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ZMLUVA O POST-MARKETIGOVEJ OBSERVACNEJ POST-MARKETING OBSERVATIONAL STUDY :

ET0DN INICIOVANA spoLOCNOSTOU ABBVIE AGREEMENT ABBVIE INITIATED

Abbvie sr.o., Karadzicova 10, B21 06 Brateiava, | AbbVie s.ro., Karadzicova 10, 821 08 GBratislava,
Slovenska republika, 160:46640231, DIG:2023529057, | Slovak Republic, RN: 46640231, RN for tax
\& DPH:SK2023529057, zakonny zastupca: MUDr. | 2023520057, RN for VAT: SK2023529057, Lagal
Branislay Trutz, spcloénost zapisana v Obchodnom | Representative: Branislav Trutz, M.D., Company s
registri Okresného stidu Bratislava |, oddiel Sro, vioZka registered In Trade Register of District Court Batisiava .
& 81375/B, datum zadpisu: 11. 05, 2012 (.spoloénost | Part Sro, insartion no. 81375/, date of regisiratlon 11.
#y  si Zela, aby Univerzitna nemocnica | 05. 2012 ("AbbVie”) desires 10 retain  Univerzitna
Bratislava, PaZitkova 4, 821 01 Brafislava, Slovenska | nemocnica Bratislava, PaZitkova 4, 821 01 Bratisiava,
republika, IGO: 31813861, dafové &felo organizacie Slovak Republic, RMN: 31 813 861 , RN for tax
(DIG) 2021700549, identifkagné Cislo pre DPH (I& DPH) | 2021700548, RN for VAT SK 2021700549, represented
SK 2021700548, zastipend:  MUDr. Renata | by MUDr. Rendta Vandriakova, MPH, place of
Vandriakova, MPH, miesto konania siidie: V. inten4 | performance of the Study: V. internal clinic LFUK a UNB,
. | kinika LEUK a UNB, Univerzitnd nemocnica Bratislava, | Univerzitna nemocnica Bratisiava, Ruzinov, Ruzinovska
Nemocnica Ruzinov, RuZinovska 6, 826 05 Bratislava, | 6, 82 608 Bratisiava, Slovak Republic ('Institution’) 1o
Slovenska republika (dale] len Jnititicia”) poskytla provide services in support of Institution's employee
sluZby na podporu svojho >amestnanca MUDr. Daniel | MUDr. Daniel Cierny, PhD., LeSkova 20, 811 04
Gierny, PhD., Legkova 20, 811 04 Bratisiava, Slovenska | Bratislava, Slovak Republic (the “Investigator”) for the
republika -(dalej SkGSajuci’) na vykonanie Post- | conduct of a post-marketing observational 1 study (the
marketingovej, observatnej Stidie (dale] len Stadia") | “Study”). This Agreement shall become valid on the date
Tato zmluva nadobGda platnost diiom jej podplsania | of its signing by all Contracting Parties and effective on
vietkyml  zmluvngmi  stranami a GEinnost  diom | the day foliowing the date of its publishing within the
nasledujicim po dni jej zverejnenia v zmysle § 47a ods. | meaning of Section 47a {1) of Act No. 40/1964 Coll., the
1 zékona & 40/1964 Zb., Obéiansky zakonnik vzneni | Civil Code, as amended in the central register of
neskoriich predpisov v centrélnom registi zmitv na | agreements available at www.erzoov.sk il concems
www.crz.gov.sk, nakofko ide o povinne zverejfiovand mandatory publishing of agreamenis within the meaning
zmiuvu v zmysle § 5a ods. 1 zékona & 211/200 Z. z. of Section 5a (1) of Act Mo. 211/200 Coll, on Free
o slobodnom pristupe k informaciam v zneni neskorSich | Access to Information, as amended. AbbVie agrees with
predpisov. Spoloénost AbbVie sihlasi so zvergjnenim publishing of this Agreement in compliance with the
tejto Dohody podfa predchadzajice] vety. 5 prifiadnutim | preceding sentence.
na vzéjomné prisfuby uvedené v lejto Zmluve sa | In consideration of the mutual promises set forth herein,
B e iy (spolonost AbDVie", nsiticia®, | the parties (ABDVIS" “Ingtitution”, “Investigator’)
Skisajlci) dohedli nasledovne: agree as follows:
Spolo&nost AbbVie kona ako spinomocneny zaslupca Abb\ie s acting as an authorized agent in Slovakia of
spolotnosti AbbVie Deutschland GmbH & Co. KG na AbbVie Deutschiand GmbH & Co. KG, the Study sponsor
Slovensku, kiora Je zadévatelom Skisania v Eurdpskej | in the European Union as defined in the Regulation (EU)
anii, ako to jo stanovené v nariadeni (EU) &. 538/2014 | No. 53672014 respectively Directive 2001/20/EC
resp. smemici 2001/20/ES (,Zadévatel™); (“Sponsor’);

spoloBnost  AbbVie | Zaddvatel si dlenmi skupiny | Each of AbbVie and Sponsor is a member of the AbbVie
spolo&nosti AbbVie, ktorej priamym alebo nepriamym | group of companies that is directly or indirectly owned by
viastnikom je spolotnost AbbVie inc. (spolu so | AbbVie Inc. (together with AbbVie Inc., "AbbVie Group™),
spolofnostou AbbVie Inc. ,skupina AbbVie*);

1. Vykonanie Stiidie. 1._Conduct of Study,

(@) Institdcia vykona Sidiu v sulade s pedmienkami | (2) institution will conduct the Siudy pursuant to the
tejto Zmluvy a v prisnom sdlade s Protokolom &, SENSE | terms of this Agreement and in strict adherence to
H17-155 snazvom ‘"Prierezovd Stidia hodnotiaca | Protocol No. SENSE H17-155 entitled “Cross-sectional
spokajnost’ pacientov, ich adherenciu k ledbe v | Study Evaluating patieNt satisfaction, adherence
spofeni & socidino-demografickymi a  kiinickymi featureS, and thEir assoclation with soclo-
charakteristikami u pacientov s reumatoidnou demographic and clinical characteristics of DMARD-
artritidou s neadekvitnou odpovedou na lieébu | inadequate responder rheumatoid arthritis patients”
DMARD* (dalej len Protokol’), ktory mdze spolognost | (the ‘Protocal’), as the same may be amended from
AbbVie priebeZne pisomne zmenit, as akymikofvek | time to fime in writing by AbbVie, and with any other
inymi  pisomnymi pokynmi, ktoré moZe spoloénost | written instruction that may be provided by AbbVie.
AbbVie priebeZne poskytnit In&tittcii. Zmluvné strany | Parties further agree that this Study is non-interventional
dale] sthlasia s fym, Ze tato Stidia ma neintervenény | and will not utiize any AbbVie produci(s) ("AbbVie
charakter a nebudl sa v ne] pouZival Fladne produkty | Product{s)’). Subjects may already be prescribed an
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spoloCnosti AbbVie @LMY_‘E?MLMEL
Je moZné, e Ugastnikom sa pred Siddiou, pogas nej
alebo po jej skondeni predpisoval alebo bude
predpisovat nsjaky produkt spolo&nosti AbbVie, nestvisi
to viak s vykondvanim Stidie a rozhodnutie predpisat
produkt  spolognostt  AbbVie nejakému  Ofastnikowi

v ktoromkolvek Gasovom momente bude vidy vylugne

rozhodnutim lekdra prisludného G&astnika a nebude |.

stivisisf so Stadiou,

l

AbbVie Product prior to, during or after the Study
however this is incidental to the conduct of the Study and
any such decision to preseribe AbbVie Product fo any
subject at any time shall be the sole decigion of the
relevant subject’s doctor and unrelated fo the Study.

{b) Intitdcia vynaloZi najlepsie usilie aby ukondila nabor
10 pacientov In&titdcie (tu uvadzanych ako ,OEastnicl)
do 5 mesiacov od zadfatku Stadie. Spoloénost AbbVie
maZe tite Zmluvu okaméite vypovedat' ak: (i) schvélenle
IRB alebo EC (definovany niZsie) sa neziska do 10
tyzdfiov od prijatia vSetijich potrebnych materidloy, kioré
sa predkladajli IRB/EC; alebo (ii) vaatky potrebné
dokumenty neboli riadne vyhotovené a spolodnost
AbbVie Ich neobdrfala do 10 yZdiiov od prijstia
pisomného schvalenia IRE alebo EC Indtithciou, ak si
takéto schvalenia vyZadovans.

(b) Institution shall use its best efiorts to completa
enollment of 10 Institution's patients  (hereinafter
referred to as "subjects’) within 5 months of Study
infiation.  AbbVie may terminate this {(Agreement
immediately if: (i) IRB or EC (defined below) approval is
not obtained within 10 weeks of receipt of all necessary
materials for IRB/EC weeks of submission; or (i) all
essential documents have not been executed and
received by Abb\ie within 10 weeks from Institution's
receipt of IRB or EC's written approval if such approval js
required,

(c) InStiticia af alebo SkiSajlci zalstl, e dita zo Stadie
v rozsahu poZadovanom Protokelom s( vigZens do CRF
(ako je definované nizSie v Clanku 4.) a poskytnuté
spoloénosti AbbVie najneskér do piatich (5) pracovnych
dnil eod ndvitevy ka¥dého Utasinika, alebo v inom
Casovom rdmeci podlfa  InStrukcii spoloénosti  AbbVie.
InStitticia zaist!, 2e SkiZajici nahlasi spolodnosti Abbvie
avpripade poireby prislunym orgénom: (i) viatky
zévaZné neZiadlice udalosti neodkladne (najneskbr do
dvadstiatich &tyroch (24) hodin od kedy sa o nich dozvisg)
a (ii) viethy neliadice udalosti ako e to poZadované
aviase sko je dany prisludngm zékonom (ako je
definované nizsie) a (i) vietky dafSie neZiadice
udalosti, kloré sa mdZu objavit poiast priebehu Etidie
ako je to definované v Protokole a v Zase kiory je dany
Prolokolom a(iv) wvBetky udalosti kioré sivisia
& akymkofvek produkiom AbbVie ako je to poZadované
aviéase ako je dany prisiugnym zakonom. Shilifajlci
neodkladne spristupni spolognosti AbbVie fie Zdznamy,
kioré mdZu byt poirebné a pouitelné pre vySetrania
vBalkych neZiaducich a zavaZnych neziaducich udalosti,
Ingtiticia zaisti, e SkuSaflci spolognosti AbbVie nahiasi
vielky tehotenstva Otastnikov, ktoré sa vyskytnd v
priebehu Stddie, a to do dvadsiatich styroch (24) hodin
od doby, kedy sa o ich vjiskyte dozvie.

(c) Institution shall ensure that subject data, as required
in the Protocol, is entered into the CRFs {defined in
Seclion 4 below) and provided to AbbVie within five (5)
business days of each subject visit, or such other
timeframe as instructed by AbbVie. Institution shall
ensure that Investigator reporis to AbbVie and, if
required, to the competent authorities: {i) immediately,
all serious adverse events (no later than twenty-four
(24) hours of becoming aware of such oceurrence), and
(i} all adverse events as required by and within the
timelines of applicable Law (as defined below), and (jii)
any additional adverse events that may occur In the
course of the Study as specified in the Protocol and
within the timelines set forth in the Protocol, and {iv) afl
events related to any AbbVie Praduct as required by
and within the timelines set forth in applicable Law.
Institution shall, or shall ensure that Investigator ghall,
promptly make available to AbbVie such records as may
be necessary and pertinent to investigate any such
adverse and sericus adverse events, In addition,
Institution shall ensure that Investigator reports o
AbbVie, within twenty-four {(24) hours of becoming
aware of any subject pregnancy that may occur in the
course of the Study as specified in the Protocoal,

2. Kontakly,

Kontaktmi spoloZnostl AbbVie pre Indtitdciu si Mgr.
Marie Chaloupeckd, Metronom Business Center,
Bucharova 2817/13, 158 00 Praha 5 Nové Butovice,
Ceska republika, tel. + 420 737 154 984, NIS
koordingtor, alebo kiokofvek, koho spolofnost Abbyie
pisomne urél. Kontakimi Inititicie pre spolofnost
AbbVie sG PharmDr, Silvia BakoSova, MPH, Univerzitna
nemocnica Bratislava, PaZitkova 4, 821 01, Brafislava,
Slovenskd republika, ftel. +421 917 p47 752, alebo

2. Contacts.

Instituion’s confacl(s) at AbbVie will be Mgr. Marie
Chaloupecké, Metroncm Business Center, Bucharova
281713, 158 00 Praha 5 Nové Butovice, Czech
Republic, tel. + 420 737 154 984, NIS coordinator or
whomever Abb\ie may designate in writing. AbbVie's
contact(s) at Institution will be PharmDr. Silvia BakoSova,
MPH, Univerzitnd nemcecnica Bratislava, PaZitkova 4,
821 01, Bratislava, Slovak Republic, phone no.
421917 847 752, _or  whomever Institution may
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"Kiokolvek, kono Inslitiicia pisomne uréi.

designate in writing.

| alebo vEetkymi, ak je to potrebne.

v asell

3. Sdl mi.

(a) InStitdcia wyhlasuje, zarutule a zavAzule sa, Ze
vykond abude vyzadoval - aj od Skigajiceho,
spoluskisajicin a ostatnych zamesinancov In&titcie,
subdodavateloy @& zaslupcov vykonavajlcich sluZby
siivisiace so Stadiou (spolotne al zar ia"
vykonavat Stadiu a pinit svoje povinnosti podia tejto
Zmiuvy vsllade s i Protokolom; (i) vBetkymi
pisomnymi pokynmi, kioré poskytne spolognost Abb\ie
(i) a vBetkymi platnymi zékonmi, pravnymi pred
a smemicami a pracovrymi kGdexami odvetvia (spolotne
,Pravne predpisy”), okrem iného aj zdkonmi na boj
proli Uplatkarstvu a korupeii, smernicou ER o spravng]
klinicke] praxi, ktord vydale Medzinarodné konferencia
o harmonizacli technickyeh poziadaviek na registraciu
farmaceutik na humanne pouZitie E6 (zl P,
lokéinou legisiativou implementujicou EU Nariadenie
o klinickom  skaiZani  2001/20/EC, ktoré moFu byt
prilei a dopinend,  VEeobecne
nariadenie EU o ochrane osobnych tdajov 2016/678) a
silvisiace prévne predpisy na ochranu dat  ("Pravne
predpisy na ochranu osobnyeh ddajov’) rovnako ako
aj ostalné zaAvazns pravidia, pravne predpisy &
nariadania, ktoré mdZu byt vydané v budiicnosti a takisto
prilefitostne zmenené a doplnend. Vo vzfahu k vysie
uvedenym povinnostiam Indtiticla dalej zabezpebl, Z&
vykondvanie Stadie bude schvalované a dohliadané
prishugngmi regulaénymi org anmi — Statnym dstavom pre
kontrolu  liefiv,  kontrolnymi organmi  indtiticle
(,Institutional Review Board", dalej len JRB"), Nezavisiou
atickou komisiou (,Ethics Commitiee’, dale] len [EC"),
Inglitiicia bude
dodrZiaval pokyny prisluSnych regulatnjch organav,
vratane Statneho Gstavu pre kontrolu liediv a IRB alebo
EC, alebo oboch , ak je fo potrebné, s ohfadom na
vykondvanle Stidie aoznami spolotnosti  AbbVie,
v akom rozsahu sa fieto pokyny odlizuji od Protokolu.

Compliance with Law,
a) Institution represents, warrants and covenants that it
shall  and Investigator,
subinvestigator(s) and institution’s other employees,
subcontractors and agents performing services related to
the Study (collectively, “Insti ion P ") onduct
the Study and perform its obligations under this
Agreement in compliance with: (i) the Protocol; (i) all
writlen instructions provided by or on behalf of AbbVie:
{iiiy and ali applicable laws, regulations and guidelines
and industry codes of praclice (collectively, “Laws"),

cormupticn International
Harmonisation  of Technical Requirements for
Registration of Pharmaceulicals for Human Use E6 Good
Clinical  Practice ICH-GCP"), local legislation
implementing EU Clinical Trial Directive 2001/20/EC as
the same may be amended from time to time, the EU
General Data Protection Regulation (2016/679) and
reiated data protection laws (‘Data tion_Law(s
as well as other applicable mandatory rules, regulations
and guidelines that may be enacted in the future as each
may be amended frem time to time. In furtherance of the
foregoing obligations, Institution will further ensure that
the competent authorities, State Institute for Drug Control
(Stétny Ustav pre kontrofu lieciv), an Institutional Review
Board (the “IRE’), an Ethics Committee (the “EC"), or all,
as applicable approves and oversees the (conduct of the
Study. Institution will comply with the directives of the
relevant regulatory suthorilies, including the Sitate
institute for Drug Control and the IRB or EC, or both, &5
applicable, respecting the conduct of the Study, and will
notify AbbVie to the extent any such directives vary from
the Protocol.

b) Inétitlcia zalsti, #e SkiBajlci prad Gcasfou
jednotiivich giastnikov v Etidii ziska, ak sa lo vyZaduje,
podpisany informovany sthlas (LJCFY), ako ho schvalila
spolofnost AbbVie a EK. Ak In3liticia alebo SkuSajlci
navrhuje uverejnit akiikolvek propagdciu na na nabor
arastnikov, takato propagdcia vyZaduje predchadzajlce
preskiimanie a schvilenie spoloEnostou AbbVie, pred
jej predioZenim prisiusne] EK.

(b) Prior to each Study subject's participation in
the Study, Institution shall ensure Investigator oblains a
signed informed consent form, if required ("|CE’), as
approved by AbbVie and the EC. If Institution or
investigator proposes to publish any Study subject
recruitment  advertisements, such advertisements
require AbbVie's prior review and approval in advance
of submission to the applicable EC.

(c) InStitGcia zabezpeéi, Ze pred zaciatkom Stidie
Skasajici a vieic spoiuskiSajuci poskytnd spoloBnosti
AbbVie véetky potrebné dokumenty vyZadovand
spolotnostou  AbbVie na zabezpetenie slladu s
prislugnymi predplsmi a lo oktem Iného vrdtane
akiudineho Zivotopisu a lekérskej licencie, alebo jej
ekvivalentu. Indtiticia a Skdsajuel budd plnit vietky
poziadavky tykajlce sa oznamovania a postupov v
pripade konfiiktu Zaujmov.

(c} Prior to the initiation of the Study, Institution will
ansure that Investigator and any subinvestigator provides
AbbVie with all essential regulatory documents
requasted by AbbVie to ensure compliance with
applicable regulations, including but not limited to cument
Curriculum Vitae and medical license, or eguivalent
institution and Investigator will comply with all applicable
requirements regarding reporiing and management of
conflicts of Interest.

@ inStitcia sahiasi, 2o ak spolognost AbbVie zaplati

alebo bezplatne poskytne Materialy afalebo sluZby k

(d) Institution agrees that if Study Materials (as defined
below) andlor services are paid for or provided without

DOVERNE
Template: Abb\ie Slovakia - PMOS Agmit (2 Agmits per sie - institution) 18MAY 2018
Document Name: H7-155 SENSE Contract Abbvie_Nem,.Bratislava (2 Agmts per site - insf)_FINAL

Page 3 of 24

245




Y

Nemocnice Bratislava
MUDr. Daniel Cierny, PhD,
H17-1565

HMJan201

Stidii (ako s0 definovang niZiie),, nebude InktitGcia ani
le} zdslupcovia samostatne UEtovat alebo Fadat néhradu
Za fieto Materfaly k Stadii alebo sluZby od tretich siran,
okrem  iného  vritane GEastnika, stkromnych
poskytovatelov poistenia, Stdtnych programov, alebo

charge by AbbVie institution or its agents shail
separately bill or seek reimbursement for such Study
Materials or services from any third party including,
without limitation, the subject, any private provider of
insurance, or any govemment program or other public
provider of insurance.,

inyeh verejnyjch poskytovateloy poistenia,

4. Doddvky pre Stidjuy, Licencis .

Vzhladom na  observadng pPovahu tejio  Stidie
spolofnost’ AbbVie nebuds poskylovat' Produkt, ktory ja
predmetom 3tadie a ani nahragy nakladov na tento
Produkt. SpaloZnost AbbVie poskyine In&tificii zdarma
dostatofné mnoZstvo  formuldroy pre  Zaznamy
¢ hodnotenych  Ggastnikoch alebo prisiup  k systému
eleklronickej evidencie dat (dale] len ,CRF*),pristup ku
kdpidm alebo képie urlitych wvysledkov prieskumov od
pacientov( ickej alsbo papierovej padobe),
dotazniky afalabo Skaly(,PRO") padra konkréine| situdcie
avietky ostatng materidly a informdcie uvedend
v Protokole,, ktoré spelognost AbbVie povaiuje za
potrabné pre vykonanie Stidie (dalej spolu len ,
K Stodil"). Ziadne Materidly k $tddii a ostatné informécie
poskytnuté spoloénosfou AbbVie v sdvislosti = touto
Zmiuvou nebudd pouZité na iny Géel ako na vykonanie
Stidie v salade s Protokolom avietky s a ostany
gjuwm' viasinictvom spolognosti AbbVie, Po skongen
die alebo na Zadost spolognosti AbbVie Materidly
k Stadil vratia alebo Zlikvidujti v silade s Protokolom.
Intiliicia zdokumentuje takéto nakiadanie podfa pakynov
spolotnosti AbbVie.
Institcia, Skasajici ani Ziadna ing Prijimajica strana
(definovand niZSie) nesmie (1) Zvarejnit Zadnu East PRO
v Zladnom rukopise, posteri, dstnej prezentéeil ani
Ziadnym ingm spdsebam; nesmie {ll} Ziadne oznémenie
uvedend v PRO odstranif & Zmenit; ani nesmie (Il) PRO
Zmenif,predat, distribuovat' & uvalnit k pouZitiv Zadnej
tretej stans, okrem pripadoy sivislacich s vykonanim
ie podfa Protokalu,

4. Study Supplies: 3

Due to the observationai nature of this Study, AbbVie
will not be providing Abb\Vie Product or reimbursement
for AbbVie Product. AbbVie will provide to Institution, at
no cost, sufficient quantity of the case report forms or
access fo an electronic daia caplure system, as
applicabie (the "CRFs"), access to or copies of certain
patient reparted outcomes {electronic or paper) surveys,
questionnaires, andior scales ("EROs"), as weli as any
other materials and information specified by the Pratocal
which AbbVie deems necessary to conduct Study
(together, the "Study Materials*). Al Study Materials and
other information provided by AbbVie in connection with
this Agreement will not be used for any other purpose
other than fo conduct the Study pursuant to the Protocol
and will remain the sole property of AbbVie. Upon
termination of the Study or at AbbVie's request, the
Study Materials will be retlumed or destroyed pursuant
the to the Protocol. institution will document such
disposition pursuant to "AbbVie's direction, Neither
Institution, Investigator nor any other Receiving Party (as
defined below) shall (i) publish any part of the PROs in
any manuscript, poster, oral presentations, or otherwise;
(fi) remove or alter any notice contained in the PROs; or
{iii) madify, transfar, distribute, or release the PROs io
any third party, except in connection with performing the
Study in accordance with the Protocol.,

5,

i 0 postupe a dny V.
Na Ziadost peskyine Institicia fstne hodnotenie alebo
predioZi pisomné sprévy o postupe Studie spolonosti
AbbVie. Pokial spoloBnost AbbVie pisomne nenariadi
inak, do Styridsiatich piatich (45) dni od dokondenia
alebo ukonZenia Stadie poskytne Institicia spoloénasti
AbbVie pisomne nasledovné:

5. Pr d Post- :

Upon request Institution will submit oral or written
reports on the progress of the Study to AbbVie. Within
forty-five (45) days following the completion or
termination of the Study, Institution will fumish Abb\ie
with the following, unless AbbVie direcis otherwise in

(8) koneénii IRB alebo EC spravu o Stadi, kior pre IRB
afalebo EC vypracuje Skisajici:

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

(b) vielky vypinens, pouZité a nepouZité CRF, kiore
redtym nebeli odovzdané spoioénosti AbbVia: a

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

(c) vSetky (daje, spravy aine

informacie vytvorend
v slvislosti so Stddiou; a

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

Spolonost Abbvie
kopiu zéverednej sprdvy zo Stidie
pracovnych dni od jej dokondenia

poskyine Indtitdcii & SkiSajdoamu
do tridsiatich (30)

AbbVie will provide Instituion and Investigator with a
copy of a final Study report within thirty {30) business
days of its finalization,

—

6. Monkorovanie a audit_uchoy nie o,

6. Monitori : Re Retent
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{a) Indliticia umozni spolotnosti AbbVie a vEetkym fiou
urfenym zéstupcom pristup na miesio konania Stadie
poias beZnej pracovnej doby za (Eelom monitorovania
vykonévania Stidie a auditu zéznamov, GRF, podkladov
a injeh Gdajov tjkejiicicn sa Studie, ak je to poZadované
pravnymi predpismi na ochranu dovernosti GZastnika v
silade s Clankom 9 {Utajenie dat Gtastnika a ochrana
Gdajov) fejto  Zmluvy rovnako ako technicke
a organizagné bezpetnostnd prvky prijaté na ochran
Osobnyjch Gdajov. Ak v gasledku menitorovania alebo
auditu poZaduje spolo€nost AbbVie napravné alalebo
preventivne opatrenia, In&titicia okamdite  vytvorl
a realizuje akény plén napravnych afalebo preventivnych
opatreni.  Pravo spoloénosti AbbVie na audit je
zachované al po uplynull platnosti tejto Zmiuvy. W
pripade, Ze v ddsledku monitorovania spolotnost AbbVie
sisti zavazny ndlez z audity, Kiory nebude wvEas
odstraneny { v pripade porusenia akéhokolvek bodu
Elinku 9 do piatich (5) dni ), alebo mie je schopné
zabezpetif vias napravi, spolo&nost AbbVie méZe tito
zmiuvu okaméite vypovedaf.

(@) Institution will permit AbbVie and any AbbVie
designea access o Study sites during normal business
hours to monitor the conduct of the Study as well as 10
audit records, CRFs, source documents, and other data
relating to the Study as may be legally reguired to protect
subject confidentiality consistent with Section @ (Subject

well as technical organizational security measures put in
place fo protect Personal Data. |f AbbVie requests
corrective andfor preventive action as a result of its
monitoring or audit activities, institution shall cemply with
the timely creatlon and implemantation of a corrective
action andfor preventive action plan. AbbVie's right to
audit shall survive the expiration of this Agreament, If, as
a result of Study monitoring, AbbVie ideniifies a
significant audit finding that is not imely cured (in case of
any breaches of Section 9 within five (5) days) or is
incapabla of timely cure, AbbVie may immediately
tarminate this Agreement.

(b) In&titdcla zabezpetl, Ze Gdaje o OEastnikovi, tak ako
sl pozadované v Profokole, budii vieZend do CRF (& uZ
v elektronickej alebo papierove] forme) de platich (5)
pracovnych dni od nédvstevy Giéasinika.

(b) Institution will ensure that subject data, as required in
the Profocol, is entered into the CRFs (whether
alectronic or paper) within five (5) business days of
subject visil.

{c) Pokial to pravne predpisy nezakazujd, InEtitdcia
okamZite  informuje spolo&nosl AbbVie o prijatl
akejkolvek Zadosti zo etrany regulatného orgdnu na
kontrolu alsbo pristup k dokumentom tykajticim sa Studie
a2 okamzite poskyine spoloénosh AbbVie képiu iakejto
Fadostl, vratane képil dokumentov, ktoré dostala od
regula&ného organu alebo ktoré mu poskytia. Ak bude
vydané reguiatné predvolanie  alebo oznamenis
sivislace so sluzbami podlia tejto Zmluvy, Inétitdcia
siihlasi, #e vypracuje shm, ktory bude zahifiaf
vysvetlenie otazok  identifikovanych regulanym
orgénom, odpovede na vyznamné otazky identifikované
regulaénym organom a vysvetienie vplyvu takéhoto
regulatného predvoliania alebo oznamenia vo vefahu k
slufbam poskytovanym podla tejto Zmiuvy. Ingtitticla
siihlasi, Z& poskyine spoloénosti AbbVie takyto sGhm do
pétnéstich (15) dni od prjatia regulagného predvolania
alebo oznamenia Indtiticlou.

(c) Unless prohibited by law, Institution will notify Abbvie
immediately upon receiving any requests by any
regulatory authority fo inspect or hawe access 10
documents related to the Study and will promptly provide
AbbvVie with a copy of any such request, to include
copies of any documents raceived from or provided to
ragulatory authorities. In the event a regulatory citation
or notice is issued which relates 1o the services under
this Agreement, Institution agrees to produce a summary
that includes an explanation of the issues identified by
the regulatory authority, any response fo the significant
jssues identified by the regulatory authority, and an
explanation of the applicability of such regulatory citation
or notice o the service(s) provided hereunder, Ingtitulion
agrees fo provide Abb\ie with such summary within
fifteen (15) days of Institution’s receipt of any regulatory
citation or notice.

{d) InStitGeia bude uchovavat Dokumenty K Stadi
v sllade s platnymi zékonmi a pravnymi predpismi alebo
Protokolom, podia foho, kioré z nich urtuje dihsiu dobu
uchovavania. Na Ziadost a naklady spolo&nosti AbbVie
bude Ingtiticia uchovavaf Dokumenty k Eodi aj dihsie.
ingtiticia zasle spoloénosti AbbVie pisomné pznamenie
o odsirdneni Dokumentov k Stadi  Zo ZAZNamov
Eestdesiat (60) dni vopred.

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

T, Qdmena z

7. Compensation.

mend.

a) Spolofnost AbbVie zaplali na Gcet In&titicie
dohodnutd  adment podla Rozpotiu uvedeného
v Prilche Aazahmutého tu ako (,Rozpogel’).
Dohodnuté odmena nezahffia odmenu pre skigajoceho
a nim urbeny pracovny tim. Odmenu pre skisajiceho
ajeho ftim sa spolofnost AbbVie zavézule riesit

{a} AbbVie shall pay to ihe account of the Institution
agreed reward in accordance with the Study budget set
farth in Exhibit A and incorporated herein (the "Budaet'}.
The agreed compensation  shall not  include
compensation for the investigator and the work ieam
helshe appointed. AbbVie undertakes to deal with

DOVERNE
Template: AbbVie Slovakia - PMOS Agmt (2 Agmts per site - insfitution) 18MAY2018
Document Name: H7-155 SEMSE_Contract Abbyle_Mem Bratislava (2 Agmis per site - Inst)_FINAL

Page 5 of 24

49




Vi

Nemocnice Bratisjava
MUDr. Daniel Ciemy, PhD.

H17-155
HMdan2019

v separdinej zmuve. Okrem loho maji zamesmanci consideration for the Investigator and his/her team |
Intiticle, wvratane Skiajiceho, ndrok na nahracdy independently. In addition, Institution’s employees,

AbbVie (ktora
zahiha leteckl dopravy v ekonomicke] triede,
a obwyklé ubytovanie a sadzby stravného v geograficke
oblasti cesty) amdZe im byt poskytnutd strava na
stretnutiach skdSajticich alebo inych stretnutiach, ktoré
spolofnost AbbVie poZadule.  Strany sdhlasia, Ze
hodnola uvedena v Rozpolte predstayuje primerand
trhovil hodnotu za sluzby, ktoré maju byt poskytnuté,
a nebolo ovplywnend spésobom, berie do Gvahy
objem alebo hodnotu akychkolvek
obchodne] spoluprdce medzi Indtiticiou a spolodnosfou
AbbVia,

including Investigator, may be reimbursed for reasonable
and necessary expenses related to travel, consistant with
AbbVie's fravel policy (including economy coach air
travel, reasonable and customary lodging and meal rates
based on the geographic region of travel), and may be
provided meals at investigator meetings or other Abbvia
required meetings. The parties agree that the amounts
set forth in the Budget represents the fair market vaiue
for the services to be rendered and have not been
determinad in any manner that takes into account the
volume or value of any referrals or business otherwise
generated between or among Institution and Abb\Via,

{v} Rozpotet je zaloZeny na (plnom poskyinuti sluzieh
a Upinom dodrZani podmienak tejto Zmiuvy (vrdtane
Protokolu). Spolo&nost AbbVie nebude uhrddzat’ CRF,
ktoré budd obsahovat nedplné a nepresné ddaje, alebo
Udaje ziskané od GEasinikov zaradenych v rozpore
& Protokolam {Nevyhovujiice CRF). Ak
AbbVie za takéto Nevyhowujiice CRF wuZ zaplatila
predtym, preplatok sa odpotita Z dalde glaiby {alebo
koneéne] platby tak, ako je uvedend v linku  7(d)
niZzsia).

(b) The Budgst is based on the full performance of
services and compliance with the terms of this
Agreement (including the Protocol). AbbVie will not remit
payments for CRFs containing Incomplete or inaccurate
data or data collected from subjects enrolled In viclation
of the Profocol ( | Fs"). If Abb\Vie has
previously pald for such Non- ing_CRFs, such
payment will be deducted from the next payment {or the
final payment, as described in Section 7{d) below).

(c) Véetky platby sa uskutotnia vsilade so zmluvngmi
podmienkam| Prilohy A a a2 po podpise fejfto Zmiuvy
zmluvngmi stranami.  Uhrada poplatkov IRB/EC je
podmisnend  ukongenim preskimania  IRB/EG
akonelnym rozhodnutim wvo  vazfahy ku y
predioZanym Dokumentom k #tadii, okrem iného vratane
Protokolu afalebo revizii Protokoly, Spolognost’ AbbVie
nie je povinnd uhradit Indtitaei

rované  spoloénosti  AbbVie
stoosemdesiat (180) dni po détume
Zmluwy.

(c) All payments shall be made in accordance with the
terms of Exhibit A and only after all parties have signed
this Agreement. Reimbursement of IRB/EC fees Is
conlingent upon completion of the IRB/EC's review and
final decision regarding all submitted Study documenis
including, but not limited 1o, the Protocal andfor Protocol
revisions. AbbVie will not be obligated to reimburse
Institution for pass-through expenses invoiced fo AbbVie
more than one hundred eighty (180) days after the
termination date of this Agreement.

(d) Keneéna platba In3titGcil podra tejlo Zmiuvy bude
splatna po dokonéeni vietkych sluZieb plénovanych
podra tejto Zmiuvy, edovzdani vEetkych CRF spolofnosti
AbbVie a vrateni vBatiych poloZiek opisanych v Clénkuy
§ (Dorugovanie sprav 0 postupe a naslednych sprav)
spolodnosti AbbVie a bude k nej prileend finantné
vylélovanie spracované spolognosfou AbbVie. Ak sa pri
vylctovani zisti, e celkova suma, ktoni spolofnost
AbbVie zaplatila, je nizsia ako suma, na kior( mé

Inétifiicia narok podfa tejto Zmluvy, spoloénost AbbVie
zaplati tito diZnd sumu. Ak sa ma spolotnosti AbbVie
vralil' akékofvek nezasiiZens odmena alebo preplatok,
InStitticia  musi  uhradit  vracani tiastku  spolu
s podkladovou dokumentaciou spolognosti AbbVie na:
Metronom Business Center, Bucharova 2817M13, 158 00
Praha 5 Nové Butovice, Ceskéd republika, Vietky platby
splatné jednou stranou druhsj strane v ramci vyliciovania
musia byt uskutotnené do Styridslatich piatich (45) dnf

{d) The final payment due to Institulion under this
Agreement shail be payable upon completion of all
services contemplated hereunder, delivery to AbbVie of
all CRFs, and return to AbbVie of all ltems described in
Saection 5 (Delivery of Progress and Post-Study Reports)
and will be accompanied by a financial reconciliation
perfiormed by Abb\ie. If the totai amount AbbVie has
paid is less than the amount to which Institution is
entitied hereunder as revealed by the reconciliation,
AbbVie shall pay the cutstanding amount due. If AbbVie
is due a refund for any unsarned fees or overpayments,
Institution shall remit the amount of such refund with
supporting documentation fo Abb\ie at etronom
Business Center, Bucharova 281713, 158 00 Praha 5
Nové Butovice, Czech Republic. Any payments due
from ane party to the other under the reconciliation shail
be made within forty-five (45) days of the notice and
invoice of amount due.

ode difa ozndmenia a Taktiry na diznd sumu.

(e) V pripade sporu o plaibu neamie Institicia odmietnuf
poskyindf Gdaje alebo informécie o Stidi aF do
[ vyriedenia sporu, prato¥e takéto odmietnutie poskytnutia

(€) In the event of a payment dispute, Institution shall not |
withhold Study data or information pending resolution of
the dispute because such withholding may cause
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%‘:.r mohlo spdschbit nenapravitefné Skody vo vzlahu k
tildii,

ireparable harm to the Study.

- —

() Na zaklade pisomného  sthlasu Ingtitcie mdie
spolotnost AbbVie delegovat niekioré svoje platobné
povinnosti na spinamocnent organizdciu (dale] len
"CRO"). Viakomto pripade In3tithcia siihlas!, Ze pokial
ide o platby delegovane spolognostou AbbVie na CRO,
in&titdcia bude Hadalt' Ghradu najskar od CRO.

{f) Upon written Institution's consent, AbbVie may
delegate certain of its payment obligations to a contract
research organization ("CRO"). In such event, Institution

agrees that as to any paymenls delegated by Abb\ie to
a CRO, Institution shall first seek redress from the CRO
far compensation.

8

g fi

(a) Potas Daoby planosti tejio Zmiuvy, vratane Jej
predizeni, a po dobu desiatich (10) rokov od uplynutia
platnosti alebo ukonZenia teflo Zmiuvy nebude In&titticia,
joj zamestnanci, zastupcovia, subdodavatelia a pobotky,
Skosajici (spolofne dale] len f sirana”)
spristupfiovat Fadne Déverné informacie  bez
predchadzajicsho pisomného  sthlasu spoloénaost
AbbVie. Bez ohladu na vysSie uvedend platia povinnosti
zachovaval dévernost a nepouZivat akékolvek Davermé
informéacle  oznafené  ako obchodné  tajomsivo
spoloénosti AbbVie ostava v platnosti tak diho pokial si
tieto Doverné informacie zachoval status obchodného
tajomstva  podia prisiudnych  Zakonov. JDoveme

* zahfiajl vEetky informacie  poskytnuté
Prijimajdce] strane spolotnostou AbbVie alebo v jej
mene, okrem ingho vratane Protokelu, Produktu, ktory jé

predmetom  Eldie, Materialov  k Stadi, a vietkych
materélov a informécii tykajicich sa spoloénasti AbbVie
alebo Stidie, alebo gwx\ ktoré boli vytvorené ako
vysledok vykonavania tadie (vratane Osobnych Gdajov
ziskanych od Ugastnikov sk(iZania), s vynimkou
akejkalvek tasti:

a) During the Term of this Agreement, including any
extensions thereof, and for a perod of ten (10) years
afier the expiration or termination of this Agreement,
Institution, its employees, agents, subconiractors and
affiiates, Invesfigator (collectively, *Receiving Party”)
shall not disclose Confidential  Information without
Abbvie's prior written consent. Motwithstanding the
foregoing, obligations of confidentiality and non-use with
respect lo any Confidential Information identified as a
trade sacret by AbbVie shall ramain in place for so long
as the applicable Confidential Information retains its
status as a trade secret under applicable law.
=Confidential Information” shall include any information
provided to Receiving Parly by or on behalf of AbbVie,
including but not limited to the Protocol, AbbVie Praduct,
Siudy Materials, and all materlals and information
concemning AbbVie or the Study or developed as a resuft
of conducting the Study, (including Personal Data
collected from Study subjects), except any portion
thereof which:

{i) ktoré je znama Prijimajtcej strane pred prijatim, o €om
svedéia jej pisomné zdznamy;

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

(i) kiora sa Prijimajica sirana dozvedela od trete]
strany, kiord mé préavo na takéto spristupnenie
nedavernym spisobom; alebo

[ 7s disciosed 1o the Receiving Pariy by a Third party |
who has a rnight to make such disclosure in a
nonconfidential manner, or

| — ———

{iii) ktora je alebo sa stala versjne znamou beZ zavinenia
Prijimajice] sirany.

i) 7 or becomes part of the public domain through no
fault of the Receiving Party.

@) Prijimajica strana nebude pouzival Dbverné

informécie na iny Gée! ako je uvedené v tejto Zmluve bez

irggnhﬂdzaﬁoahn pisomného  slnlasu spoloGnosti
Wie.

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

(c) Ziatdne ustanovenie tejfto Zmiuvy sa nebude
interpretoval ako gbmedzenie  Prijimajace]  strany
spristupnit Déverné informacie, ak to vyzaduje zakon,
sidny prikaz, iné Stalne nariadenie alebo poZiadavka za
predpokladu, Ze Prijimajica strana okamZite zaBle
spoloSnosii  AbbVie pisomné oznamenie (v kazdom
pripade najneskdr do platich (5) pracovnych dnf), aby
umasnila spolotnosti AbbVie prijat opatrenia na ochranu
svojich Davernych informacii.  V pripade,
nedosiahne Ziaden ochranny alebo iny opravny
prostriedok, alebo sa spolofnost AbbVie vzda dodrZania
podmienck uvedengch v fomto Glanku 8, Prijimajuca

{c) Nothing in this Agreement will be construed to restrict
Receiving Party from disclosing Confidential Information
as required by law or court order or other govemmental
order or request, provided in each case Receiving Parly
shall give AbbVie prompt written notice (and in any case
at least five (5) business days notice) to aliow AbbYie to
take acfion lo protect its Confidential information. In the
avent thai no protective order of other remedy is
obtained, or AbbVie waives compliance with the terms of
this Section 8, Receiving Party shall furnish only that
portion of the Confidential information which is legally
required based on the written opinion of legal counsel.

strana poskytne len 10 gast Divernych informacii, ktora
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j& poZadovana pravnymi  predpismi  na zéklade

Isomného stanoviska prévneho poradew,

(d) Prifimajica strana nespristupni spoloZnosti AbbVie (d) Receiving party will notl disciose to AbbVie any

Ziadne dbverné informacie tretej strany, alebo | information which is confidential or proprietary to a third

informécie, kforé sg viastnictvom tretej strany, pokial | party unless Institution has first obtained the prior written

Intitiicia neziskala predchédzajici piscmng  sihlas approval of both such third party and AbbVie.

takejto trete] strany aj spolo&nost] AbbVis,

B8 U Ie 0 ka rana G : 5. Subject Confidentiality and Data Protection.

(a) Zmluvné strany sa zavizujl, %e skiSanie bude (8) The Contracling Parties undertake to conduct the
vykondvang v sllade s Nariadenim Eurdpskeho trial in compliance Regulation (EU) 2016/879 of the
pariamentu a Rady (EU) 2018/879 z 27. aprila 2016 European Parllament and of the Council of 27 April
© ochrane fyzickych oséb pri spracdvani esobnych 2016 on the protection of nalural persons with
Gdajov a o valnom pohybe takjchto Udajav, kiorim regard to the processing of personal data and on the
538 zruBuje smernica O54B/ES a zdkonom &, free movement of such data, and repealing Directive
18/2018 Z. z. o ochrane osobnyeh Udajov v platrom 95MB/EC and Act No. 18/2018, on Personal Dala
gwnc:;;i NI; Hbm{:mv mnﬁgze ﬁd!vamg;gﬁb&:a;tqﬂ Protection, as amended. Where AbbVie on behalf of

enovia Persondlu za 8 Spracivajd, je Sponsar or any Institution Personnel Processes (as
deftované ni2Sie) , Osobné ddaje Utastnikov defined below) Personal Data of Study subjects, the
Skusania, zmluvné strany zabezpetia, aby sa takéto parties shall ensure such processing is performed
Spraclvanie vykonavalo wluéne v siilade s fouto only in accordance with this Agreement, al
Zmiuvou a viefkymi plainymi Pravaymi precipismi applicable Laws, including requirements pertaining
vratane pofiadaviek vztahujicich sa na dﬂhD‘tI}" to data transfer agreements, if applicable, and
opresunoch Gdajov (ak sa to  uplatiiuje) AbbVie's written instructions. For the purposes of
a pfsomnymi pokynmi spolognosti AbbVie, Na Oely this Agreement, the terms "Processing’_Personal
tejto z""“'-_"'",'!" f“g'-l pojmy , am nll Data”, "D Controller" and ° cnal Data

5 Lt L Braach” meanin i them in
osobnych Gdajov* interpratovans v zmysle, kiory je E%%;Tm: ?;?fm WSRO T,
tymto vijrazom dany Pravnymi predpismi na ochranu
osobnych Gidajov. ’

(b) Zmhwné strany siblasia, 2= spalofnost AbbvVie {b) Parties agree that Abbvie acis as Data Controlier
bude jednat ako Sprévca dét s ohfadom na klGEové with regard to key-coded Personal Daia of Study
kédované Osobné Gdaje Gfastnikov  skdSania subjects coliected in accordance with ICF and
ziskand v silade s ICF a Osobné tidaje Personal Data of Principal  Investigator and
Skisgjiiceho a Personalu zariadenia ziskané na Institution  Personnel  collected under this
2éklade tejto Zmluvy.. Indtiticia a/aleho Skazajici a Agreement. Institution aridfor Principal Investigator
bude jednat ake Spravea dat vo vzlahu Kk acl as Data Controller with respect fo any medical
akymkolvek zéznamom zdravoinej dokumentécie, records they obiain from Study subjects and any
kloré budd ziskané od Uastnikov skiiZania other personai dafa collected or generated by them
aakekolvek iné osobné Gdaje nimi Ziskans & in the course of the Study for the purpose of
vygenerovane v prisbehu SkiGZanla pre  ddely exercising their independent medical judgment in
zalstenia ich nezévislého lekdrskeho postidenia line with the Study Protocol.

v slilade s poZiadavkami vyplyvajicimi z Protokoly
SkdZania,

{c) Zmluvné strany budg zabezpefoval dostatodng {c) Parties shall maintain appropriale technical and
urovefi technickych a organizaénych opatreni za organizational security measures to protect Personai
Géelom ochrany Osobngch Gdajov. Zmluvné strany Data. Parties agree o regularty test, assess and
stihlasia, Ze budd vykonavat pravidelnd kontroly a evaluate the effectiveness of such implementad
vyhodnotenie  G8innosti  zavedenia takychto security measures.
bezpednostnych opatreni. :

(d) Zmiuvné strany sa zavézulu, Ze si vzajomne posld (d) Parties shall nofify each other within thirty-six (38)
oznamenie najneskér do tridsiatich Siestich (38) hours of discovery of any potential Personal Data
hodin od zistenia akéhokolvek poiencidlneho Breach. In such case parties wil cooperate in good
Zasahu do osobnych Gdajov. V takomto pripade sa faith to decide whether notification to data subjecis
zmluvné strany zavazuji %8 budg spalupracoval’ andfor government authorities is required and if 80
v dobrom Umysle za G&elom zistenla, & e potrebné agree on how such notices should be given and any
odosiat’ oznémenie Ugastnikom skidania a/ alebo remedial acliens (o be taken, Where the parties
prisludngm dradom a v kladnom pripade sa decide that notification is required, Instilution shail
dohodn na tom, ako budi takélo oznamenia be responsibls for providing such notifications.
doruiené aako budid uskutoénené  dojednané Institution shali not disclose, without AbbVie's prior

|_ pravne opatrenia. \ pripade, %e sa Zmluvné strany written approval, any information relzied fo the
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rozhodni, ze oznamenie je potrebné, bude Ingtitdcia Personal Data Breach to any third party other than a
zodpovedna za poskylnutie takychto oznémeni. vendor hired to investigate/miligate such Personal
In&titticia sa zavazuje, Ze nezverajnl, nespristupni, Data Breach and bound by confidentiality
neposkytne & neozndmi bez predchadzajiceho obligations, gxcept as required by applicable Law.

pisomného sihlasného  stanoviska spoloénosti
AbbVie, akikolvek informaciu tjkajtcu sa Ziasahu
do osobnych Gdajov akejkolvek frete] sirane
odlisng] od poskytovatela zgmiuvného  plnenia
dojednaného za GOZelom preSetrenia/ zmiemenia
nasledkoy takéhoto Zasahu do oscbnych udajov a
bude wviazané povinnostou sachovéavat diverny
reZim takychto skutoénosti, okrem pripadov, kedy j&
odli&ny postup poZadovany na zaklade prislulnych

pravnych predpisov.

(e) Zmluvné strany sahlasia, e spolocnost AbbVie je (e) Parties agree that Abbvie may request institution to

oprdvnend po!admraf od In&titicle vybavenie manage requests from Study subjects for access,
poZiadaviek Ugastnikov skiiania na pristup, Zmenu, amendment, transfer, blocking, of deletion of
prenos, blokovanie, #  odstranenle Osobnyjch Personal Data. AbbVie may forward any Personal
Gidajov. Spolofnost AbbVie moFe postopit Dats requests from Study subjects received by
akékolvek pofiadavky Utastnikov skiidania tykajice AbbVie to Institution. Institution acknowledges that
sa Osobnych Gdajov, kioré spoloénost AbbVie in order to maintain the integrity of Study results, the
obdrzi, na Inglitdciu. Institdeia berie na vedomie, Ze ability to amend, block, or delete Personal Data may
7a (iGelom zachovania integrity Vysledkov SkiSania, be limited, in accordance with applicable Law.

méZe byt moZnost zmenit, blokovat & odstranit
Osobné Gdaje  obmedzend, ato wvsllade
s Pristuingmi pravnymi predpismi.

( Zmluné strany sa budll vzajomne pisomne {fy Parties shall notify each other of any requesis or

informovat  odoslanim oznamenla  chfadom complaints from any governmental authonty or other
akejkolvek poZiadavky &i sfaZnosti od akéhokolvek third party with respect lo any Processing of
stafneho Gradu & trete] strany VO vztahu Personal Data and will in good faith cooperaie with
k akémukolvek Spracovaniu osobrnych  Gdajov and promptly assisi each other, and any relevant
a bud( v takychto pripadoch spolu v dobrom dmysie government authority in such cases, inciuding
spolupracovat a neodkladne si navzdjom ako aj 8 making available all information necessary to
akymkolvek prislusngm  Stainym dradorm demonstrate compliance with this Section 9.

napoméhat,  vritane spristupnenia vaetiych
informacii nevyhnutngch za GEelom preukazania
siladu s fymto Clankom 9.

10. Publicta. InStitdcia pri publicite, reklame alebo 70, Publicity. Institution =nall not and shall ensure
informovani vo vefahu k trelej strane alebo verejnosii | Receiving Parly shall not disciose the existence or terms
nezverejni, @ zabezpedi, aby Prijimajica  strana | of this Agreement or use the name, trademark,
nezversjnila existenciu alebo podmienky tejto Zmiluvy, | servicemark or logo of AbbVie in any publicity,
ani nepouzila meno, obchodnd znatku, obchodni | adverising or information, which is disseminated to any
snémku alebo logo  spolofnost AbbVie bez | third person or to fne general public without AbbVie's
predchadzajiiceho pisomného  sihlasu spolo@nosti | prior written approval. Institution understands that the
AbbvVie. Ingtittcla berie na vedomie, Ze spoloénost | amount of any payment made hereunder, may be
AbbVie moze spristupnit a zverajnit podmienky tejto disclosed and made public by AbbVie as required by law
Zmluvy, vratane vysky akychkolvek platieb realizovanych | or regulation or where AbbVie deems appropriate.

podia fejto Zmiuvy, ak to vyzaduji zakony alebo pravne
predpisy. alebo ak to AbbVie povaiuje za vhodne.

11. Vynalezy. 11. Inventions. :
Akékofvek informécie, vynalezy, Gdaje alebo objavy | Any information, invention, data or discovery {whether
patentovatelné, chrénitefng autorskym pravom alebo | patentable or copyrightable  or not), innovation,
nie), inovacie, oznamenia alebo  spravy, ktoré | communication or report, conceived, reduced to praclice,
skoncipavala, doviedla do praktického vyuZitia, made, generated or developed by the Recelving Party
realizovala, vytvorila alebo vyvinuia Prijimajiica strana, a | that either results from use of AbbVie Product, Study

ktoré s bud vysledkom pouditia kioréhokofvek Produkiu, Materials or results from conduct of the Study will be

L1
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ktory je predmetom Stidie, Materialy K Btadil alebo sa
dbsledkom  vykonania éll.'id'l&, budd  bezodkladne
spristupnené  spalo&nosti AbbVie, prevedend na
spoloénost  AbbVie abudd viluénym  viastnictvom
spoloénostl AbbVie.  InStitlicia sthlasi, Z¢ na Zadost
a nakiady spoloZnosii Abbvie vypracuji a podpiu alebo

promptly disclosed to AbbVie, asslgned to AbbVie and
will be the soie property of AbbVie, institution agrees,
upon AbbVie's request and at AbbVie's expense, o
exacute or cause fo have executed such documents and
to take such other actions a5 AbbVie deems necessary
or appropriale o obtain patent or other proprietany

Podiadavky na_publikdciy
Standardov vztahujicich na vedecké publikdcle, sa
spoloénost AbbVie zavazuje zachovavat transparentnost
a atickd prax publikécie.

zabezpelia  vypracovanie 2 podpisanie  takych | protection in AbbVie's  name covering any of the
dokumentov, awykonaja také Gkony, aké spolognost foregeing.

AbbVie povaiuje za nevyhnuingé a vhodné na ziskanie

patentu alebo Inej ochrany viastnictva vyEsle uvedenaho

¥ mene spoloénost AbbVie,

12, dcia a ia, 12, Publicatio niations.

(@) ublikiciu. Pre podporu najvyssich [ (a) Publication Reauire To foster the highest

standards of conduct related to scientific publications,
AbbVie is committed to fransparency and ethical

{i) Publikcie ¢ k
je Prijimajica strana autorom nejakej Vedeckasj
publikécie (ako fe definovans niZSie), ktorl radi
spoloénost AbbVie, Intitlicia sa Zavigke, Fe
zabezpel, aby takato Prijimajica  strana
uzatvorila so spolognostou AbbVie samostatng
viklore] budd  dalej
povinnosti  aufora, ikéicia®
znamena akakolvek vedecka publikicia alebo
oznamanie medicinskeha charakleru, kioré sa
tyka vysledkov Stidie ama akikolvek formu,
okrem iného aj formu rukopisov, abslrakiov,

publication practices.
{n Wi ed Publications. f a
Receiving Party serves as an authar an any
Scienlific  Publication (as defined below)
managed by AbbVie, then Institution wili
undsriake to ensure that such Reesiving Party
will enter into a separate agreement with
AbbVie that further defines author obligations.
"Sdientific Publication” means any scientific
publication or medical communication regarding
Study results in any form including, without
limitation, manuseripts, abstracls, posters,
slides or other materials used for presentations,

je  Prilmajies strana autorom Vedecke|
publikécie, ktord vyplynie zo Stidie a ktor riadi
Priiimajlica  strana,  Inatitaeia poZiada
Prijimajicu  stranu, aby do Materiglov
zverejfiujicich  vysledky  Stadie {definovans
nizsie) zahrmula nasledovné podakovanie
a zverejnenie finanénych informacii, pricom sa
zérovef dodrzia poziadavky kongresw/&asopisy
pri_odovzdavani takychto materidloy: wlento

m n g
AbbVie Inc” Spolofnost AbbVie navy&o
odporiia aj dodrZanie Odportéani vzlahujacich
8a na Vedecké publikdcie, ktors si uvedens v
Prilohe B k tejto Zmiuve, ktora Je je] sidastou.

plagétov, snimok alebo inych  materigloy
pouZivanych na (ely prezentacii.
(i) Publikdcie riadend Priimaiticonu Ak {in i naged Publications. If a

Receiving Pary serves as an author on =
Scientific Publication emanating from the Study
managed by Receiving Party, Institution shall
require Recsiving Parly to include the following
acknowledgement language in any Study
Results Disclosure (defined below) and any
financial disclosure, subject to compliance with
congressfoumal  submission  requirements:
"This research w S0 and funded
AbbVie Inc.” In addilion, AbbVie recommencds
compliance with the Recommendations  for
Scientific Publications set forth In Exhibit B
attached hereto and incorporated herein,

b) Postupy. SpoloZnost ABbVie ako zadavater Stidie si
Ponechéva prvé pravo na zverejnenie vysledkoy Stidie
prostrednictvom Vedeckej publikécie alebo akéhokofvek
iného verejného materisly (kaZdy z nich sa oznaéuje ako

ial zverejfujici vysledky Stidie"). Vzhladom na fo
plati, Ze po (i} zverejneni Materialy spoloénost AbbVis
zvarejfiujiceho visledky tidie; alebo () dvanastich (12)
mesiacoch po dokondenl alebo prediasnom ukondeni
Stadie na vietkych jej pracoviskach {podfa toho, kiord
udeiost nastane skdr), bude mat Prijfmajiea strana
prévo  pripravit a odovzdat  Gdaje Siadie, kioré
| Prijimajica strana vyivor! na z&klade tejio Zmluvy, na

(b) Procedures. As the Sludy sponsor, AbbVie retaing
the first right to disclose the results of the Study through
a Scientific Publication or any other public disclosure
(each, a *® Disclosura"), Accordingly,
following the eariiest of (I} AbbVie's Study Results
Disclasure; or (i) twelve (12) months after completion or
termination of the Study at all Study sites, Receiving
Party shall have the right to prepare and submit the
Study data generated hereunder by Receiving Party for a
Scientific Publication in appropriate scientific jounals or
other professional publications.  |f Receiving Party
prepares a Study Results Disclosure, Institution shall
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GEely Vedeckej publikacle uréena] na zverejnenie
v primeranych  vedeckych gasopisoch alebo inych
odbornych publikaciach. Ak Prijimajdca strana pripravi
Material zverejfujici vislediy &tidie, InSliticia poskytne
alebo bude poZzadovaf, aby Prijimajica strana poskylla
spoloénost] AboVie lehotu najmene| Sestdesiat (60) dni
pred odovzdanim prace predstavujice] Material
zvergjfiujci vysledky Stadie, prifom spolotnost AbbVie
dostane aj navrh takéhato materialu, aby si ho mohla
preStudovat avyjadrit  k nemu svoje  pripomienky
s clefom ulstit sa, & vfom nie s uvedené nejaké
patentovateing predmety alebo Daverné informécie
spolognosti AbbVie (okrem vysledkov Stadie, ktoré
i Prijimajica strana podia tejto Zmiuvy).
Spoloénost AbbVie vrati svoje pripomlenky Prijimajice]
strane do Sestdesiatich (60) dni po prijati navrhu
Materiglu zverejfiujiceho visledky Stadie (nKontronz
lghota®).  Prijimajica  strana odio#  zverejnenie
navrhovaného Materidlu zverejiiujoceho vysledky Efidie
o daléich Sestdesiat (60) dni po uplynuti Kontroline]
lehoty, ak ju oto spolotnost Abbvie poZiada, aby s
mohla zabezpedit patent alebo ind majetkovl ochranu
diladacia _lehota®). InStithcla  sdhlasi  a bude
pozadovat, aby aj Prijimajica sirana shihlasila s utajenim
navrhovaného Materidlu zverejfiujiceho vysledky Ettdie,
ato a? do uplynutia Kontrolnej lehoty aak sl ju
spolofnost  AbbVie uplaini, tak a&j do uplynutia
Odkladace] lehoty. Intiticia sGhlasi a bude poZadovat,
aby @ Prijimajoca strana shiasila sfym, Ze na
pripomienky  spoloénosti AbbVie sa bude néleZite
prihliadat a 2e Ddverné informacie spolotnostl AbbVie
{okrem vysledkov Stidie vytvorenjch na zéklade tejio
Zmluvy) budd odstrdnenéd zo vBetkjch Materidlov
rvergjfijicich vysledky Stidie. Ak sa budl nazory
In&titdcls alebo Prijimajice] sirany a spoloEnosti AbbVie
alebo ich interpretacia Gdajov v Materiall zverejfiujicom
vysledky Stidie lBif, strany takélo rozdlely vyrledia
v dobre] viers prostrednictvom primerang] vedeckej
diskusie.

Receiving Party o _provide |
AbbVie, at least sidy (80) days prior to any submission
of a work for a Study Results Disclosure, with a drafi of
ihe same for AbbVie’s review and comment to ascertain
whether any patentable subject matter or Abbyie
Confidential Information (other than the results of the
Study generated hereunder by Receiving Parly) are
disclosed therein. AbbVie shall retumn commenis to
Recsiving Party within sixty (60) days after receipt of the
draft Study Results Disclosure ("Review _Period").
Receiving Party shall delay any proposed Study Resulls
Disclosure an additional sixy (60) days beyond the
Review Period in the event Abb\ie so requests fo enable
AbbVie to secure patent or other proprietary protection
{ Period”). Institution agrees and shall require
Receiving Party to agree to keep the proposed Study
Results Disclosure confidential until the Review Period
and, if elected by AbbVie, the Delay Period has expired.
Institution agrees and shall require Recelving Party o
agree that due consideration will be given lo AbbVie
comments; and further, AbbVie Confidential Information
{other than the results of the Study generated hereunder)
shall be deleted from any Study Results Disclosure. In
the event that Institution or Receiving Party and Abbvie
differ in their opinion or interpretation of data in the Study
Results Disclosure, the parties shall resolve such
differences in good faith through appropriate sclentific
debate.

provide or shall require

13. Prenlasenia a zaruky.
In&titticia prenlasuje a zarutuje sa, Ze:

13. ntations and Warranlies.
Institution represents and warrants that:

{@ podmienky tejio Zmluvy sd platnymi a zavaznymi
povinnosfami Ingtiticle, a nie s v rozpore s akoukolvek
inou zmluvnou alebo zékonnou povinnostou Institicie
alebo Ski3ajiceho, ani v rozpore s politikami a postupmi
In&titdcie alebo politkami a postupmi akejkolvek
indtitticie alebo spoloénosti, s ktorou je Insfitdcia alebo
SkiSajici prepojeny;

{a) the terms of this Agreement are valid and binding
obligations of Institution, and are nol inconsistent with
any other contractual or legal obligation it or Investigator
may have or with Institution’s policies and procedures or
the policies and procedures of any institution or company
with which each of Institution or Investigator is
associated:

(o) poskytovanie sluZieb Inétiticiou a prijatie cdmeny,
vratane prijatia stravného afalebo néhrady za primerané
naklady vynaloZené na streinutia skasajicich alebo iné
stretnutia poZadované spolonostou AbbVie, kiord méEu
byt poskytnuté Skissjicemu alebo in&titacii (vratane jej
samestnancov a zastupcov) podfa tejto Zmiuvy, Je
vsilade so véetkymi politikami a postupmi In3titicie,
afe poskytovanie fakjchto shuieb zo strany
SkiiSajGoeho nepredstavuje konflikt zaujmov s ostatnymi

sluFobnymi povinnostami Skisajiceho;

(b) Institution's performance of the services and
acceptance of compensation, including the acceptance
of any meals andfor reimbursement of reasonable
expenses for investigator meetings or other AbbVie
required meatings, which may be provided to Investigator
or Instituion (including its employees and agents)
hereunder, is in compliance with all policies and
pracedures  of Institution, and that Investigator's
performance of such services does not present a conflict
of interest with Investigator’s official duties;
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{c) SkaSajiei dostal od Indtilicie vietky poZadovanad
pisomné alebo iné opravnenia na poskytovanie slufieb
a prijatie slravného afalebo nahrady primeranég
nakiady, ktoré mu vznikli vsovislosti so stretnutiami
skiZajicich alebo Ingml  stretnutiami poZadovanymi
spolofnosfou AbbVie, kioré madu byt Skigajlicemu
poskylnuté podla tejto Zmiuvy:

(c) Investigator has received any required authorization,
written or otherwise, from Institution for Investigator's
performance of the services and acceptance of any
meals andior reimbursement of reasonabls expenses for
invesiigator mestings or other AbbVie required meetings,
which may be provided to Investinator hereunder:

(d) Ak potas trvania tejto Zmluvy ukond Skiajlci
pracovny pomer s Indtiticiou, In3titicia  bude
bazoedkiadne informovat spolo@nost AbbVie pisomnou
formou a ziska pisomné wyjadrenie nového
Zamestnavatefa Skifajiceho, Ze bel informovany o
gﬁasﬂ Skuajuceho v Stidi podlfa podmienck tejto
miluiy.

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

(e} InStitdcia a Skugajici majd skdsenosti, schopnost],
a zdrole, okrem iného vritane dostatofného persondlu
a vybavenla, na efektivne a primerane rychle vykonante
Stidie  profesiondlnym a kompetentnym  spdsobom
a zdrovedl vyvinie maximélne Gsile pre zabezpefenie
primeraného poétu GEasinikov Etiidie:

(e) Institution and Investigalor have (he expearience,
capabilities, and resources, including but not limited to
sufficient personnel and equipment, to efficiently and
expeditiously perform the Study in a professional and
competent manner and shall make maximum efforts to
ensure a reasonable number of Study participants:

g) velci spoluskiSajici, klorjich InStitdcia vyuZjje pri
tidii, budi wybrani na zdklade zvaZenia tychto
skutoZnostl: (i) Skolenia a odbomé znalosti v prislugnych
oblastiach, (i) vhodné wvyskumné Zariadenia, (ili)
sklisenosti s prisludnym siborom GEastnikov Stidie, aby
mal spolusk(Bajici primerane vysoki pravdepodobnost
naboru vhodnych astnikov viskumu a ich zotrvania do
dokongenia Stadie; (iv) predchédzajiici vedecky vjskum
alebo klinické skisenosti; a (v) schopnosf wykonaf
Stidiu v silade s platnymi pravnymi  a reguladnymi
poZiadavkami; -

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

@) () Skasajacl ma aktudlnu a platnd Jekarsku licenciu
v jurisdikcil, v ktorej sa Klinicka Stadia uskutosfiuje, (il)
tdlo licencla nebola nikdy odfiats, Je] platnost nebola
nikdy obmedzena alebo pozastavené lekarskou komorou
alebo Inym” organom wvydavajiicim licencie, (i) jeho
oprdvnenie alebo sposobilost vykondvat lekdrsku prax
nebolo nikdy zruSené, obmedzené alebo pozastavens
zdravolnickym zariadenim alebo ingm poskytovatefom
zdravotnickych shuieb, a (iv) podla svojho najlepsicha
vedomia SkoSajici nie je podrobeny  Fiadnemu
vySetrovaniu, kioré by mohlo mat za nésledok odfiatie,
obmedzenie alebo pozastavenie jeho lekarske] ficencie
glebo opravnenia alebo spSsobilosti vykondvat lekdrskuy
prax v zdravolnickom zariadeni alebo  u indho
poskytovatela zdravotnickych sluieb, V pripade, Ze
pogas doby platnosti tejto Zmluvy dbjde kzmene
niektorej z uvedenych skutoénosti, Inétitéeia bude o tom
spolofnost AbbVie bezodkladne informovaf, pricom
spolotnost AbbVie je oprdvnend tato  Zmiuwu
bezodkladne vpovedat: a

(@ () Investigator has a current and valid medical
license in the jurisdiction in which the Study is being
performed, (i) such license has never been revoked,
restricted, or suspended by a medical board or other
licensing agency, (i) his/her privileges or ability to
practice have never been revoked, restricted, or
suspended by a heaith care institution or other provider
of health care services, and (iv) to the best of his/her
knowledge, Investigator is not under an investigation that
could lead fo a revocation, restriction, or suspension of
hisher medical license, or equivalent, or privileges or
ability to practice at a health care institution or other
provider of health care services. In the event that any of
foregoing occurs, Investigator shall immediately notify
AbbVie, and AbbVie shall have the right to immediately
terminate this Agreement;

(h) In3titicia zabezpedl, Ze SkiSajici Ziadnym spésobom
nepozmeni svoj beiny postup pri predpisovani lieZby
pacientovi a nebude Zadnym spésobom ovplyvneny
predpisat  produkt spolofnosti  AbbVie namiesto
akejkolvek inej terapie z dévodu prebiehajtce] Stadle
alebo platby Indtiticll alebo nejakej kompenzacii od

spoloEnosti AbbVie za vedenie Siddie:a,

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

DOVERNE
Template: AbbVie Slovakia - PMOS Agmit (2 Agmis per sita - Institution) 18MAY2018
Document Name: H7-156 SENSE_Contract Abbvia_Nem.Bratislava (2 Agmts per sita - Inst)_FiNAL

Page 12 of 24

ﬁ




7

Nemocnice Bratislava
MUDr, Daniel Clerny, PhD.
H17-155

31Jan2019

-

() ak v priebehu Doby platnosti tejio Zmiuvy nastand
yyznamné zmeny S ohfadom na okolnosti tejto Zmluvy
(). dijde kzmene politiky alebo postupy, kiora sa da
dévodne vykladat ako nie vhodnosti GEast
Inatitticie alebo Skogajiceho na tejto Zmiuve), InBlitdcia
siihiasi, 2o bude okamZite o takychto zmenéch pisomne

{i) if any significant changes ocour during the Term with
to the circumstances surrounding this Agreement
{e.g., there is a change in a policy or procedure that
could reasonably be interpreted to affect the propriety of
Institution  or  Investigator's involvement in  this
Agreement), Inslitution agrees 1o immediately nolify

informovat spolognost AbbVie. AbbVie in writing of any such changes.
14. l G 14. Term and Termination.

(@) Tato Zmiuva bude Gennd od Datumu aginnosti
a straca plainost diom, ktory nastans neskir: (i) jeden
(1) rok od Datumu Binnosti, (i) defi uzamknulia
databazy k Stadii v pripade ragistracie Gigasinikov podia
tejto Zmiuvy, alebo (i) def spinenia vietkych povinnosti
strén podla tejto Zmluvy (dalej len ,Doba_platnosfi’),
pokial nebude ukonéena skar ako je uvedené niz&le.
Hlavny ski3alici je povinny oznamif ukongenie kinicke]
stndie na referat Kinickjch Stadii v UNB, PaZitkova 4,
821 01 Bratislava do 15 dol.

@ This Agreement Wil be effecive on the Effective
Date and shall expire on the later of: (i) one (1) year from
the Effective Date; (i) the date of Study database lock if
ihere is subject enroliment under this Agreement; or (i)
the date of completion of all the obligations of the parties
hereunder (the “Temm'), unless te earlier as
provided below. The Principal Investigator must notify
within 15 days completion of the clinical study to the
Depariment of Clinical studies at UNB, PaZitkova 4, 821
01 Bratislava.

(b) spolognost AbbVie moZe ftile Zmiuvu ukonéit
kedykolvek po zaslani pisomne] wvypovede. Kafdd zo
stran moZe ukondif tito Zmiuvu po zastani pisomnej
vypovede druhej strane, alc (A) druhd strana porusila

podstatn(i podmienku tejto Zmiuvy, alebo (B) v pripade
ukonZenia Stidie zo strany niektorého Statneho alebo

regulagného organy;

(b) AbbVié may erminate this Agreement at any fime
upon written notice. Either party may terminate this
Agresment  upon written notice to the other party if: (A
the other party has breached a material tem of this
Agreement; or (B if ihe Study is terminated by any other
governmental or regulatory authorily;

{¢) Ukongenle alebo uplynutie platnosti tejto Zrmluvy
nebude mat vplyv na akékolvek prava alebo povinnosti,
Ktoré vznikii pred jej uzatvorenim. \/ pripade ukontenia
tejto Zmiuvy Indtiticia nalezita ukongi GEast vietkych

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

dovtedy zaregistrovanjch adastnikov v_Stadil.

15. (iGeni .

indtithcla vyhlasuje a zarufuje, e nie je a na
wykondvanle sluZieb podia tejto Zmiuvy nebude priamo
ani nepriamo najimaf Ziadnu osobu (okrem iného ani
Skisajiceho a vedfajsich sk(dajicich), ak sa na takiito
osobu niekedy v minulosti alebo momentaine alebo
podfa najlepsich vedomosti Indtiticle vztahuje konanie,
v dosledku ktorého by sa dané osoba mohia staf (podla
pouzitefnosti) (a) osobou, ktorg] drad FDA pozastavil
Znnost podla hiavy 21 USC. § 435a alebo kiorej
pozastavil Einnost iny kompetentny organ; {b) wyradenou
psohou, osabou s pozastavenou ginnostou, prerufanou
finnostou alebo osobou inak nespasobilou na GSast
v miestnych alebo federalnych programoch zdravotne]
siarostiivosti v USA alebo v miestnych alebo federélnych
programoch v USA, ktorych sticasfou je alebo nie je
absiaravanie; (c) osobou uvedenou v zozname FDA
obsahujicom vyligenych Kinickych skaSajacich alebo
Klinickych skusajdcich s obmedzenim &nnosti; alebo (d)
gsobou usveddenou z trestného €inu, ¥ory spadé do
rozsahu hlavy 42 US.C. § 1320a-T(a), alebo platnych
miestoych zakonov, ale kiora edte nebola vyligena,
nebola jo] pozastavena alebo prorugend &innost, ani
nebola inak vyhlasena za nesposobill. Ak Intitdcia
dostane ozndmenie alebo sa inym spbscbom dozvie

15. Debarme d ion.

institution represents and warrants that it is not, and it
will not engage, directly or indirecily, any person
{including, without limitation, the Investigator and
subinvestigators) 1o perform  services under this
Agreement if thal person has ever baen, is currently, or,
i the best of Institution's knowledge, is the subject ofa
proceading that could lead to that person becoming, as
applicable, (a) debarred by the FDA under 21 US.C. §
335a or by any other competent authority; (b) excluded,
debarred, suspended, of otherwise ineligible to
participate in local or U.S. Federal health care programs-
of in local or U.S. Federal procurement or non-
procurement programs; {¢) 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 US.C. § 1320a-7(a), or applicable local laws
but has not yet been excluded, debarred, suspended, or
otherwise declared ineligible. In the event that institution
receives natice of, or otherwise becomes aware of, the
debarment, debarment or such other
exciusion, suspension, restriction or sanction of itself or
any person providing services in connection with the
performance of this Agreement, Institution shall nofify
AbbVie immediaiely and AbbVie shall have the right 10
immediately terminate this Agreement. |

o pozastaveni ginnosti, navrhovanom pozastaveni
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MUDr. Daniel Cierny, PhD. !
H17-158

31Jan2019

Ginnosti  alebo  inom vyfiall, prerugen( &innosti,

obmedzeni alebo sankeii, kiors sa vzfahuje na fiu alebo

niektord osobu poskytujticu slufby v sivislosti s plnenim

tejlo  Zmluvy, okamsite o fom bude informovat

spoloCnost’ AbbVie a spoloénost AbbVie bude mat' pravo
tiito Zmiluvu okam3ite vypovedat'

16. N doddvalal,

Kaidy vzfah Intiticie so spoloénostou AbbVie podfa
feflo Zmiuvy je vzfahom ' nezsivisidho dodévatels,
a Indtithcia nemd  opravnenie Zavizoval spolocénost
AbbVie alebo konar V jgl mens.

18. | o to

Institution’s relationship to AbbVie under this Agreement
is that of an independent contractor, and neither

Institution has no authority
Abbie,

to bind or act on behaif of

17, i i :

InSlitcla nesmie tito Zmiuvy postlpif Zadnej ingj
strane ani nesmie preniest povinnosti IndtitGcie podla
tejto Zmluvy na subdodévatefa bez predchadzajiceho
pisomného sthlasu spoloZnosti AbbVie, Postilpenie pray
a povinnost spolo@nosti AbbVie vyplyvajlcich zo zmiuvy
musl byt podmienend pisomnym ozndmenim In&titidicii,
pricom ozndmenie musi byt uskulofnens s dostatoEnym
¢asovym  predstihom pred zamyifanim postipenim
a postipanie musi byt ndlezile oddvadnend.

17. Assignment,

Institufion may not assign this Agreement to any other
party, nor may Institution subcontract any of Instilution’s
obligations hereunder, without AbbVie's prior written

consent. The assignment of

the rights and obligations of

Abbvie under this contract must be conditioned to written

notification to the Institution

and the notification must be

made sufficiently in advance of the assignment and the
assignment must be duly justified,

18. SpoluskiiZajlic],

InStiticia nebude wyufivat na Stadiy Hadnych
spoluskiiZajicich bez predchadzajliceho pisomngho
stihlasu spolognosti AbbVie, a to len na zaldade zmiuvy
s Indliiciou, kiors zabezpedi, Fe spoluskiSajici bude
| dodr¥iavat vietky podmienky tsjto Zmluvy.

18. Subinvashigators.

Institution will not use any subinvestigator for the Study
without AbbVie's prior written consent, and only upon
Institution's agreement o ensure any subinvesfigator's

compliance with the term
Agresment

s and conditions of this

19, Ozndmenia.

Akékolvek ozndmenia, ktoré sa poZaduj alebo inak
uskutoéfiujd podfa tejto Zmluvy, musia byt v pisomnaej
forme, doruené osobne alebo zaslané doporutenoy
podtou s doruBenkou, alsho prostrednictvom uznanej
kuriérske] sluzby, alebo faxom & pobvrdenim  prijatia
radne adresovand druhe| strane na adresu uvedend
niZfie. Ozndmenia budi povaZovans za dorudené (a)
vdefi doruenia v pripade osobného dorutenia alebo
zaslania doporutenou posiou alebo uznanou kuriérskoy
slufbou, alebo (b) v defi potvrdenia prijatia v pripada
odoslania faxom,

Pre Ingtitdciu;

Univerzitna nemocnica Bratislava

K rukam PharmDr. Sivia Bakofova, MPH
PaZitkova 4, 821 01, Bratislava
Slovensks republika

Telefon: +421 917 847 752

Pre AbbVie:

Mar. Marie Chaloupecka

Medical Cepariment

AbbVie s.r.o.

Metronom Business Center, Bucharova 2817/13, 158 0o
Praha 5 - Nové Bulovice,

Ceska republika

Tel: + 420 737 154 984

Fax: +420 267 292 100

19. Notices

Any nolice required or otherwise made pursuani to this

Agreement shall be in writi

ng, personally delivered or

sent by cerified mail, refumn receipt requested, or

recognized courier service,
facsimile with confirmed ans

propedy addressed, or by
-back, to the other party

at the address set forth beiow. Notices shall be deemed
effective (a) on the date received if personally delivered

or sent by cerfified mall or

recognized courier, or {B)

upon the date of confirmed answer-back if sent by

facsimile.

If to Institution:

Univerzitna nemocnica Bratislava

Aftn. PhammDr. Silvia Bakoso

vé, MPH

PaZitkova 4, 821 01, Bratielava

Slovak Republic
Phone: +421 917 847 752

if to AbbVie:

Mgr. Marie Chaloupecka
Medical Department
AbbVie sr.o,

Metronom Business Center,
Praha 5 — Mové Butovice,
Czech Republic

Phone: + 420 737 154 084
Fax: +420 267 202 100

Bucharova 281713, 158 00

5 képiou na:

with a copy to:
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Memocnice Bratislava
MUDr. Danlel Ciemy, PhD.

H17-155

31Jan2019

Vice President and Vice President and
Associate General Counsel Associate General Counsel
Buziness Legal Business Legal

Dept. V323 Dept. V323

Abb\ie Inc. AbbVie Inc.

1 N. Waukegan Road
Nerth Chicago, IL 60064

1 N. Waukegan Road
North Chicago, L 80084

Bez ohfadu na ukondenie fejto Zmiuvy z akéhokofvek
dévodu, zostani prava a povinnosti, kioré podia
podmienok tejio Zmluvy pretrvaji ukongenie Zmiuvy,
v plnaj platnosti a Géinnosti,

U.5A U.5.A.
Fax: 847-938--1342 Fax: B47-038-1342
20. P e v plainosti. 20. Supvival.

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

21. Oddelilefnost. -
Ak je akékolvek ustanovenie, prévo alabo opravny
prostiedok podlfa tejto Zmiuvy povafovany sddom
prisludnej jurisdikcie za nevymahatemny alebo ned&inny,
platnost a vymahateinost ostatnych ustanoven( zostane
nedotknuta.

21. rabi

If any provision, right or remedy provided for hetein is
held 1o be unenforceable or inoperafive by a court of
gompetent jurisdiction, the validity and enforceability of
the remaining provisions will not be affected thereby.

22. Rovnopisy. 3
Tito Zmluva mbFe byt wyhotovena v piatich
rovnopisoch, z ktorjoh kaldy sa bude povaZovat za
originél a kioré spolu tvoria jednu a 10 istd zmiuvi.

22. Counterparis.

This Agreement may be executed in five counterparts,
each of which shall be desmed to be an original, and all
of which together shall constitule one and the same
agreament.

Tato Zmluva sa radi a interpretuje v silade s prévnym
poriadkom Slovenske] Republiky.

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

24, Uplna dohoda.

Tato Zmluva, vratane vietkych jej priloh, obsahuje tping
dojednanie strén vo vzfahu k predmetu tejto Zmiluvy
a nahradza vietky predchédzajice dohody a Zavazky vo
vztahu k nej. V pripade akychkolvek pochybnosti e
rozhodujica slovenskd verzia Zmluvy. Tato Zmiuva
moZe byt zmenend len pisomou dohodou podpisanou
oboma stranami.

24. Enfire Agreement,
This Agreement, Including all exhibits hereto, contains

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

e

25. Dwadmge o finanénom oznameni.
Pred zatatim Stadie Indfiticia zabezpedi, Ze vietcl jei

SkiBajici a spoluskiSajici wvyplnia a odovzdall
spolo&nosti AbbVie OsvedEenie o finanénom oznamani

25. Financial Disclosu n.
Prior to the inftiation of the Study, institution will ensurs
that each of Investigator and any

subinvestigatorcompletes and retums to AbbVie the
Financial Disclosure Certification

NA ZNAK SUHLASU strany Hiio Zmhuvu  © post-
marketingove] observadnej  Stidii podpisujd riadne

N WITNESS WHEREOF, the parlies have caused this
Post-Marketing Observational Study Agreement to be
executed by their duly authonzed representatives.

splnomocnenymi zastupcami.
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Memocnice Bratislava
MUDr. Daniel Cierny, PhD.
H17-158
HJan2019

o

AbbVie s.r.o. lonika Mojzisays | UNiverzitna nemocnica Brafisiaus
' a 2dkiadd pind moed
Byl zastipen| By/V zastfipani _
MName o: MUDr. Branislav Trutz Name/Meno: MUDr. Renata Uandr!nﬁwﬁ. MPH
Title/Funkeia: General manager/ generilny riadifel Tille/fFunkcia: Qjr [ ierzitns Nemoenica Brafis|ay
;2 w/ﬁ lﬁ mjkfﬁl Dr. Reqéta "-'hﬂdﬁe,ﬂ{g.lfél MPH
Date/Datum: ?‘;Z g Date/Datum: nadiielka [ iNg
Read and acknowledged/Pfecet] jsem a souhlasim
e
By/podpis;_
Name/Meno: MUDr. Daniel Cierny, PhD.
Title/Funkeia: Principal Investigator / Skisajlc
Date/Datum: G- r 9
PRILOHA A ROZPOCET EXHIBIT ABUDGET
DODATOK 1 K PRILOHE A ATTACHMENT 1 TO EXHIBIT A
PRILOHA B POZIADAVKY MNA VEDECKE | EXHIBITB REQUIREMENTS FOR SCIENTIFIC
PUBLIKACIE PUBLICATIONS
DOVERNE
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Nemocnice Bratislava .
MUDr. Daniel Cierny, PhD.

H17-155

31Jan2019 _ EXHIBITA . .,
BUDGET =

INSTITUTION Univerzitna nemocnica Bratislava

PazZitkova 4, 821 01,

ADDRESS. B2 B0G Bratislava, Sloankél republika

I———
[PHONE NUMBER +421 917 847 752

Visits: Screening

DRUG: no product PROTOCOL: H1 7-156, SENSE through week
Total estimated visits per subject (including follow-up visit, if reguired) 1
Number of subjects at Institution required per Protocol/Study 10

Total per subject cost (see Attachment 1 to Exhibit A, per subject breakdown; payments to be

made per the Subject Visit Payments schedule, described below) 40 EUR
Total cost for all subjects 400 EUR
Study start-up: Start-up fee 40 EUR will be paid to the Institution for activity related to the
ratumr initiation. Payment will be made within 45 days after receipt and approval of involce 40 EUR
with individual items by AbbVie. -
TOTAL CQMPEHBATIGM {Not to Exceed)
440 EUR

SUBJECT VISIT PAYMENT SCHEDULE: Payments Wil be made as follows, In accordance with the
Compensation Section of the Agreement.
Subject Visit Payments:
Payments will be made following enroliment of the first subject and will be made in the following instaliments:
{a) first payment will be made within 3 months of the enroliment of the first subject for all subjecis who have
completed the first visits;

i) remaining payment will be made upan receipt of all completed CRFs.
payments will be made after data is entered by Investigator into the CRFs and reviewed by AbbVie, and will
correspond fo amounts listed in Attachment 1 to Exhibit A Institution understands that such paymenis are subject
to subsequent verification by AbbVie and will be adjusted per the Compensation Section of the Agreement if
necassary.

CHECK PAYMENT INFORMATION:
Fayments shall be made

ayabie to: i Univerzitnd nemocnica Bratizslava
I"Md‘fal & lame am‘i AdOress | jniverzitnd nemocnica Brafisiava
o receive Payment in RuZinovsks 6
Institution; |' :

82 606 Bratislava, Slovenska EEubh‘ka

Individual's Name and e-mail
ress at site to recaive
detailed payment inforation: __|PharmDr. Silvia BakoSova, MPH, Bakosova@ru.unb.sk

DOVERNE
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Nemocnice Bratizlava
MUDr, Daniel Cierny, PhD.
A tES

FlJan20d9

Bank details - Instiiution

Name of account: Univarzitng nemocnica Bratislava

Address: PaZitkov 4, 821 (1 Bratislava, Slovenska republika
ID: 31 813 851

VAT ID: SK 202 17 00 549

Name of Bank: Stétna pokladnica

Address of Bank: Radlinského 32, 810 05 Bratislava 15

\Account number: 7000275808/81 80

Code of Bank: 8180 .

SWIFT Code (BIC): SPSRSKEA :

IBAN (International Bank Account Number): SK58 8180 0000 0070 0027 9808

Individual's Name and Address
to receive Involces at Abb\ie:

Mgr. Marie Chaloupecka, Abbvis 8.1.0., Metronom Business Center, Bucharova
2817/13, 158 00 Praha 5 — Stoddlky, Czech Republic

{Information must be accurate for FDA purposes)

DOVERNE
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Memoenice Bratislava
MUDr. Daniel Cierny, PhD.

H17-1585
31Jan2019
Attachment 1 to Exhibit A
Study Budget Breakdown
' Visits Fee Per c
Visit V1 40 EUR
Total per subject cost 40 EUR
Start-up fee 40 EUR ER |
DOVERNE
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Nemocnice Bratislava
MUDr. Daniel Cierny, PhD.

H17-155 .
31Jan2019 PRILOHA A
ROZPOCET
[INSTITUCIE |Univerziing nemocnica Bratislava
Univerzitna nemocnica Brafislava
RuZinovsks 5,
ADRESA 82 606 Bratislava, Slovenské republika
TELEFONNE CISLO[+421 817 847 752
MWavEtavy:
LIECIVO: Ziadny produkt PROTOKOL: SENSE H17-155 Skrining v
priabehu tizdia
Qdhad cefkového podtu navitev na jedného pacienta (vrétane nasladne] ndvatevy, ak je potrebné) 1
Poget pacientov v Indtitticii poZadovanych padla Prolokolu / Stidie 10
Celkové naklady na jedného pacienta (viz Priloha 1 ku vzoru A, poloZky na jedného pacienta; platby,
lhtoré sa vykonaji podra cennika Splétky za ndvitevu pacienta, viz opis niz&ie) 40 EUR
Icallcwﬁ naklady na vietkych pacientov 400 EUR
Zacalle Studie: Poplaiok za zaZalie Stidie 40 EUR bude uhradeny zdravolnickemu zaradeniu za
€innost stvisiacu so zadatim Stidia. Platba bude vykonana do Etyficetipdti (45) dni po prijati a 40 EUR
schvdlenl faktiry s jednotivimi poloZkami zo strany spoloénosti AbbVie.
- CELKOVA ODMENA [ktora nebude prekroena)
DPH: Strany siihlasia, e v pripade. 3o & Poskytovatel' zdravotnych slugieb registrované k DPH| |
dklade prislunyeh Hanovo-pri nych predpisov, spoloénos AbbVie nad rimec sin 440 EUR
definovanych v Rozpoftu uhradi ties clastiy prislusne DPH uvedenti vo faktire vystavene

” K PLATI ZA N
Zmluvy:

Platby bud vykonané nasledovne po zaradeni prvého subjektu:

l (A) prva platba sa uskutoéni poas 3 mesiacoy Po zaradeni prvého subjektu pre vietky subjekty, ktoré dokondili
prvi ndvitevu

(B} zostévajlice platby budd vykonans po obdrZani dpine vyplnenyeh CRF,

PACIENTOV: Platby budd vykonané nasledovne, v stlade s § 6 (Odmens) o

Platby budii vykonané po vyplneni dat skuSajicim do CRF, po ich kontrole spolotnosti AbbVie a iba sihlasia Ak platba g
sumami podla dodatky 1 Prilohy A. Poskytovatef zdravolnych sluzieb je uzrozumeny s tym, Ze tieto plalby je mezné
ndsledne skonirolovat' spoloéndsti AbbVie a moZno ich v pripade nutnosti upravit pedla oddielu 6 {c) ("Néhrada") tefto
zmiuvy,

Univerzitna nemocnica Bratislava
Meno a adresa asoby, ktoré | "verZilna nemocnica Bratislava

; Ruzinovska 8,

dostane platbu: 82 606 Bralislava, Slovak republic
Meno jednotlivea a e-mallova
adresa v dancm mieste pre

prijimanie detailnych informdaell
lc- plaiba: PharmDr. Silvia BakoZova, MPH, Bakosova@ry unb.sk

DOVERNE
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Hemeocnice Bratislava
MUDr. Daniel Gierny, PhD.
4G5

[
$1.Jan2019

Bankové spojenie -
shuZieb

Poskylovatel zdravotnych

Nazov GEtu: Univerzitnd nemocnica Bralislava

Adresa: PaZitkova 4, 821 01 Bratislava, Slovenska republika
1C: 31§13 861

DIC {(VAT): SK 2021700 549

Nazov banky: Statna pokladnica )

adresa banky: Radlinského 32, 810 05 Bratislava 15

Cislo néhu; 7000279808/8180

Kéd banky: 8180

SWIFT code (BIC): SPSRSKBA

IBAN (International Bank Account Number): SK58 8180 0000 0070 0027 8808

bude prijimat fakitry v
spolofnosti AbbVie:

Meno a adresa osoby, kiora

Mar. Marie Chaloupecka, AbbVie s.r.o., Metronom Business Center, Bucharova
2817/13, 158 00 Praha 5- Nové Butovice, Ceskd Republika

{Inform

acie musia byt presné na Géely FDA)
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Nemocnice Bratislava
MUDr. Daniel Clerny, PhD.

H17-155
3Jan2019 .
Dodatok 1 k Prilohe A
- Rozpis podla subjektov
8 kempletiziciu CRE/vi
NivEtéva W 40 EUR
Celkové naklady na 1 subjekt 40 EUR
Start up poplatok 40 EUR _
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Nemocnice Bratislava
MUDr. Daniel Clerny, PhO.

HAT-155
31Jan2019
PRILOHA B ERHIBIT B
T ey _
LIKACI REQUIREME FOR SCIENTIFIC PUBLI TIOMNS
1. Kritéria _pre autorstvo. Na zaklade smemnice | 1. Criteria for Authorship. Based on the guidelines of
Medzinarodného vyboru vydavatefov lgkarskych Zasopisov | the International Committes of Medical Journal Editors
(dale] len JCMJE") sa uznanie autorstva musi zakiadat na: (ICMJE), authorship credit must be based on:
a.  Vyznamnych prispevkoch ku koncepeli a navrhu, alebo | a. Substantial contributions to conception and design, or
ziskavaniu Gdajov, alebo ich analyze a interpretacii; a acquisition of data, or analysis and interpretation of data,
and

b. Vypracovani alebo revizil dlanku s vyznamnym | b. Drafting or revising ihe article for important inteliectual

intelekiuginym obsahom; a content; and
& Konetnom schvéleni verzie na publikovanie; 8 = Final approval of the version o be published; and

d. Zmluve o zodpovednosti vaetky strénky prace pri | d. Agreement to be accountable for all aspects of the wark
zabszpetovani toho, aby boli vietky otézky iykajice sa | in ensuring that questions related fo the accuracy of integrity
presnosti alebo celistvosti kiorejkofvek Zasti préce primerane of any part of the work are appropriately investigated and
praskimane a yyrieSens. resolved.

Osoba musi pre udelenie autorstva spinit vietky Styri vysSie A person must meet ali four of the above criteria to warrant
uvedend kritéria. authership.

2. mmmmg:gﬁamw Qsoby, kioré | 2. @M@MMM
wiznamne prispell K di alebo Vedeckej publikécii, ale Contributers. ~ Those individuals who have made &

nespliiajil kritéria pre uznanie autorstva uvedené vy3Sie, by | significant confribution to the Study or Scientific Publication,
mali byt uvedené v Easti uznanie s uvedenim zdroja finangne] | but do not meet the criteria for authorship noted above,
podpory udelene] takymio prispievatefom. Vaatky osoby musia | should be listed in an acknowledgments saction, including

daf pisomny sihlas s menovanim ich osoby v'uznani. disclosure of the source of any financlal support given 1o
such contributors. All persons must give written permission

to be acknowledged.
3 informacie _zverejfiované _autormi. vV  zéujme | 3. Author Disclosures. In the interest of transparency

transparentnosti a zachovania &o najvysiich norlem spravania | and maintaining the highest possible standards of conduct,
by autori mali zvere|nit vEetky financne, odborné alebo oscbné | authors should disclose any financial, professional or
vztahy, ktoré by sa mohli vnimat ako prekaFka objekihmosti personal relationship that might be perceived to bias the

sce autora podia noriem ICMJE, -podia toho, ako s | author's work consistent with ICMJE standards, as
pouZiteiné. KaZdé zversjnenie informécil by malo: (a) opisovat | applicable. Each disclosure should: (a) describe the
vztah autora k spoloZnosti AbbVie; (b) opisovat pripadnd rolu | author's relationship with AbbVie; (b) describe the role of
spolotinostl AbbVie vo vztahu k névrhu Stadie, vyskumu, AbbVie, if any, such as in study design, research, analysis,
analjze, zhromaZdovaniu Gdajov, interpretacii idsjov alebo | data coliection, interpretation of data, or writing, reviewing,
priprave, revizil alebo schvalovaniu Vedeckej publikécie a (c) | of approving of the Scientific Publication; and (c) identify
uvadzat osoby, ktoré poskytli redakind alebo inG technicki | individuals who provided editorial or other technical
pomoc vo vztahu k Vedecke] publikdci a zverejnit zdroj | assistance with the Seientific Publication and disclose the
financovania takejto pomoci. funding source for such assistance.

4. Mﬂmﬂ_ﬂﬂﬂm@t Commilment to Balanced and Timely Publication ication.
Veetky Vedecké publikécle by mall byt zversjnenéd vtas, v All Scientific Pubfications should be published in a timely
s(lade s normami odvetvia a mali by vedecké informacle | manner, in accordance with industry standards, and present
prezentovat presnym a vyvaZenym spbsobom, ktory | scientific information in an accurate and balanced way that
nevylufuje alebo neprimerane nezlahduje negativne | does not exclude or inappropriately downplay negafive
informécie tykajiice sa bezpeénosti alebo zdravia. safety or health information. ]
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5. a1 ignie. Autori by mai zabezpeélf, aby [ 5. Frivacy, Authors  should ensure  thal the
pacient(i stnik  (GEastnic) poskytli vyslovny  pisomny patient{s)/subjeci(s) have provided expliclt written consent
sthlas s tym, aby boll vo Vedecks] publikdcii uvedens permitling any personally identifiable information to be

informécie, na zaklade ktorych mono zistit ich totoZnost. included in the Scientific Publication.

6. Nadbyto&nd publikicia. Duplicitna aiebo nadbytagna | 6. Redu ication. Duplicate or redundant
Vedeckd publikdcia vysledkov  Stidie v Easopisoch | Scientific Publication of the Study results in pesr-reviewed
kontrolovanych odbomnikmi z rovnakeho odvetvia (peer- joumnals is not recommended, Scientific Publications which
reviewed") sa neodpor(a. Vedecks publikdcie, ktoré by sa might first appear as a redundant or duplicate Scienific
najprv mohli javit ako nadbytoéné alebo duplicitné, sd | Publication are acceptable, when permitted by scientific
prijatelné, ked ich poveoluje politika vedeckého kongresu alebo congress policy or when agreed to by the applicable
ich schvélia prislugng Gasopisy, ato za nasledujicich journals, under the following clrcumstances: {a) the intent is
okolnostl: (a) zdmerom Je podelit sa o ne s inym alebo SirSim | to share with a different or wider audience; (b) the Scientific
publikom; (b) Vedecka publikicia predstavuje (plny z4znam | Publication s a complete report of a previous prefliminary
predchadzajice predbeZne] Vedeckej publikdcie; (c) | Scientfic Publication; (c) the previous Scientific Publication
predc ca Vedeckd publikdcia bola 2verejnend v registri | was posted in a clinical trial registry; (d) the Scieniific
klinickych skiZani; (d) Vedecks publikécia obsahuje | Publication contains secondary or new analysis of
sekunddmu alebo novi analjzu predtym zversjnenych Ldajov; previously published data: and (2} the Scientific Pubiication
a (e) Vedeckd publikécia je prekladom w3 zverejnene] | is a translation into a new language of an already published
Vedecke] publikécie do nového Jazyka. Scientific Publication.
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