prilohe A predstavuju
objektivnu trhovd hodnotu za sluzby, ktoré maju byt
poskytnuté, a neboli stanovené spdsobom, ktory by
prinliadal na mnozstvo alebo hodnotu nejakych
odporucani alebo zakaziek vzniknutych medzi
Zariadenim a niektorym ¢lenom skupiny AbbVie inym
spbsobom.

(©)

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

Zariadenie vyhlasuje a zaruCuje, ze dodrziava
a zavazuje sa , ze pocas plnenia svojich povinnosti
podla tejto Zmluvy bude aj nadalej dodrziavat vSetky
platné Pravne predpisy, Upravy a pracovné kodexy
odvetvia vratane tych, ktoré sa tykaju boja proti
Uplatkarstvu a korupcii. Zariadenie dalej vyhlasuje
a zaruCuje, Ze nebude ponukat, slubovat alebo
povolovat poskytovanie ¢ohokolvek hodnotného
Stadtnemu predstavitefovi alebo inej osobe s cielom
ziskat alebo si udrzat nejaku zakazku alebo si
zabezpecdit nejaku obchodnu vyhodu.

(d)

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

Ak dbéjde k vypovedaniu tejto Zmluvy, spolo€nost
AbbVie zaplati Zariadeniu za poskytnuté sluzby

a nezruSitelné vydavky vzniknuté do datumu
nadobudnutia  ucinnosti  vypovede. Spoloénost
AbbVie nebude povinna nahradit Zariadeniu

vydavky, ktoré jej budu fakturované viac nez
stoosemdesiat (180) dni po datume zaniku tejto
Zmluvy.

(e) AbbVie shall not be responsible for paying for services

performed in violation of the Protocol or for data
contained in a CRF which is incomplete or inaccurate.
If payment has been made for such services, the
amount paid shall be deducted from the final payment
due under this Agreement (the “Einal Payment”).

Spolo¢nost AbbVie nebude povinna zaplatit za
sluzby vykonané v rozpore s Protokolom alebo za
udaje v CRF, ktoré su neuplné alebo nepresné. Ak
uz za takéto sluzby zaplatila, zaplatena suma sa
odpocita od konecnej platby, ktora sa ma uhradit na
zaklade tejto Zmluvy (,,Zaverecna platba“).

(f)

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

Ak dbjde k nejakému sporu v suvislosti s platbou
podla tejto Zmluvy, (i) spolo¢nost AbbVie zaplati
nespochybnené sumy po prijati faktary a (ii) strany
budu v dobrej viere spolupracovat, aby spor v€as
vyrieSili. Zariadenie po vyrieSeni takéhoto sporu
znovu vystavi spolognosti AbbVie faktdru na sumy,
na ktorych splatnosti sa strany vzajomne dohodli,
a spolo¢nost’ AbbVie takéto sumy uhradi. Zariadenie
alebo Personal zariadenia nebudu pocas rieSenia
takéhoto sporu o platbe vziadnom pripade
zadrziavat Udaje SkuSania alebo Zaznamy.

(9)

AbbVie will make the Final Payment and send a
financial reconciliation to the 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 the Institution less than the
Institution is entited 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

Spolo€nost’ AbbVie vykona Zavereénu platbu a posle
Zariadeniu finanéné vyuctovanie po dokonceni
vSetkych sluzieb naplanovanych 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 financného vyuctovania narok,
zostavajucu sumu uhradi ako sulast Zaverecnej
platby. Pripadny preplatok v prospech spolo¢nosti
AbbVie v case zavere¢ného vylctovania bude
spolo€nosti AbbVie uhradeny do Styridsiatich piatich
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AbbVie’s notice of such overpayment, along with an
explanation of such overpayment, to the AbbVie
contact identified in Exhibit A.

(45) odo dna, ked spolo¢nost AbbVie o takomto
preplatku informovala, spolu s vysvetlenim preplatku,
a to kontaktnej osobe spoloCnosti AbbVie, ktora je
uvedena v Prilohe A.

6. Confidentiality. 6. Dovernost.

(@) During the Term of this Agreement, including any | a. Poas Lehoty platnosti tejto Zmluvy, vratane jej
extensions thereor, NN |~ rocn EES— o )i
after the expiration or termination of this Agreement, platnosti alebo vypovedania tejto Zmluvy nebude
the Institution and Institution Personnel shall not Zariadenie a Personal zariadenia bez
disclose to any third party (other than AbbVie's predchadzajuceho pisomného suhlasu spolo¢nosti
designated parties) or use Confidential Information (as AbbVie poskytovat Ziadnej tretej strane (okrem stran,
defined below) for any purpose other than that ktoré urci spolocnost AbbVie) alebo pouzivat Ziadne
indicated in this Agreement without AbbVie’s prior Déverné informécie (ako su definované niz8ie) na iny
written consent.  Notwithstanding the foregoing, el nez je to uvedené v tejto Zmluve. Bez ohladu na
obligations of confidentiality and non-use with respect vy$Sie uvedenu skutoénost, povinnost zachovavat
to any Confidential Information identified as a trade dovernost a nepouzivat Ziadne Ddéverné informacie
secret by AbbVie shall remain in place for so long as oznacené spolo¢nostou AbbVie ako obchodné
the applicable Confidential Information retains its tajomstvo ostava v platnosti, pokym si tieto Déverné
status as a trade secret under applicable Laws. informacie zachovaju status obchodného tajomstva
“Confidential __Information” shall include any podfa prislusnych Pravnych predpisov. ,,Déverné
information provided to the Institution or the Institution informacie*“ budu zahfmat vSetky informacie, ktoré
Personnel by or on behalf of AbbVie including, without spolo¢nost AbbVie poskytla Zariadeniu alebo
limitation, the Protocol, Study Materials, Records, and Personalu zariadenia alebo im boli poskytnuté v jej
all other materials, data, results, and information mene, okrem iného aj Protokol, Materialy skusania,
concerning AbbVie or the Study or developed as a Zaznamy a vSetky ostatné materialy, Udaje, vysledky
result of conducting the Study, except any portion a informacie o spolo¢nosti AbbVie alebo Skusani,
thereof that: ktoré vznikli v doésledku vykonania SkusSania,

s vynimkou tych ich Casti, ktoré:

(i) is known to the Institution or Institution Personnel () boli zariadeniu alebo Personalu zariadenia
prior to receipt thereof under this Agreement, as zname pred ich prijatim podlia tejto Zmluvy, &o
evidenced by its written records; mozno doloZit pisomnymi zaznamami;

(i) is disclosed to the Institution or Institution (i) Zariadeniu alebo Personalu zariadenia po prijati
Personnel after acceptance of this Agreement by tejto Zmluvy spristupnila tretia strana, ktora ich je
a third party who has a right to make such opravnena spristupnit spdsobom, ktory nie je
disclosure in a non-confidential manner; déverny;

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

(iv) is independently developed by Institution or (iv) Zariadenie alebo Personal zariadenia samostatne
Institution Personnel without use of or reference vytvori bez pouzitia Dévernych informacii alebo
to the Confidential Information, as evidenced by odkazu na ne, & mozno doloZit pisomnymi
the Institution’s written records. zaznamami Zariadenia.

(b) within forty-five (45) days following completion or |b. Zariadenie do S$tyridsiatich piatich (45) dni od
termination of the Study, the Institution shall return or ukonéenia alebo predéasného skoncenia Skusania
destroy all Confidential Information; provided, vrati alebo zni¢i vSetky spristupnené Doéverné
however, the Institution may retain one copy of informacie, pricom si véak méze dovernym spdsobom
Confidential Information on a confidential basis to ponechat’ jednu képiu Doévernych informacii, aby sa
ensure compliance with this Agreement and for zaistilo dodrzanie tejto Zmluvy, ako aj na ucely
archival purposes. archivacie.

(c) Nothing in this Agreement shall be construed to [c. Ni¢ vtejto Zmluve sa nebude interpretovat ako

restrict the Institution from disclosing Confidential
Information as required by applicable Laws or court
order or other governmental order or request, provided
in each case the 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, the
Institution shall: (i) furnish only that portion of the
Confidential Information which it is legally required to

obmedzenie Zariadenia vo zverejneni Doévernych
informacii, ako to pozaduju prislusné Pravne predpisy
alebo sudny prikaz €i iny prikaz alebo Ziadost Statneho
organu, pricom vSak Zariadenie v kazdom pripade
poskytne spolo¢nosti AbbVie promptné pisomné
oznamenie (a ak to je mozné a pravne pripustné,
aspon pat (5) pracovnych dni vopred), aby spolo¢nost
AbbVie mohla prijat vSetky opatrenia, ktoré povazuje
za potrebné v zaujme ochrany svojich Dévernych
informacii. Zariadenie v kazdom pripade: (i) poskytne
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disclose, and (ii) permit AbbVie to attempt to limit such
disclosure by appropriate legal means.

len ta €ast Doévernych informacii, ktoru je zo zékona
povinné spristupnit, a (ii) umozni spolo¢nosti AbbVie,
aby sa pokusila takéto zverejnenie obmedzit
primeranymi pravnymi prostriedkami.

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

a spolocnosti AbbVie.
7. Subject Confidentiality; Data Protection. 7. Dévernost Géastnikov, ochrana tGdajov.
(@) Where any Institution Personnel Processes (as | a. Ak niektori ¢lenovia Personalu zariadenia spracivaj

defined below) information identifying or, in
combination with other information, identifiable to a
living individual participating in or associated with the
Study (“Personal Data”), the Institution shall ensure
such Processing is performed only in accordance with
this Agreement, all applicable Laws, including
requirements pertaining to data transfer agreements, if
applicable, and AbbVie’s written instructions. For the
purposes of this Agreement, “Processing” (and its
conjugates including, without limitation, “Process”)
shall mean any operation or set of operations that is
performed upon Personal Data including, without
limitation, any collection, recording, retention,
organization, storage, adaptation, alteration, retrieval,
consultation, blocking, erasure, use, disclosure,
access, transfer or destruction, whether or not by
electronic means. The Institution shall maintain
appropriate safeguards to ensure the confidentiality
and security of the Personal Data. The parties commit
that the Study will be conducted in accordance with
the terms of Act 122/2003 Coll. on Personal Data
Protection, as may be amended from time to time.

(ako to je definované nizSie) informacie, ktoré
identifikuju alebo v kombinacii s inymi informaciami
moézu identifikovat Zijucu osobu, ktora sa zucastnuje
Skusania alebo s nim je nejako spojena (,,Osobné
udaje“), Zariadenie zabezpecli, aby sa takéto
Spracuvanie vykonavalo vyluéne v sulade s touto
Zmluvou a vSetkymi platnymi Pravnymi predpismi
vratane poziadaviek vztahujucich sa na dohody
o presunoch udajov (ak sa to uplatfiuje) a pisomnymi
pokynmi spolo¢nosti AbbVie. Na ucely tejto Zmluvy
bude pojem ,Spracuvanie“ (a vSetky jeho tvary,
okrem iného aj ,,Spracovat®) znamenat akukolvek
¢innost alebo rad ¢innosti, ktoré sa robia s Osobnymi

udajmi, okrem iného aj ich zhromazdovanie,
zaznamenavanie, uchovavanie,  organizovanie,
skladovanie, upravovanie, pozmenovanie,

vyhladavanie, konzultovanie, blokovanie,
vymazavanie, pouzivanie, zverejiiovanie,
spristupfiovanie, presuvanie alebo likvidovanie, ¢i uz
elektronickymi prostriedkami alebo nie. Zariadenie
bude mat zavedené primerané ochranné prvky, aby
zabezpec€ilo dobvernost a bezpecnost Osobnych
udajov. Zmluvné strany sa zavazuju, ze skuSanie
bude vykonavané v sulade so zakonom ¢&. 122/2013
Z.z., oochrane osobnych udajov, ktory mobze
v priebehu ¢asu podliehat zmenam.

9

CONFIDENTIAL/DOVERNE

Template/Vzor: Slovakia CSA Template - 2 Agmts Per Site_Institution (AbbVie Managed Study) 11JUN2015

Document Title/Nazov Dokumentu: M15-535_Inst_UN Bratislava_Ruzinov_Slovakia CSA Inst Template_PI Benetin Final Clean
4July2017_redigovane




Univerzitna nemocnica Bratislava — Nemocnica Ruzinov
Prof. MUDr. Jan Benetin, PhD.
Protocol M15-535

Univerzitna nemocnica Bratislava — Nemocnica Ruzinov
Prof. MUDr. Jén Benetin, PhD.
Cislo protokolu M15-535

8. Publicity. 8. Zverejfiovanie informacii.

(a) Without the other party’s written consent, neither |a. Ani jedna strana nesmie bez pisomného suhlasu
party may use the name, trademark, servicemark, nor druhej strany v Ziadnom zverejneni, reklame alebo
logo of the other party or the other party’s affiliates in inych informaciach uréenych na pouzitie na komeréné
any publicity, advertising, or other information alebo propagacné ucely pouzivat nazov, obchodnu
intended to be used for commercial or promotional znamku, servisni znamku alebo logo druhej strany
purposes. Except as required by applicable Laws, alebo pobociek druhej strany. S vynimkou toho, ako to
the Institution shall not disclose the terms of this poZaduju platné Pravne predpisy, Zariadenie nebude
Agreement without AbbVie’s prior written approval. bez predchadzajiiceho pisomného sthlasu spoloénosti
In accordance with the foregoing, the Institution AbbVie zverejiiovat podmienky tejto  Zmluvy.
agrees, subject to the terms of Section 6 of the Zariadenie a spoloénost AbbVie v sulade s vyssie
Agreement, to publish this Agreement in the Central uvedenou skutocnostou s prihliadnutim na podmienky
Registry of Agreements at www.crz.gov.sk in odseku 6 tejto Zmluvy suhlasi so zverejnenim tejto
accordance with the terms of § 5a. 1 of the Act. Zmluvy v Centralnom registri zmldv na stranke
211/2000 Coll. on Free Access to Information within www.crz.gov.sk podla podmienok § 5a. 1 zakona
the mandatory term stipulated by applicable legal 211/2000 Z. z. o slobodnom pristupe k informaciam v
regulations the full execution of the Agreement and to lehote stanovenej zakonom od riadneho uzatvorenia
promptly notify AbbVie of publication. tejto Zmluvya zavézuje sa spolocnost AbbVie o

takomto zverejneni promptne informovat.

(b) The Institution understands and agrees that the terms | b. Zariadenie si uvedomuje asuthlasi stym, Ze
and conditions of this Agreement and the amount of spolo¢nost AbbVie alebo ktorykolvek ¢len skupiny
any payment made hereunder may be disclosed and AbbVie mézu spristupnit a zverejnit podmienky tejto
made public by AbbVie or any member of the AbbVie Zmluvy a sumu, ktord bude na jej zaklade vyplatena,
Group as reasonably necessary to comply with ak to bude odévodnene potrebné v zaujme dodrzania
applicable Laws and other obligations. As AbbVie platnych Pravnych predpisov ainych povinnosti.
reasonably requests, the Institution shall cooperate in Vsulade stym, ako to bude spolotnost AbbVie
good faith with AbbVie to promptly provide accurate odovodnene pozadovat, Zariadenie sfiou bude
and complete information in connection with such vdobrej viere spolupracovat, aby v slvislosti
disclosures. s takymito zverejneniami promptne poskytla presné

a Uplné informacie.

9. Ownership. 9. Viastnictvo.

(a) Each party hereto retains all right, title and interest in | a. Kazda zmluvna strana si ponechava vsetky prava,
any patent, patent application, trade secret, know-how vlastnicke prava a podiely na vSetkych patentoch,
and other intellectual property that was owned by such patentovych prihladkach, 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 vlastnikom bola pred Datumom nadobudnutia
estoppel or otherwise, is intended by, or shall be ucinnosti tejto Zmluvy a okrem toho, ako to je v tejto
inferred from this Agreement, except as specifically Zmluve vyslovne uvedené, tato Zmluva nema za ciel
set forth herein. ani sa z nej nebude vyvodzovat Ziadne vyslovné

alebo mic¢ky predpokladané poskytnutie licencie
alebo prevod na zaklade prekazky uplatnenia naroku
alebo inym spbsobom.

(b) Any information, invention, data or discovery (whether | b.  Vetky informéacie, vynalezy, Gdaje 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), inovacie, oznamenia

practice, made, generated or developed by the
Institution or Institution Personnel that either results
from use of any of the Study Materials or results from
conduct of the Study (collectively, “Intellectual

Property”) shall be promptly disclosed I NG

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

alebo hlasenia, ktoré vytvorilo, zaviedlo do praxe,
vyrobilo, generovalo alebo vyvinulo Zariadenie alebo
Personal zariadenia a ktoré su dobsledkom
pouzivania niektorého Materialu skuSania alebo
vykonania Skusania (suhrnne ,Dusevné
vilastnictvo“), budu  okamzite  spristupnené

Zariadenie na Ziadost a naklady spolo¢nosti AbbVie
bude od Persondlu zariadenia pozadovat, aby
vyhotovil alebo dal vyhotovit dokumenty a prijal
opatrenia, ktoré bude spolo¢nost AbbVie povazovat
za potrebné alebo primerané s cielom ziskat,
zaevidovat a vykonat patenty, autorské prava,
prevody alebo ini majetkovd ochranu v mene

10

CONFIDENTIAL/DOVERNE

Template/Vzor: Slovakia CSA Template - 2 Agmts Per Site_Institution (AbbVie Managed Study) 11JUN2015

Document Title/Nazov Dokumentu: M15-535_Inst_UN Bratislava_Ruzinov_Slovakia CSA Inst Template_PI Benetin Final Clean
4July2017_redigovane




Univerzitna nemocnica Bratislava — Nemocnica Ruzinov
Prof. MUDr. Jan Benetin, PhD.
Protocol M15-535

Univerzitna nemocnica Bratislava — Nemocnica Ruzinov
Prof. MUDr. Jén Benetin, PhD.
Cislo protokolu M15-535

spolo¢nosti AbbVie, ktora sa bude vztahovat na
vSetky Casti vy3Sie uvedeného Dusevného
vlastnictva.

10.

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

10. Publikacie a prezentacie.

Na ucely tejto Zmluvy
znamena pojem ,Vedecka publikacia“ akukolvek
vedecku publikaciu alebo lekarsku komunikaciu o
vysledkoch Sku$ania v akejkolvek forme, ktora je
uréena na zverejnenie tretim stranam, okrem iného aj
rukopisy, abstrakty, letdky, snimky a iné materialy
pouzivané na prezentacie.

(@)

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

Snahou spoloénosti AbbVie je podporovat najvysSie
normy spravania vo vztahu k Vedeckym publikaciam a
transparentnosti, pri€om si zaroven chce chranit svoje
Déverné informacie. Autorstvo Vedeckych publikacii sa
bude urCovat a riadit na zaklade kritérii, ktoré urcil
Medzinarodny vybor vydavateflov  medicinskych
Casopisov (ICMJE) v »Odporuc¢aniach pre
vypracovanie, hlasenie, upravovanie a publikovanie
vedeckych prac v medicinskych ¢&asopisoch®, a
Zariadenie bude pozadovat, aby bola uloha
spolo¢nosti  AbbVie v podpore SkuSania vhodne
zverejnena vo vSetkych Publikaciach zariadenia (ako
su definované nizsie).

(b)

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

Zariadenie potvrdzuje, Ze SkuSanie ma multicentricky
charakter a zZe skupina AbbVie si zachovava pravo na
zverejnovanie Udajov a vysledkov SkuSania ako prva
vo Vedeckej publikcii, ktora bude =zaloZzend na
Udajoch  avysledkoch SkuSania zo  vSetkych
prislusnych centier (,,Multicentricka publikacia“).

()

Following the earliest of (i) AbbVie's Multi-Site
Publication; or (ii) twelve (12) months after completion
or termination of the Study at all Study sites, the
Institution and the 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 “the Institution
Publication”). The Institution shall provide and shall
require the 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 the Institution within thirty (30) days after
receipt of the draft Institution Publication (“the Review
Period”), and the Institution agrees and shall require
Institution Personnel to agree that due consideration
shall be given to AbbVie’s comments. The Institution
shall delay any proposed the 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 (“the
Delay Period”). The Institution agrees and shall
require the Institution Personnel to agree to: (A) keep
the proposed Institution Publication confidential until
expiration of the Review Period and any Delay Period,
and (B) delete Confidential Information (other than
Institution’s Study data) from any Institution
Publication. In the event that the Institution or the
Institution Personnel and AbbVie differ in their
conclusions or interpretation of data in the Institution

Po tom, ako nastane prva z nasledujucich udalosti: (i)
Multicentricka publikacia spolo¢nosti AbbVie alebo (ii)
dvanast (12) mesiacov po ukonéeni alebo predéasnom
ukon&eni SkuSania vo vSetkych centrach Skusania,
budi mat Zariadenie a Personal zariadenia pravo
vyhotovit a odovzdat uUdaje Zariadenia o SkuSani na
ucely Vedeckej publikacie vo vedeckych €asopisoch
alebo inych odbornych publikaciach (,,Publikacia
zariadenia“). Zariadenie poskytne spolo€nosti AbbVie
a bude vyzadovat, aby jej aj Personal Skusania
poskytol navrh vS8etkych navrhovanych Publikacii
zariadenia najmenej tridsat (30) dni pred ich
odovzdanim na zverejnenie, aby sa mohla uistit, i
publikacia nespristupfiuje nejaké patentovatelné
zalezitosti alebo Doverné informacie (iné ako vysledky
SkuSania generované na zaklade tejto Zmluvy).
Spolo€nost’ AbbVie vrati svoje pripomienky Zariadeniu
do tridsiatich (30) dni po prijati navrhu Publikacie
zariadenia (,,Kontrolna lehota“) a Zariadenie suhlasi
a zabezpedi, aby aj Personal zariadenia suhlasil s tym,
Ze na jej pripomienky sa bude nalezite prihliadat.
Zariadenie odlozi zverejnenie navrhovanej Publikacie
zariadenia o dalSich Sestdesiat (60) dni po uplynuti
Kontrolnej lehoty, ak ho oto spolo¢nost Abbvie
poziada, aby si mohla zabezpelit patent alebo inu
majetkovu ochranu (»,Odkladacia lehota®).
Zariadenie suhlasi a zaisti, aby aj Personal zariadenia
suhlasil s tym, Zze: (A) navrhovanu Publikaciu
zariadenia bude uchovavat v dbévernosti az do
skon¢enia Kontrolnej lehoty a pripadnej Odkladace;j
lehoty a (B) z Publikacie zariadenia odstrani Doverné
informacie (okrem udajov Zariadenia o Skusani). Ak
budid mat Zariadenie alebo Personal =zariadenia
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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), the Institution or the
Institution Personnel, as applicable, shall retain control
over the final version of the Institution Publication.

a spolo€nost’ AbbVie odliSné zavery alebo budu inak
interpretovat udaje v Publikacii zariadenia, strany
vynalozia Usilie, aby sa v dobrej viere prostrednictvom
vedeckej debaty pokusili takéto rozdiely odstranit,
pricom si v8ak Zariadenie alebo Personal zariadenia
pod podmienkou odstranenia Dovernych informacii

(okrem

kontrolu nad finalnou verziou Publikacie zariadenia.

Udajov Zariadenia o Skusani) ponechaju

11. Representations and Warranties.

11. Vyhlasenia a zaruky.

(a) The Institution represents and warrants that: a. Zariaden

ie vyhlasuje a zarucuje, Ze:

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

(i) podmienky tejto Zmluvy tvoria platné a zavazné
povinnosti Zariadenia a nie su v rozpore s (A)
inymi zmluvnymi alebo zakonnymi povinnostami
Zariadenia alebo Zodpovedného skusajuceho;
alebo (B) politikami a postupmi Zariadenia alebo
organizacie, ktorych je Zariadenie alebo
Zodpovedny skuSajuci ¢lenom;

(i) Institution’s and Institution Personnel’s
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 the
Principal Investigator's performance of such
services does not present a conflict of interest
with the Principal Investigator's official duties;

(i) Vykonavanie sluzieb a prijate odmeny alebo
nahrady vydavkov, ako to je uvedené v Prilohe
A, zo strany Zariadenia a Personalu zariadenia je
vsulade so vSetkymi politkami a postupmi
Zariadenia a vykonavanie takychto sluzieb zo
strany Zodpovedného skusajuceho nepredstavuje
konflikt zaujmov s jeho oficialnymi povinnostami;

(i) Institution and the Principal Investigator have
adequate facilities, resources, training and
expertise to conduct the Study in accordance with
the Protocol and applicable Laws; and

(iii) Zariadenie  a Zodpovedny  skusajuci  maju
primerané priestory, zdroje, zru¢nosti a odborné
znalosti na vykonanie SkuS$ania podla protokolu
a platnych Pravnych predpisov a

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

(iv) Zodpovedny skusajuci ma aktudlne a platné
povolenie na vykonavanie Cinnosti lekara alebo
jeho ekvivalent v jurisdikcii, v ktorej sa SkuSanie
vykonava.

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.

pravdivo

pravo tuto

Zariadenie
informovat, ak sa kedykolvek po€as Lehoty platnosti
tejto Zmluvy dozvie, ze uz viac nebude schopné

vtomto odseku 11(a) a spolo¢nost AbbVie bude mat

bude spoloCnost AbbVie urychlene

poskytovat vyhldsenia a zaruky uvedené

Zmluvu okamzZite vypovedat.

(b) Institution

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

Zariadenie vyhlasuje a zaru€uje, Ze mu ani ziadnemu
Clenovi Personalu zariadenia nebola Pozastavena
Cinnost alebo ze podla jeho najlepSich vedomosti im
nebola Pozastavena Cinnost ani sa voCi nim nevedie
konanie, ktoré by mohlo mat za nasledok, ze im bude
Pozastavené Cinnost. Pojem ,,Pozastavena €innost™
na uUcely tejto Zmluvy znamena: (A) pozastavena
ginnost zo strany Uradu USA pre potraviny a lieky
(,EDA") podla hlavy 21 U.S.C. § 335a alebo zo strany
iného  kompetentného organu; (B) vylucenie,
pozastavenie ¢i preruSenie Cinnosti alebo ina
nespdsobilost podielat sa na miestnych alebo
federalnych programoch zdravotnej starostlivosti
v USA alebo miestnych alebo federalnych programoch
v USA, ktorych sucastou je alebo nie je obstaravanie;
(c) zaradenie do zoznamu FDA, ktory obsahuje
vylu€enych Kklinickych skuSajucich alebo klinickych
skuSajucich s obmedzenim ¢innosti alebo (D)
usvedcenie z trestného Cinu, ktory spada pod hlavu 42
U.S.C. § 1320a-7(a) alebo pod platné miestne Pravne
predpisy, ktoré by mohlo mat za nasledok vylicenie,
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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.

pozastavenie alebo preruSenie Cinnosti alebo
vyhlasenie za nespdsobilého inym spésobom. Ak
Zariadenie dostane oznadmenie alebo sa inak dozvie
otom, Ze jemu alebo niektorému clenovi Personalu
zariadenia je Pozastavena cinnost alebo bol podany
navrh na jej pozastavenie, bude o tom okamZite
informovat spoloCnost AbbVie a spolo¢nost AbbVie
bude mat pravo okamZzite vypovedat tuto Zmluvu.
Povinnosti podla tohto odseku 11(b) zostanu
v platnosti aj po vypovedani alebo zaniku tejto Zmluvy.

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

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

(&) Unless terminated earl_ier as provided in Sectio_ns a. Ak tato Zmluva nebude vypovedana pred¢asne podla
12(b) or 12(c) below, this Agreement shall be effective odsekov 12(b) alebo 12(c) niz8ie, nadobudne uginnost
on the Effective Date and shall terminate on the earlier k Datumu nadobudnutia acinnosti a zanikne
of: (i) one (1) year from the Effective Date, if there is k skoriemu z nasledujucich terminov: (i) jeden (1) rok
no subject enroliment at the Institution under this od Datumu nadobudnutia u&innosti, ak v Zariadeni
Agreement; or (ii) at such time as the occurrence of nebol na zaklade tejto Zmluvy prijaty Ziadny ugastnik,
final data lock for the Study at all sites participating in alebo (ii) v ase kone¢ného uzamknutia udajov na
the Study (“the Term”). vSetkych pracoviskach zapojenych do SkuSania

(»Lehota platnosti®).

(b) The anticipated duration of the Study at the Institution | D- Predpokladana doba trvania Klinickej Studie v
is from the Effectivity Date through 30" of June 2019. Zariadeni, je od Datumu nadobudnutia uc¢innosti do 30
The Principal Investigator is obliged to notify the juna 2019. Hlavny skasajuci je povinny oznamit
Department of clinical trials about the termination of ukoncenie Klinickej Studie na Referat klinickych studii v
the Study at Univerzitha nemocnica Bratis|ava' Univerzitna nemocnica Bratislava, Pazitkova 4, 821 01
Pazitkova 4, 821 01 Bratislava, Slovak Republic Bratislava, Slovenska republika najneskér do 15 dni.
within fifteen (15) days.

(c) This Agreement may be terminated: c. Tato Zmluvu méze vypovedat:

(i) by either AbbVie or the Institution upon written (i) spoloénost AbbVie alebo Zariadenie na zaklade
notice to the other party if: (A) the other party pisomnej vypovede adresovanej druhej strane,
has breached a material term of this Agreement; ak (A) druha strana porusila déleziti podmienku
(B) the Study is terminated by the FDA or any tejto Zmluvy; (B) Sku$anie ukon&i Urad FDA
other governmental or regulatory authority; (C) if alebo iny Statny ¢i regulacny organ; (C) ak si
either party, in its sole judgment, believes an niektora strana na zaklade vlastného uvaZzenia
adverse safety concern with respect to Study mysli, ?e vzhladom na obavy tykajuce sa
Product makes continued testing unadvisable, bezpeé&nosti Skusaného lieku je pokradovanie
provided that if the Institution terminates for this testovania nevhodné, pri¢om v$ak plati, ze ak
reason, it shall be after the Suspension Period Zmluvu z tohto dévodu vypovie Zariadenie,
(defined below) in accordance with Section urobi tak aZ po Lehote prerusenia (definovanej
12(d). nizsie) podia odseku 12(d).

(i) by AbbVie: (A) without cause upon thirty (30) (i) spoloénost AbbVie: (A) bez priginy na zaklade
days prior written notice to the Institution, or pisomnej vypovede odovzdanej Zariadeniu
(B) as otherwise permitted in this Agreement. tridsat’ (30) dni vopred alebo (B) ako to inak

povoluje tato Zmluva.

(d) In the event the Institution or the Principal Investigator | d) Ak bude mat Zariadenie alebo Zodpovedny skusajtci

have concerns about the health, safety and welfare of
the Study subjects, the Institution shall give prompt
notice to AbbVie of such concerns, and may suspend
enrollment 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 the Institution or the
Principal Investigator to determine whether the
Agreement should be terminated. In any event, the

obavy o zdravie, bezpeCnost a dobro ucastnikov
SkuSania, Zariadenie bude o takychto obavach
promptne informovat’ spolo¢nost AbbVie a bude maoct
prerusit prijimanie uc€astnikov SkuSania na najviac
tridsat’ (30) kalendarnych dni (,Lehota prerusenia“).
Strany pocas takejto Lehoty preruSenia posudia obavy
vznesené Zariadenim alebo Zodpovednym skusajucim,
aby rozhodli, ¢i by malo ddjst k vypovedaniu Zmluvy.
Zariadenie a Zodpovedny sku$ajuci budu pocas Lehoty

13

CONFIDENTIAL/DOVERNE

Template/Vzor: Slovakia CSA Template - 2 Agmts Per Site_Institution (AbbVie Managed Study) 11JUN2015

Document Title/Nazov Dokumentu: M15-535_Inst_UN Bratislava_Ruzinov_Slovakia CSA Inst Template_PI Benetin Final Clean
4July2017_redigovane




Univerzitna nemocnica Bratislava — Nemocnica Ruzinov
Prof. MUDr. Jan Benetin, PhD.
Protocol M15-535

Univerzitna nemocnica Bratislava — Nemocnica Ruzinov
Prof. MUDr. Jén Benetin, PhD.
Cislo protokolu M15-535

Institution and the Principal Investigator shall continue
monitoring and follow-up in strict adherence to the
Protocol for currently enrolled Study subjects during
the Suspension Period. After the Suspension Period
and following written notice, including a detailed
written explanation, to AbbVie, the Institution may
terminate this Agreement if Study subject health,
safety, and welfare remain a concern to the Institution
of such magnitude to support such termination.

preruSenia uz prijatych ucastnikov v kazdom pripade
monitorovat a sledovat prisne podla Protokolu.
Zariadenie bude méct po Lehote prerusenia a po tom,
ako poskytne spolo¢nosti AbbVie pisomné oznamenie
s uvedenim podrobného pisomného vysvetlenia, tuto
Zmluvu vypovedat, ak budu mat’ jeho obavy o zdravie,
bezpecnost a dobro uc€astnikov SkuSania aj nadalej
taky rozsah, ktory hovori v prospech vypovede.

()

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, the 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 (iii) reasonably cooperate with AbbVie to arrange
for then-enrolled Study subjects to enroll at an
alternative Study site.

e)

Vypovedanie alebo zanik tejto Zmluvy neovplyvni uz
predtym vzniknuté prava ani povinnosti, ako ani iné
prava alebo napravné prostriedky oboch stran zo
zdkona alebo na zaklade prava spravodlivosti.
Zariadenie v pripade pred€asného vypovedania tejto
Zmluvy: (i) riadne odvola a zru$i u€ast uz prijatych
Ucastnikov, (i) ak to bude vyzadovat schvalena
medicinska prax, dokoné&i Skusanie na uz prijatych
Ucastnikoch, alebo (iii) bude primerane
spolupracovat so spolo¢nostou AbbVie, aby
zabezpedilo registraciu uz prijatych ucastnikov na
inom pracovisku Skusania.

13.

Subject Injury; Indemnification.

13. Ujma na zdravi U¢astnika, odSkodnenie.

(a) If during the course of the Study any injury occurs to a | a. Ak poéas trvania Skusania utrpi Ugastnik ujmu na
Study subject as a result of: (i) the administration of zdravi v dosledku: (i) podania Materidlov skusania
the Study Materials or (ii) the performance of Protocol- alebo (i) vykonania Protokolom nariadenych
mandated procedures on Study subjects that such postupov na UGcastnikoch Sku$ania, ktoré by
Study subjects would not have received but for their vpripade neucasti v Skusani Ucastnik inak
participation in the Study (“ the Procedures”), in each nepodstupil  (,,Postupy“),  pricom v oboch
case in accordance with the Protocol (“the Study pripadoch to bolo v stlade s Protokolom (,,Uima na
Injury”), AbbVie agrees to pay all reasonable medical zdravi_pocas Skusania“), spolo¢nost AbbVie sa
expenses necessary to treat such Study Injury, zavézuje uhradit odévodnené medicinske vydavky
provided that (A) the Institution has not submitted and potrebné na lieCenie takejto Ujmy na zdravi pocas
does not submit such medical expenses to a third Skasania, ato za predpokladu, Ze (A) Zariadenie
party payor, and (B) such Study Injury is not due to the nepredlozi takéto medicinske vydavky na Ghradu
natural progression of any pre-existing disease or any tretiemu platcovi a (B) takato Ujma na zdravi po¢as
underlying iliness. SkuSania nebola spOsobena prirodzenym

progresom uz existujuceho alebo zakladného
ochorenia.

(b) AbbVie shall indemnify, defend and hold harmless the | b. Spolo¢nost AbbVie od3kodni, ochrani a zbavi
Institution, the Institution Personnel and the zodpovednosti Zariadenie, Personal zariadenia
Institution’s officers and trustees (“the Indemnitees”) a uradnikov a poverencov Zariadenia
for the cost of defense (until such time as AbbVie (,,Od$kodnené osoby*“) vo vztahu k nakladom na
assumes the defense thereof) and for damages obhajobu (dovtedy, kym spolo¢nost AbbVie
awarded (collectively, “ the Losses”) as a result of obhajobu nepreberie), ako aj vo vztahu
any claim or lawsuit made by a third party as a result k vzniknutym Skodam (suhrnne ,Straty“), ktoré
of: (i) Study Injury; (ii) AbbVie's or its representatives budi dosledkom Zzaloby alebo sudneho konania
negligent acts or omissions, recklessness, or iniciovaného tretou stranou v désledku: (i) ujmy na
intentional misconduct during the Study; or (iii) zdravi poCas Skusania; (i) nedbanlivosti,
AbbVie’'s use of the Study results. AbbVie's necinnosti, bezohladnosti alebo nespravneho
indemnification obligation applies only if: (A) Study konania spolo¢nosti AbbVie alebo jej zastupcov
Materials are administered by the Institution Personnel pocas SkuSania alebo (ii) pouZivania vysledkov
and Procedures are performed during the Study in Skusania  spolo¢nostou  AbbVie.  Povinnost
accordance with the Protocol, with accepted medical spoloc¢nosti AbbVie poskytnit odSkodnenie plati,
practice, and with any other written instructions len ak (A) Personal zariadenia podaval Materialy
furnished by AbbVie, and (B) Study data and results skuSania a vykonaval Postupy poCas SkuSania v
communicated to AbbVie by the Institution Personnel sulade s Protokolom, uznavanou medicinskou
are not misleading, inaccurate, or incomplete. praxou a inymi pisomnymi pokynmi od spolo¢nosti

AbbVie a (B) udaje a vysledky Skusania, ktoré
spoloc¢nosti AbbVie oznamil Personal zariadenia,
nie su zavadzajuce, nepresné alebo neuplné.

(c) The foregoing agreement to indemnify, defend, and | c. Vys8ie uvedeny zavazok odskodnit, ochranit

hold harmless Indemnitees is conditioned upon the

a zbavit zodpovednosti OdSkodnené strany je
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following obligations of Indemnitees to: podmieneny nasledujucimi povinnostami
Odskodnenych stran:

(i) advise AbbVie of any claim or lawsuit, in writing (i) informovat spolodnost AbbVie o kaZdej Zalobe
addressed to AbbVie Inc., Attention: Risk alebo stdnom konani pisomne, ato na adresu
Management, Dept. 317, Bldg. AP34, 1 N. AbbVie Inc., do ruk: ManaZment rizik, odd. 317,
Waukegan Road, North Chicago, lllinois 60064- Bldg. AP34, 1 N. Waukegan Road, North
3500, with a copy to Attention: Legal, Dept. V323, Chicago, lllinois 60064-3500, s kopiou do ruk:
1 N. Waukegan Road, North Chicago, lllinois Pravne odd. V323, 1 N. Waukegan Road, North
60064, U.S.A. within fifteen (15) days after Chicago, lllinois 60064, U.S.A. do patnastich (15)
Indemnitees has received notice of said claim or dni po tom, ako OdSkodnené strany dostali
lawsuit, or within such other time frame so that oznamenie o takejto Zalobe alebo stidnom konani
AbbVie’s ability and rights to defend or settle such alebo v &asovej lehote, ktora neposkodi
claim or lawsuit are not prejudiced; schopnost a prava spolo¢nosti AbbVie obhajovat

sa alebo dosiahnut’ vyrovnanie v pripade Zaloby
alebo sudneho konania;

(i) assist AbbVie and its representatives in the (i) asistovat spolo&nosti AbbVie a jej zastupcom pri
investigation and defense of any lawsuit or claim vySetrovani a obhajobe v ramci stdneho konania
for which indemnification is provided; and alebo Zaloby, vo vztahu ku ktorej sa poskytuje

od38kodnenie, a

(iif) not compromise or otherwise settle any such (i) bez predchadzajliceho pisomného  sthlasu
claim or lawsuit without AbbVie's prior written Spoloénosti AbbVie neuzatvarat kompromis ani
consent. inak takuto Zalobu alebo sudne konanie

neuzatvarat.

(d) AbbVie’s obligations to pay reasonable medical | d. Zavazky spolognosti AbbVie tykajuce sa uhradenia
expenses in connection with a Study Injury, or to odévodnenych medicinskych vydavkov v suvislosti
indemnify, defend, or hold harmless shall not apply in sUjmou na zdravi poCas Skusania alebo
the event any Losses or Study Injury, respectively, od3kodnenia, ochrany a zbavenia zodpovednosti
are attributable to: (i) the negligence, recklessness or nebudu platit, ak bude Straty alebo Ujmu na zdravi
willful misconduct of, or failure to follow the Protocol pocas Skusania mozné pripisat: (i) nedbanlivosti,
by, any of the Indemnitees, or (ii) the Institution’s or bezohladnosti alebo zamernému nespravnemu
the Institution Personnel's breach of any obligations konaniu alebo nedodrzaniu Protokolu zo strany
under this Agreement. niektorej Odskodnenej osoby alebo (i) poruseniu

povinnosti podla tejto Zmluvy zo strany Zariadenia
alebo Personalu zariadenia.

(e) The Institution shall indemnify, defend and hold | e. Zariadenie odskodni, ochrani a zbavi
harmless AbbVie Group, its officers, directors, zodpovednosti skupinu AbbVie, jej uradnikov,
employees, agents, and representatives, from and riaditelov, zamestnancov,
against any and all suits, claims, liabilities, costs, zastupcov a predstavitefov vo vztahu k vSetkym
damages, judgments and other expenses (including, stidnym konaniam, Zalobam, zavazkom, nakladom,
but not limited to, legal expenses) arising from the 8kodam, rozsudkom a ostatnym vydavkom (okrem
negligence, recklessness, willful misconduct or iného aj vydavkom na pravne zastupovanie), ktoré
breach of this Agreement by the Institution, vzniknt v désledku nedbanlivosti, bezohladnosti,
Investigator or any of the Institution’s Personnel. umyselného nespravneho konania alebo porusenia

tejto Zmluvy zo strany Zariadenia, Skusajuceho
alebo Personalu zariadenia.

14. Insurance 14. Poistenie.

AbbVie confirms that it has concluded an insurance . L S

- L X .- AbbVie potvrdzuje, ze uzatvoril poistnd zmluvu alebo
policy or policies or self-insurance sufficient to zmluvy  alebo  viastné  poistenie, ktoré bude

satisfy its respective (_jut|es and obligations as dostacujuce na uspokojenie prisluSnych povinnosti a

Study sponsor under this Agreement to the extent zavazkov ako Zadavatel tohto skugania podfa tejto

such duties and obligations are commercially Zmluvy v takom rozsahu, v akom su tieto povinnosti a

insurable as required by Law. The Institution zavazky komeréne poistitelné ako to vyZzaduju

confirms that it has concluded a contract for zakonné Pravne predpisy. Intiticia potvrdzuje, Ze
general liability insurance for damages caused uzatvorila zmluvu o poisteni zodpovednosti za $kodu
during the provision of health care (this insurance spdsobent pri poskytovani zdravotnej starostlivosti
contract of the Institution does not cover damages (tato poistna zmluva InstitGicie sa nevztahuje na $kodu
caused by conducting the clinical trials of medicines spdsobeny klinickym skudsanim liekov a produktov).
and products). A copy of AbbVie's current insurance Koépia platného Poistného certifikatu spolo¢nosti
certificate is attached to the Agreement as Exhibit C. AbbVie tvori prilohu tejto Zmluvy ako Priloha C.

15

CONFIDENTIAL/DOVERNE

Template/Vzor: Slovakia CSA Template - 2 Agmts Per Site_Institution (AbbVie Managed Study) 11JUN2015

Document Title/Nazov Dokumentu: M15-535_Inst_UN Bratislava_Ruzinov_Slovakia CSA Inst Template_PI Benetin Final Clean
4July2017_redigovane




Univerzitna nemocnica Bratislava — Nemocnica Ruzinov
Prof. MUDr. Jén Benetin, PhD.
Cislo protokolu M15-535

Univerzitna nemocnica Bratislava — Nemocnica Ruzinov
Prof. MUDr. Jan Benetin, PhD.
Protocol M15-535

15. Independent Contractor. Each party’s relationship to | 15, Nezavisly dodavatel. Vzajomny vztah stran bude mat
the other party is that of an independent contractor, charakter nezavislého dodavatela a ani jedna strana
and neither party has authority to bind or act on behalf nebude mat pravomoc prijimat zavazky alebo konat v
of the other party. mene druhej strany.

16. Assignment. The Institution may not assign this | 16. Postupenie. Zariadenie nesmie bez predchadzajiceho

Agreement to any other party, or subcontract any of its
services hereunder, without AbbVie's prior written
consent. Any attempted assignment without AbbVie’s
prior written consent will be null and void and will
constitute a material breach of this Agreement. Any
permitted assignee shall assume all obligations of the
Institution under this Agreement. Assignment shall not
relieve the Institution of responsibility for the
performance of any accrued obligation. Any intention
of assignment of rights and obligations of AbbVie to
any third subject shall be notified to the Institution in
writing prior to the assignement.

pisomného suhlasu spolo¢nosti AbbVie postupit’ tuto
Zmluvu inej strane ani uzatvarat subdodavatelské
zmluvy na niektoré zo sluzieb podla tejto Zmluvy.
Kazdy pokus o postupenie bez predchadzajuceho
pisomného suhlasu spolo¢nosti AbbVie bude neplatny
a bude predstavovat zdvazné porusenie tejto Zmluvy.
Kazdy povoleny postupnik prevezme vSetky
povinnosti Zariadenia podla tejto Zmluvy. Postupenie
nezbavi Zariadenie zodpovednosti za splnenie uz
vzniknutych povinnosti. Zamer postupenia prav a
povinnosti spolo€nostou AbbVie na akykolvek treti
subjekt bude pisomne oznamené Zariadeniu pred
samotnym prevodom.

17. Subcontracting. In the event the Institution | 17. Uzatvaranie subdodavatelskych zmldv. Ak Zariadenie
subcontracts any aspect of Study performance to a uzavrie subdodavatelskii zmluvu vo vztahu k niektorej
subcontractor, the Institution shall: (a) ensure each stranke vykonavania Sku$ania, Zariadenie: (a)
subcontractor's compliance with the requirements of zabezpedi, aby kazdy subdodavatel dodrziaval

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

poziadavky tejto Zmluvy a (b) bude zodpovedné za
kazdé nedodrzanie podmienok tejto  Zmluvy
subdodavatelom v rovnakom rozsahu, v akom by bolo

the Institution would be responsible if the Institution Zodpovedné‘ keby S|u2by’ na ktoré uzatvorilo
were performing the subcontracted services directly. subdodavatelské zmluvy, vykonavalo priamo. Ak
If a subcontractor does not strictly adhere to the subdodavatel nebude dosledne dodrziavat

provisions of this Agreement, the Institution shall
promptly notify AbbVie and AbbVie may immediately
terminate this Agreement.

ustanovenia tejto Zmluvy, Zariadenie otom bude
promptne informovat spolo¢nost AbbVie a spolo€nost’
AbbVie bude moct tuto Zmluvu okamzite vypovedat.

18. Notices. 18. Oznamenia.

(a) Routine communications regarding the conduct of the | a.  BeZna komunikacia o vykonavani Sk$ania vratane
Study, including replacement of the individuals informéacii o vymene oséb uvedenych vo formulari
identified on financial disclosure form shall be sent to s finanénymi informaciami sa bude posielat osobe
the AbbVie individual identified to the Institution by v spolo¢nosti  AbbVie, ktori spolo¢nost AbbVie
AbbVie as the primary contact for the Study. uvedie Zariadeniu ako primarnu kontaktnd osobu na

Ucely Skasania.
(b) All legal notices under this Agreement shall be in | b.  VSetky zakonné oznamenia na zaklade tejto Zmluvy

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

budd mat pisomny charakter, budu obsahovat
zmienku otejto Zmluve abudi sa odosielat
prostrednictvom  znamej  vnutroStatnej  alebo
medzinarodnej kuriérskej sluzby s doruc¢enim na
druhy den alebo potvrdenou poStou s postovnym
uhradenym vopred a potrebou potvrdit prevzatie
alebo osobne na adresu pre zakonné oznamenia,
ktora je uvedena nizsie.

If to the Institution:

Pre Zariadenie:
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If to AbbVie: with a copy to:

Divisional Vice
President and
Associate General
Counsel

Legal, Dept. V323
AbbVie Inc.

1 N. Waukegan
Road

North Chicago, IL
60064

USA

Pre spolo¢nost’ AbbVie: Kopia:
Viceprezident
divizie a
pridruzeny pravny
poradca

Pravne

odd. V323
AbbVie Inc.

1 N. Waukegan
Road

North Chicago, IL
60064

USA

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

Zakonné oznamenia podla tejto Zmluvy sa budu
povazovat za riadne doru€ené: (i) ak su dorucené
osobne; (ii) dva dni po ich odovzdani znamej
vnutrostatnej alebo medzinarodnej kuriérskej sluzbe
alebo (i) vden doruéenia uvedeny na potvrdeni
o doru€eni doporuCenej alebo potvrdenej zasielky.
Strany mdézu zmenit svoju adresu pre zakonné
oznamenia okamzite, ato na zaklade odoslania
pisomného oznamenia na adresu pre zakonné
oznamenia druhej strany, ktord je uvedena v tomto
odseku.

19.

Survival. Any other terms which by their intent or
meaning are intended to survive termination or
expiration of this Agreement shall so survive,
including, without limitation, the parties’ obligations
with respect to financial disclosure reporting and
conflict of interest disclosure and management, record
retention and audit rights, confidentiality, publicity,
ownership, publications, notification requirements with
respect to such party’s representations and warranties
set forth in Section 11(b), indemnification, and Study
Injuries.

19. Pokradujuca platnost. VSetky ostatné podmienky,
ktoré maju vzhfadom na svoj zamer alebo vyznam
pretrvat’ aj po vypovedani alebo zaniku tejto Zmluvy,
budid mat pokraCujucu platnost, okrem iného aj
zavazky stran tykajuce sa oznamovania finanénych
informacii a konfliktu zaujmov a manazmentu,
uchovavania zaznamov a prava na kontrolu,
dovernosti, publicity, vlastnictva, publikacii,
poziadaviek na oznamenia vo vztahu k vyhlaseniam
a zarukam prislusnej strany stanovenych v odseku
11(b), odSkodnenia a Ujmy na zdravi po¢as Skusania.

20.

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

20. Oddelitelnost. Ak bude sud prisluSnej pravomoci
povazovat niektoré ustanovenie, pravo alebo
napravny prostriedok podfa tejto Zmluvy za
nevykonatelny alebo nefunkény, platnost
a vykonatefnost ostatnych ustanoveni tym nebude
dotknuta.

21.

Counterparts. This Agreement may be executed in
three (3) counterparts, each of which shall be deemed
to be an original, and all of which together shall
constitute one and the same agreement. Each party
acknowledges that an original signature or a copy
thereof transmitted by facsimile or by PDF shall
constitute an original signature for purposes of this
Agreement.

21. Rovnopisy. Tato Zmluvu mozno vyhotovit v pocte 3
rovnopisov, z ktorych kazdy sa bude povazovat za
original a vSetky spolu budu tvorit jednu a tu istu
zmluvu. Kazda strana potvrdzuje, ze originalny podpis
alebo jeho koépia odoslana faxom alebo PDF bude na
ucely tejto Zmluvy predstavovat originalny podpis.

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
(8) This section shall remain valid even after the
termination or expiration of this Agreement

22. RieSenie sporov. Akykolvek spor, rozpor alebo
narok vyplyvajuci z tejto Zmluvy alebo suvisiaci s
fou, ktory nie je mozné vyriesit do tridsiatich (30)
dni vzajomnou dohodou stran, bude vedeny na
prislusnom sude Slovenskej Republiky

a. Tento Clanok ostava v platnosti aj po ukondéeni
alebo uplynuti platnosti tejto Zmluvy

23.

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

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

17
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24. Entire Agreement. This Agreement including, without
limitation, all exhibits hereto, contains the entire
understanding of the parties with respect to the
subject matter herein and supersedes all previous
agreements and undertakings with respect thereto. In
the event of a conflict between provisions of the
Protocol and this Agreement or any Exhibits, the
Protocol shall control with respect to matters of
science, medical practice, and Study subject safety.
In all other matters, the provisions of this Agreement
shall control. Neither this Agreement nor any of its
terms, including any attachment or Exhibit, may be
amended, restated, or otherwise altered except by
written agreement signed by the parties. The Slovak
language version of this Agreement shall govern all
disputes hereunder.

24, Celd zmluva. Tato Zmluva vratane vSetkych jej priloh
bez obmedzenia obsahuje Uplnu dohodu stran vo
vztahu k jej predmetu a nahradza vSetky ostatné
predchadzajuce dohody a dojednania tykajuce sa jej
predmetu. V pripade rozporu medzi ustanoveniami
Protokolu a tejto Zmluvy alebo niektorej z Priloh bude
vo vztahu k zalezitostiam tykajucim sa vedy, lekarskej
praxe a bezpecnosti U€astnikov Skusania rozhodujuci
Protokol. Vo vSetkych ostatnych zaleZitostiach budu
rozhodujuce ustanovenia tejto Zmluvy. Tuto Zmluvu
ani Ziadny jej prvok vratane dodatkov alebo Priloh
nemozno dopiﬁat’, nanovo formulovat alebo inak
pozmenovat inak nez pisomnou dohodou podpisanou
zmluvnymi stranami. V8etky spory na zaklade tejto
Zmluvy sa budu riadit verziou tejto Zmluvy v
slovenskom jazyku.

25. Miscellaneous

(&) The Parties undertake, that biological samples
collected during the Study will be used solely for the
purposes of the Study.

(b) In case hospitalization of the Study Subject will be
needed during the performance of the Study, AbbVie
shall compensate calculated amount of the
hospitalization and also days on hospital bed
according to Attachment A — Budget Summary and
Payment Schedule.

(c) Laboratory services for Study purposes will be
conducted in central laboratory. AbbVie shall contract
certain central laboratory services by a separate
agreement in accordance with good laboratory
practice.

25. Rézne

a) Zmluvné strany sa zavazuju, ze vzorky biologického
materialu odobraté pocas skuSania budu pouzivané
vylu€ne len pre Ucely skuSania.

b) V pripade, ak pocas skuSania bude nutna hospitalizacia
subjektu  skuSania, spolo€nost AbbVie uhradi
Zariadeniu vykalkulovanu cenu hospitalizacie aj s
I6zkodfami podla Prilohy A — Suhrn rozpoc¢tu a rozpisu
platieb.

c) Laboratérne vySetrenia ku skisaniu bude vykonavané v
centralnom laboratériu.  Spolo¢nost AbbVie sa
zavazuje, ze vykonavanie laboratornych vySetreni ku
skuSaniu si  zabezpeCi separatnymi  zmluvami
s prisluSnymi laboratériami v sulade so spravnou
laboratornou praxou.
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IN WITNESS WHEREOF, the parties have caused this | NA DOKAZ TOHO, zmluvné strany uzatvorili tito Zmluvu

Agreement to be executed by their duly authorized | prostrednictvom svojich riadne splnomocnenych zastupcov.
representatives.

ABBVIE s.r.o. UNIVERZITNA NEMOCNICA BRATISLAVA

By/Podpis: By/Podpis: | G
Name/Men Name/Meno: |

Title/Funkci Title/Funkcia:]

Date/Datu Date/Datum:

UNIVERZITNA NEMOCNICA BRATISLAVA

By/Podpis: I

Name/Meno

Title/Funkci

Date/Datum

ZODPOVEDNY SKUSAJUCI

By/Podpis:

Name/Men

Title/Funkci
Zodpovedn
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EXHIBIT A

BUDGET SUMMARY AND PAYMENT SCHEDULE
Investigator Prof. MUDr. Jan Benetin, CSC
Institution Univerzitna nemocnica Bratislava; Nemocnica RuzZinov, Ruzinovska 6, 826 06 Bratislava, Slovak Republic
Study Product Protocol /Study
Duodopa/Duopa M15-535
The maximum number of subjects that can be enrolled per site: 4
Upon written prior AbbVie approval, Site may enroll additional subjects: 4
Overhead Fee 0,00%
Total Cost per Completed Subject (See Per Subject Costs) 5 980,00
TOTAL COST FOR ALL SUBJECTS: 47 840,00

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

Payments for subject visits will be made quarterly following enroliment of the first subject at the site. Payments will be made after data is
entered by Institution via the Electronic Data Capture (EDC) system and reviewed by AbbVie, and will correspond to amounts listed in Per
Subject Costs to Exhibit A. Institution understands that all payments are subject to subsequent \erification by AbbVie and will be adjusted
per Compensation Section of the Agreement if necessary.

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

TOTAL ADDITIONAL STUDY FEES 12 011,20

TOTAL BUDGET 59 851,20

PAYMENT INFORMATION:
ALL PAYMENTS WILL BE MADE IN EUR

Payments shall be made payable to:| Unjverzitna Nemocnica Bratislava - Ruzinov,
Ruzinovské 6, 826 06 Bratislava, Slovak Republic

Individual and Address to receive Invoices 0000000

Contact information for Individual at Institution Payment Method:

to receive payment remittance notifications and

study correspondence: Ref: (if applicable)
Bank Name:

Bank Contact:

Bank Address:

Bank ABA Routing #:
CHECKING Account #:
Ref:

Remittance Address:

Contact Name:

Phone Number:

Fax Number:

Email:

Contact information for Individual at Institution to

receive payment information: Contact Name:

Email:
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Site Costs

Investigator Prof. MUDr. Jén Benetin, CSC

Institution Univerzitna nemocnica Bratislava; Nemocnica Ruzinov, RuZinovska 6, 826 06 Bratislava, Slovenska republika

Study Product Duodopa/Duopa |Pr0toco| Number M15-535
Site Costs (to be paid within 45 days of receipt and approval of invoice)

*AbbVie may, at its discretion, approve payment of more Units of a particular Budget item than estimated below without an amendment to Agreement, provided
that the additional payment does not cause the total cost of the Budget set forth in Exhibit A to be exceeded.

ALL PAYMENTS WILL BE MADE IN EUR

Estimated # Price Per |Estimated Total

Item Header Description
Units* Unit Cost*

A Study start-up fee will be paid to Institution for Study start-up related activities, including but
not limited to, completion of regulatory documents, review of Protocol and Investigator's

Study Start-Up Brochure, and training of internal staff on Study related activities. 1,00 74,00 74,00
Screen Failures: AbbVie will provide reimbursement for procedures performed for 6 Screen
Failures for the Study. Reimbursement for additional Screen Failures requires AbbVie's approval
prior to screening. "Screen Failure" means a subject has, at a minimum, signed the informed

Screen Failures consent and authorization document for the Study, but does not randomize into the Study. 6,00 289,00 1734,00
Reimbursement for unscheduled \isits shall be made in accordance with the procedure amounts

Unscheduled Visits listed in Per Subject Costs to Exhibit A 40,00 89,20 3 568,00
For each SAE (as defined in the Protocol) that is reported to AbbVie for Completion and

Serious Adwerse Event (SAE)  [submission of SAE-related documents including follow-up repots made to AbbVie within the

Fee Protocol-defined timeline. 120,00 5,20 624,00
Long-term storage of Study documents in accordance with the Record Retention Section of the

Record Retention Agreement. 1,00 165,00 165,00

Payment for procedures performed in accordance with the costs in Attachment 1 to Exhibit A at
Protocol-required visits that occur every 6 weeks for LCIG Study subjects who complete LCIG
Study treatment and will transition to commercial LCIG to return used LCIG cassettes and be
dispensed cassettes until the Study subject transitions to commercial LCIG. This payment is
Transition to Commercial Visits |applicable to the 6 week transition to commercial visits following the initial 6 week transition
ewery 6 weeks \isit. The initial 6 week transition visit is included in the Subject Costs. 20,00 3,30 66,00
Payment for procedures performed in accordance with the costs in Attachment 1 to Exhibit A at
Protocol-required \isits that occur every 12 weeks for LCIG Study subjects who complete LCIG
Study treatment and will transition to commercial LCIG to complete a safety assessment until
the Study subject transitions to commercial LCIG. This payment is applicable to the 12 week
Transition to Commercial Visits |transition to commercial visits following the initial 12 week transition visit. The initial 12 week
ewery 12 weeks transition visit is included in the Subject Costs. 20,00 28,60 572,00

Institution shall be paid the fair market value hourly rate of EUR 2,6 to review patient
charts/medical records for the purpose of identifying patients who may be eligible for
participation in the Study based upon the Study inclusion/exclusion creation (“Chart Review”). In
order to be eligible for the payment, [Institution/Principal Investigator] shall (i) obtain any
[IRB/IEC/REB/EC] approvals that may be required for the performance of any Chart Review by
[Institution/Principal Investigator], prior to commencement of such Chart Review; (ji) perform
Chart Review in accordance with all applicable data protection, data security and privacy laws;
(iii) complete the Chart Review Validation form, provided by AbbVie, for each patient
chart/medical record reviewed; and (iv) submit the executed Chart Review Validation form to

AbbVie.

Chart Review 225,00 2,60 585,00

Reimbursement will be made for conditional procedures approved by AbbVie and listed in the

Conditional Procedures Attachment to Exhibit A each time such procedure(s) are conducted on
a Study subject pursuant to the Protocol. Payment will be made for actual costs incurred up to
Conditional Procedures the maximum amount listed in the Conditional Procedures Attachment. 1,00 4623,20 4 623,20

Reimbursement for OMT provided to Study subjects in the conduct of the Study in
accordance with the Protocol, upon receipt and approval of itemized invoices and
sufficient records substantiating the costs of the[Medication]distributed to Study
subject. Invoices shall not contain any individually identifiable information of Study
subjects. If reimbursed by AbbVie, reimbursement for OMT will not be sought from
Medication any third party or Study subject. 0,00 200,00 0,00

TOTAL ADDITIONAL STUDY FEES 12 011,20
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Conditional Procedures

Investigator Prof. MUDr. Jan Benetin, CSC
Institution Univerzitna nemocnica Bratislava; Nemocnica Ruzinov, RuZinovska 6, 826 06 Bratislava, Slovenska republika
Study Product |[Duodopa/Duopa |Protocol Number |M15-535
Code Conditional Procedure Price per Unit Units / subject  Units / site Total Cost Total Cost inclusive OH
NPO85 Surgeon- NJ Placement - Per Hour 9,50 1 8 76,00 76,00
NPO80 Physician- Gastroenterology - PEG-J Follow Up - Per Hour 8,30 1 8 66,40 66,40
NP004 Physician- NJ or PEG-] Decision 7,70 1 8 61,60 61,60
74270 Radiologic Check of Tube Placement 13,40 1 8 107,20 107,20
R4270 Interpretation and Report; Radiologic Check 4,10 1 8 32,80 32,80
43246 Upper Gastrointestinal Endoscopy 43,70 1 8 349,60 349,60
49440 PEG-] Removal 100,00 1 4 400,00 400,00
49440 PEG-J Tube Replacement 100,00 1 8 800,00 800,00
NPO80 Physician- Gastroenterology - Inspection of Stoma - Per Hour 8,30 1 8 66,40 66,40
NP002 Dose Titration/Dose Titration Diary Nurse - Per Hour 2,50 1 8 20,00 20,00
NP065 PD Diary Training and Concordance Evaluation - Per Hour 8,70 6 48 417,60 417,60
NPOO1 Product Complaint Processing 2,60 5 40 104,00 104,00
NP010 Overnight Facility Charge, Simple (e.g. regular ward room) - Per Night 260,00 1 8 2 080,00 2 080,00
11100 Skin Biopsy 5,20 1 8 41,60 41,60
4 623,20 4 623,20
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Univerzitna nemocnica Bratislava — Nemocnica Ruzinov

Attachment 1 to Exhibit A

Visit Per visit budget
Currency EUR
Sv1 399
SV 2 (optional) 42
V3 Randomization 91
V4 [ PEG-J 494
Titr D1 324
Titr D2 324
Titr D3 324
Titr D4 324
Titr D5 324
Titr D6 324
Titr D7 324
Titr D8 324
Titr D9 324
Titr D10 324
Titr D11 324
Titr D12 324
Titr D13 324
Titr D14 324
Week 2 72
Week 4 74
Week 8 88
Week 12/ ET 106
Week 13/ FU 45
Transition to commercial 33
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PRILOHA A
SUHRN ROZPOCTU A ROZPIS PLATIEB

Investigator Prof. MUDr. Jan Benetin, CSC

Institucia Univerzitna nemocnica Bratislava; Nemocnica Ruzinov, Ruzinovska 6, 826 06 Bratislava, Slovenska republika
Skusany produkt Protokol
Duodopa/Duopa M15-535
Maximalny pocet subjektov skusania, ktoré méze centrum zaradit: 4
mmmema 4
AbhVie
NawysSenie sumy 0%
Celkova suma za ukonceného pacienta (Vid' tabulku Platby za pacienta) 5 980,00
Celkova suma za vSetkych ucastnikov 47 840,00
PLATOBNY PLAN ZA NAVSTEVY SUBJEKTOV SKUSANIA: Platby budt prevedené nasledovne v stlade s odsekom Odmena tejto Zmluvy:
Platby za navstew subjektov skuSania budu wkonavané Stutro€ne po zaradeni prvého ucastnika do skuSania. Platby budu wkonavané potom,
ako zdrawotnicke zariadenie zapi$e data do elektronického systému zdznamov subjektov skusania (CRF), zrevidované spoloénostou AbbVie a
budu zodpovedat Ciastkam podla tabulky Platby za pacienta k Prilohe A. Zdravotnicke zariadenie berie na vedomie, Ze tieto platby podliehaju
naslednému overeniu zo strany spolo¢nosti AbbVie a budu podla potreby upravené vzhladom k odseku Odmena tejto Zmluvy.
DODATOCNE POPLATKY V RAMCI KLINICKEHO SKUSANIA: Platby budi prevedené v priebehu 45 dni od prijatia a schvélenia faktdry. Pre
viac informacii vid' prilohu "Platby pre zdravotnicke zariadenie".
CELKOVA SUMA ZA DODATOCNE POPLATKY 12 011,20
CELKOVY ROZPOCET 59 851,20

PLATOBNE INFORMACIE:

VSETKY PLATBY BUDU REALIZOVANE V MENE: EUR

Platby budl uhradzané na Ucet:| Univerzitna Nemocnica Bratislava - RuZinov, RuzZinovska 6,
826 06 Bratislava, Slovenska republika

Kontaktné informécie na osobu v Platobna metdda:
zdravotnickom zariadeni, ktora prijima Ref. (v pripade potreby)
podklady pre platby a koreSpondenciu: Meno banky:
Bankowy kontakt:
Adresa banky:
SWIFT kéd banky:
Cislo G&tu v tvare IBAN:
Ref:
Kore$ponden¢na adresa:
Meno kontaktnej osoby:
Telefonne cislo:
Faxové Cislo:
Email:

Kontaktné informéacie na osobu v
zdravotnickom zariadeni, ktora prijima
informacie o Uhradach: Email:

Meno kontaktnej osoby:

Osoba a adresa na zasielanie faktdr ]
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Dodatocéné platby pre zdravotnicke zariadenie

Investigator Prof. MUDr. Jan Benetin, CSC
Institacia Univerzitna nemocnica Bratislava; Nemocnica RuZinov, RuZinovska 6, 826 06 Bratislava, Slovenska republika
Skusany produkt Duodopa Protokol M15-535

Platby pre zdravotnicke zariadenie (budu uhradené do 45 dni od prijatia a schvalenia faktiry obsahujticej vSetky nalezitosti)
VSETKY PLATBY BUDU REALIZOVANE V MENE: Eur

cenaza
N& lozk i Jednotk Celk
azov polozky popis ednotky jednotku elom

Poplatok za zacatie Studie sa uhradi za ¢innosti suvisiacie so
zaciatkom $tudie, watane a newnimajuic wplnenie regulacnych
dokumentov, preskimanie Protokolu a Brozury pre skusajiceho a
$kolenia internych zamestnancov na ¢innosti suvisiace so
Poplatok za zacatie tudie: Studiou. 1,00 74,00 74,00
AbbVie zaplati za procedlry spravené na 6 u€astnikoch, ktory
budu vtomto skusani whodnoteni ako zlyhania skriningu.
Preplatenie proceddr u dal$ich zlyhaniach skriningu vyZaduje
predchadzajuce schvalenie AbbVie pred skriningom. ,Zlyhanie
skriningu“ znamena, Ze G¢astnik minimalne podpisal Formular
informovaného suhlasu a powvolenie Ucasti v skusani, ale nebol
Zlyhania skriningu zaradeny do skus$ania. 6,00 289,00 1734,00)

Poplatky za neplanované navitewy budu uhradené v sulade s
cenou za procedry uvedené v sekcii Platby za pacienta, Priloha
Neplanovana naviteva A. 40,00 89,20 3 568,00

Poplatok za kazdé kompletné hlasenie SAE spolo¢nosti AbbVie
(ako je definované Protokolom) a dodanie SAE-prislusnych
Hlasenie Zavaznej neziaducej dokumentov wratane dal$ich sprav odreportovanych spolo¢nosti
udalosti (SAE) AbbVie v &asovom ramci danym Protokolom. 120,00 5,20 624,00

Poplatok za dlhodobé uchovanie a skladovanie $tudijnych
dokumentov v stlade s odsekom o uchovavani zaznamov v tejto
Uchovanie dokumentov a zaznamov |Zmluve. 1,00 165,00 165,00

Platba za procedury wkonané v stlade s Dodatkom 1 k Prilohe A
v pripade protokolom wyZadovanych navstev kazdych 6 tyZdiiov u
ucastnikov Studie, ktori ukongili LCIG $tudijnu lie€bu. Kym
neprejdi na komeréne dodavanu lie€bu, budu wacat pouzité LCIG
kazety a budu im vydispenzované kazety so Studijnou lie¢bou.
Tato platba sa vztahuje na navstewy kazdych 6 tyzdriov od prvej
Prechod na komeréné navstevy predkomercnej 6 tyZzdriovej navstewy, ktora je uz zahmuta v Platbe
kazdych 6 tyzdiov za pacienta. 20,00 3,30 66,00
Platba za procedury wkonané v stlade s Dodatkom 1 k Prilohe A
v pripade protokolom wyZadovanych navstev kazdych 12 tyZdriov u
ucastnikov Stadie, ktori ukongili LCIG $tudijnu lie€bu. Kym
neprejdi na komeréne dodavanu lie€bu, budu wracat' pouzité LCIG
kazety a budu im vydispenzované kazety so Studijnou lie¢bou.
Tato platba sa vztahuje na navStewy kazdych 12 tyzdrfov od prvej
Prechod na komeréné navstevy predkomercnej 12 tyzdnovej navstevy, ktora je uz zahmuta v
kazdych 12 tyzdiov Platbe za pacienta. 20,00 28,60 572,00

Institdcii sa uhradi hodinowi sadzba vo w$ke 26 EUR za prehfad
databazy / lekarskych zaznamov pacientov za i¢elom
identifikacie pacientov, ktori by mohli byt vhodni na u€ast v $tudii
na zéklade inkliznych a exkliznych kritérii (" Prehlad databazy
"). Aby sa platba mohla wkonat, Institdcia predtym ako hlavny
sku$ajuci wkona prehlad databazy (i) ziska potrebné povolenia
Etickej komisie, ktoré mézu byt newhnutné na takyto wkon (i)
vykona prehl'ad databazy v sulade so vSetkymi zakonmi na
ochranu osobnych dat, (jii) wpini "Chart Review Validation Form"
poskytnuty od spolo¢nosti AbbVie, za kazdého pacienta zvast; a
(iv) prediozi wplneny formular "Chart Review Validation Form
Prehlad databazy pacientov spolognosti AbbVie. 225,00 2,60 585,00

Nahrada za podmienené procedury schvélené spolo¢nostou
AbbVie ako st uvedené v Dodatku k Prilohe A - Podmienené
procedlry bude wyplatena za kazdu takuto proceduru wkonant na
Studijnom pacientovi vzmysle Protokolu. Platba bude wkonana
za skutocne prevedené Ukony v maximalnej sume uvedenej v
Podmienené procedury Prilohe "Podmienené procedury" 1,00 4623,20 4623,20

Nahrada za Optimalizovant medicinsku liecbu a potrebné lieky
poskytnuté ucastnikom pocas $tudie v sulade s Protokolom, po
prijati a schvéleni faktdr a dostato¢nych zéznamov, nakolko tieto
budu nahradzat’ cenu za lieky skutoéne poskytnuté ucastnikom
skusania. Faktiry nesmu obsahovat Ziadny udaj o identite
pacienta, iba $tudijny kéd. Ak budu lieky preplacané
spoloénostou AbbVie, nebude mat' na preplatenie narok Ziadna
Potrebné lieky tretia strana, ani ucastnik klinického skusania. 0,00] 200,00 0,00

CELKOVA SUMA: 12011,20
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Prof. MUDr. Jan Benetin, PhD. Prof. MUDr. Jén Benetin, PhD.

Protocol M15-535 Cislo protokolu M15-535

Podmienené procedury

Skusajuci Prof. MUDr. Jan Benetin, CSC

Institacia Univerzitna nemocnica Bratislava; Nemocnica Ruzinov, Ruzinovska 6, 826 06 Bratislava, Slovenska republil

Skusany produkt |Duodopa/Duopa Cislo protokolu |M15-535

Kod Procedura _Cena za Jedp otka/|Jednotka/ Total Cost pclusive OH

jednotku|pacient centrum

NP085 Chirurg/GE- umiestnenie NJ sondy - za hodinu 9,50 1 8 76,00 76,00

NP0SO Odborn_y Iek?r- Gastrgenterolog - PEG-J nasledna 8,30 1 8 66,40 66,40
starostlivost’ - za hodinu

NP004 Odborny lekar - rozhodnutie NJ alebo PEG-] 7,70 1 8 61,60 61,60

74270 Radiologicka kontrola umiestnenia PEG 13,40 1 8 107,20 107,20

R4270 Interpretacia a zaznam radiologickej kontroly 4,10 1 8 32,80 32,80

43246 Endoskopia horného gastrointestinalneho traktu 43,70 1 8 349,60 349,60

49440 PEG-J Odstranenie 100,00 1 4 400,00 400,00

49440 PEG-J Znovuzavedenie tuby 100,00 1 8 800,00 800,00

NP0SO Qd?orny lekar- (_Sastroenterolog - vySetrenie 8,30 1 8 66,40 66,40
zalidka - za hodinu

NP002 Titra.lcia davky/Dennik titracie davky - Sestra - za 2,50 1 8 20,00 20,00
hodinu

NP065 Skolenie vypInar_'na ’dennﬂ<a par_klnsonove] choroby 8,70 6 48 417,60 417,60
a zhody hodnotitel'ov - za hodinu

NP0OO1 Sprocesovanie staznosti na produkt 2,60 5 40 104,00 104,00

NP010 L6Zko na jednu noc - za noc 260,00 1 8 2080,00{ 2 080,00

11100 Biopsia koze 5,20 1 8 41,60 41,60

4 623,20 4 623,20
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Univerzitna nemocnica Bratislava — Nemocnica Ruzinov
Prof. MUDr. Jan Benetin, PhD.

Protocol M15-535

Template/Vzor: Slovakia CSA Template - 2 Agmts Per Site_Institution (AbbVie Managed Study) 11JUN2015

Univerzitna nemocnica Bratislava — Nemocnica Ruzinov

Dodatok 1 k Prilohe A

Navsteva Suma za navstevu
Mena EUR

Skriningova navsteva 1 399
Skriningova navsteva 2

o 42
(nepovinna)
Navsteva 3 (Randomizécia) 91
Navsteva 4/ PEG-J 494
Titr D1 324
Titr D2 324
Titr D3 324
Titr D4 324
Titr D5 324
Titr D6 324
Titr D7 324
Titr D8 324
Titr D9 324
Titr D10 324
Titr D11 324
Titr D12 324
Titr D13 324
Titr D14 324
Tyzderi 2 72
Tyzden 4 74
Tyzderi 8 88
Tyzden 12 / Predcasné ukonce 106
Tyzden 13/ Sledovanie 45
Prechod na komercnu liecbu 33
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Protocol M15-535 Cislo protokolu M15-535

EXHIBIT B
EQUIPMENT TO BE PROVIDED BY ABBVIE

Manufacturer Model # Basic Description Replacement Value
N/A N/A N/A N/A
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Protocol M15-535 Cislo protokolu M15-535
PRILOHA B
VYBAVENIE, KTORE POSKYTNE SPOLOCNOST ABBVIE
Vyrobca Cislo modelu Zakladny opis Vymenna hodnota
N/A N/A N/A N/A
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Protocol M15-535

Cislo protokolu M15-535

PRILOHA C /EXHIBIT C
(Poistny certifikat/ Certificate of Insurance)

K00perativaA

VIENNA INSURANCE GROUP

CERTIFICATE OF INSURANCE
POISTNY CERTIFIKAT

We hereby confirm, by authority of the insurer that insurance cover exists for companies mentioned
below. The insurer is KOOPERATIVA poistoviia, a.s. Vienna Insurance Group, Stefanovicova 4, 816 23
Bratislava, Slovak Republic. / Z tituly pravomoci poistovatela tymto potvrdzujeme, Ze poskytujeme poistné
krytie pre poistenych uvedenych nizsie. Poistovatelom je KOOPERATIVA poistoviia, a.s. Vienna Insurance
Group, Stefanovitova 4, 816 23 Bratislava, Slovenska republika.

INSURED: AbbVie s.r.o.

POISTENY:

ADDITIONAL INSURED:/ Health care institutions, where the clinical trials being conducted /
SPOLUPOISTENI: Zdravotnicke zariadenia, v ktorych sa vykonavaja klinické skisania

CLINICAL TRIAL PROTOCOL No.;/ M15-535
CiSLO PROTOKOLU:

LIABILITY POLICY No.:/ 0808014127

CiSLO POISTNEJ ZMLUVY:

STUDY TITLE:/ An Open-label, Randomized 12 Weck Study Comparing Efficacy of
NAZOV SKUSANIA: Levodopa-Carbidopa  Intestinal ~ Gel/Carbidopa—Levodopa  Enteral

Suspension and Optimized Medical Treatment on Dyskinesia in Subjects
with Advanced Parkinson's Disease / Otvorené, randomizované 12-
tyzditové klinické skasanie DYSCOVER porovndvajiice G&innost’
intestindlneho gélu s obsahom levodopy a karbidopy a enterdlnej
suspenzie s obsahom karbidopy a levodopy s optimalizovanou
medicinskou lietbou dyskinézy u G&astnikov s Parkinsonovou chorobou
v pokrodilom 3tidiu (porovnivacie intervencné skisanie duodopy v
porovnani s perordlnymi liekmi pri dyskinéze)

NUMBER OF PATIENTS:/ 15

POCET PACIENTOV:

PERIOD OF INSURANCE:/ From: 01.01.2017
POISTNE OBDOBIE: To:  01.01.2019
TRIAL PERIOD:/ From: 11.01.2016

DOBA KLINICKEHO SKUSANIA:  To:  31.12.2018

ADDITIONAL INSURED/SPONSOR OF TRIAL:/ AbbVie Deutschland GmbH & Co. KG
SPOLUPOISTENY / ZADAVATEL KLINICKEHO Knollstrasse 67061 Ludwigshafen, Germany

SKUSANIA:
TYPE:/ Clinical trials /
DRUH POISTENIA: Zodpovednost' za $kodu spasobena klinickym ska3anim
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g:gio,(\:ﬁolf[lzlqﬁin% Cislo protokolu M15-535
KooperatlvaA

VIENNA INSURANCE GROUP

INTEREST:/ The insured”s Legal Liability to pay compensation for death, injury,

ROZSAH POISTENIA: illness or discase sustained by Third Parties or loss or damage to Third
Party arising out of or happening in connection with clinical trials. /
Privna zodpovednost’ poisteného na nihradu $kody, ktord vznikne tretej
strane v pripade smrti, zranenia, choroby alebo ndkazy alebo Skoda &i
poskodenie tretej strany ako dosledok klinickych $tidii alebo v sivislosti
s ich vykonom.

POLICY LIMIT OF LIABILITY:/ Clinical Trials — USD 1,000,000 per occurrence / USD 1,000,000
POISTNA SUMA: aggregate/
Zodpovednost’ za Skodu spdsoben( klinickym skadanim — USD
1,000,000 za kazdi skodu / USD 1,000,000 ro¢ny limit

DEDUCTIBLE:/ (Nil) per occurrence / (Nil) za kazda 3kodu
SPOLUUCAST:

TERRITORIAL SCOPE:/ Slovak Republic / Slovenské republika
UZEMNY ROZSAH:

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

Prof. MUDr. Jén Benetin, PhD.
Univerzitnd nemocnica Bratislava, Nemocnica Ruzinov, Neurologick4 klinika SZU a UNB
Ruzinovska 6, 826 06 Bratislava

Doc. MUDr. Peter Valkovic, PhD.

Univerzitnd nemocnica Bratislava Nemocnica akademika Ladislava Dérera 11. Neurologicka klinika LF UK a
UNB

Limbova 5 833 05 Bratislava

MUDr. Matej Skorvének
Univerzitnd nemocnica L. Pasteura Kosice Neurologicka klinika
Trieda SNP 1 041 66 KoSice

Prof. Doc. MUDr. Egon Kuréa, PhD,
Univerzitna nemocnica Martin Neurologické klinika

Kolldrova 2 036 59 Martin T——— :
“lioo rativa &,
1 | :
In Bratislava, / V s SURANCE Group

. lth.u.-\";;r,"a
Bratislave,03.01.2017, mﬁ%m
MJ"“'“\_

1 st/ Koz

KOOPERATIVA poistoviia, 8.5, KOOPERATIVA poistovita, a.s.
Vienna Insurance Group Vienna Insurance Group
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