Univerzitna nemocnica — Nemocnica Svitého Michala, a.s.
Radiodiagnostické oddelenie
M19-944 L .
ZMLUVA O POSKYTOVANI SLUZIEB MEDICINSKEHO
ZOBRAZOVANIA

Toto je Zmluva o poskytovani sluZieb (.Zmluva‘) medzi
spoloénostou AbbVie s.r.o KaradZidova 10, 821 08
Bratislava, 1CO: 46640231, DIC: 2023529057, IC DPH:
SK2023529057, =zastupena MUDr. Branislav Trutz,
spolocnost zapisana v Obchodnom registri Okresného stdu
Bratislava |, oddiel Sro, viozka & 81375/B, datum zapisu:
11. 05, 2012 (,spoloénost ABBVIE") a Univerzitna
nemocnica - Nemocnica sviitétho Michala, a. s.,
Rédiodiagnostické oddelenie, s0 sidlom na adrese:
Satinského 1.7770/1, 811 08 Bratislava, Slovenska
republika, ICO: 44 570 783, DIC: 2022738586, IC DPH
SK2022738586, zastupena: MUDr. Marian Krizko, PhD.,
MPH, predseda predstavenstva a generalny riaditel,
zapisana v Obchodnom registri Okresného stdu Bratislava
I. vo vi. 4677/B, odd. Sa (,SPOLOENOST*) a radiolégom

MUDr. Zuzana Berecova, PhD., EBCR bytom
+RADIOLOG").

SPOLOCNOST, RADIOLOG a spolotnost ABBVIE sa
oznauju samostatne ako ,Zmluvna strana’ a spoloéne ako,
.Zmiuvné strany". Spolo¢nost ABBVIE si chce najat
SPOLOCNOST a RADIOLOGA na ugely poskytovania
sluZieb medicinskeho zobrazovania vo vztahu ku klinickému
ski8aniu spolotnosti ABBVIE (SkaSanie'), atfo za
nasledujlcich podmienck.

Spolocnost' spoloénost ABBVIE kona ako splnomocneny
zastupca spoloZnosti AbbVie Deutschland GmbH & Co. KG
na Slovensku, ktora je zadavatelom Skusania v Eurdpskej
unii, ako to je stanovené v nariadeni (EU) & 536/2014 resp.
smernici 2001/20/ES (,Zadavatel™);

Spolotnost spolonost ABBVIE i Zadavatel su &lenmi
skupiny spolognosti AbbVie, ktorej priamym alebo
nepriamym vlastnikom je spolo&nost AbbVie Inc. (spolu so
spolocnostou AbbVie Inc.( skupina AbbVie®);

PRICOM, spolognost ABBVIE uzavrie zmluvu o Klinickom

skGsani s Univerzitnou nemocnicou Bratislava
Nemocnica, Staré Mesto (,Zariadenie') a Doc. MUDTr.

Eméke Stefiovda PhD. (Zodpovedny skuSajici) na
vykonanie klinického skusania.

1. Sluzby. SPOLOCNOST a RADIOLOG budl na zaklade
adekvatnych Ziadosti zo strany spolocnosti ABBVIE
vykonavat  &innosti medicinskeho  zobrazovania
uvedené v Prilohe A, ktoré sa md2u prileZitostne menit

(.Sluzby").

2. Protokol. SPOLOCNOST a RADIOLOG budu
vykonavat' sluzby v stilade s Prilohou A a protokolom
¢. M19-844 s nazvom ,Randomizované, placebom
kontrolované, dvojito zaslepené kiinické skd$anie
fazy 3 sciefom posudit déinnost' a bezpeénost
Upadacitinibu u dospelych téastnikov s axidlnou
spondyloartritidou”.  (,Protokol"), ktory mdze
spoloénost ABBVIE prileZitostne pisomne _upravit,
priom kopiu poskytne SPOLOCNOSTI
a RADIOLOGOVI abude na fiu odkazovat aj tato

MEDICAL IMAGING
SERVICES SITE AGREEMENT

This is a Services Agreement (“Agreement’) between
AbbVie s.ro. KaradZitova 10, 821 08 Bratislava,
RN: 46640231, RN for tax: 2023529057, RN for VAT:
SK2023529057, represented by Branislav Truz MD.,
Company is registered in Trade Register of District Court
Bratislava |. Part Sro, insertion no. 81375/B, date of
registration 11.05.2012 ("ABBVIE™, Univerzitna
nemocnica - Nemocnica svidtého Michala, a. s.,
Radiodiagnostické oddelenie, with its registered seat at
Satinského 1.7770/1, 811 08 Bratislava, Slovak Republic
registration number RN: 44570 783, RN for tax:
2022738586, VAT SK2022738586, represented by Marian
Krizko, MD. PhD., MPH., Chairmen of the board and
general manager, Company is registered in Trade Register
of District Court Bratislava |., insertion no. 4677/B, Part Sa
("COMPANY") and radiologist MUDr. Zuzana Rararnva
PhD.. EBCR, with nermanent address:

{ "' ¢ ("RADIOLOGIST").

COMPANY, RADIOLOGIST and ABBVIE are individually
referred to as a “Party” and collectively as the ‘Parties.”
ABBVIE desires to retain COMPANY and RADIOLOGIST
for medical imaging services in relation to AbbVie's clinical
study ("Study”) on the following terms and conditions.

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

WHEREAS 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”);

WHEREAS, ABBVIE will enter into a clinical study
agreement with Univerzitna nemocnica Bratislava
Nemocnica, Staré Mesto ("Institution”) and Do¢c. Eméke
Stefiovd MD. PhD. ("Principal Investigator’); for the
conduct of the Study.

1. Services. As ABBVIE reasonably requests, COMPANY
and RADIOLOGIST shall perform the medical imaging
activities set forth in Exhibit A which may be amended
from time to time (the “Services").

2. Protocol. COMPANY and RADIOLOGIST shall conduct
the Services in accordance with Exhibit A and Protocol
No. M19-844 entited “A Phase 3 Randomized,
Placebo-Controlled, Double-Blind Program fo
Evaluate Efficacy and Safety of Upadacitinib in Adult
Subjects with Axial Spondyloarthritis.” (‘Protocol”),
as the same may be amended from time to time in writing
by ABBVIE, copy of which shall be provided to
COMPANY and RADIOLOGIST by ABBVIE and
incorporated herein by reference, and any other written
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zmluva, ako g vsllade so v3etkymi pisomnymi
pokynmi, ktoré mdze spoloénost ABBVIE davat
SPOLOCNOSTI a RADIOLOGOVI. Ak by si zmena
v protokole vyZadovala zmenu v rozsahu, nakladoch
alebo harmonograme siuZieb, takyto upraveny alebo
modifikovany protokol nebude pre SPOLOCNOST
a RADIOLOGA zavazny, kym sa neuzavrie Dodatok
v stlade s Odsekom 6.

Kontaktné osoby. Kontaktnou osobou SPOLOCNOSTI
vo vztahu k spoloénosti ABBVIE bude MUDr. Berecova
Zuzana, PhD., EBCR Kontaktnou osobou spoloénosti
ABBVIE v SPOLOCNOSTI bude Mgr. Lenka Stibrana.
alebo ktorakolvek in&d osoba, ktoru spoloénost ABBVIE
urél.  Kontaktnou osobou spoloénosti  ABBVIE
v SPOLOCNOSTI bude RADIOLOG.
RADIOLOG bude wvykonavat sluzby na Ggely tejto
zmluvy v mene SPOLOCNOSTI.

Spravy. Na zéklade Ziadosti spolo€nosti AbbVie
prediozi SPOLOCNOST pisomné spravy o tom, ako
pokratuje poskytovanie sluzieb, ktoré majd byt
poskytované podfa tejto Zmiuvy.

Odmena, fakturécia, platobné podmienky.

5.1 Odmena. Spolo¢nost ABBVIE zaplati
SPOLOCNOSTI a RADIOLOGOVI ako odmenu za
vykonanie sluZieb opisanych v tejto zmluve sumu,
ktora neprevysi celkovy rozpoCet uvedeny v
Prilohe B. Vpripade pred¢asného ukoncenia
platnosti tejto zmluvy zaplati spolognost ABBVIE
SPOLOCNOSTI a RADIOLOGOVI odmenu podia
rozsahu  vykonanych  sluzieb  avydavkov
vzniknutych SPOLOCNOSTI a RADIOLOGOVI do
datumu  ukonCenia platnosti  tejto  zmluvy.
Spolognost ABBVIE zaplati SPOLOCNOSTI a
RADIOLOGOVI odmenu po prijati aschvaleni
faktury obsahujlcej véetky informacie potrebné na
zaklade slovenskych predpisov, ktorej forma bude
podobna faktire v Prilche C, s adekvatnym
zdokumentovanim sluzieb, ktoré SPOLOCNOST a
RADIOLOG vykonali.

5.2 FEakturacia. SPOLOCNOST aRADIOLOG budu
spoloénosti ABBVIE vystavovat faktary do 15-teho
dfia nasledujiceho mesiaca za sluzby vykonané
po€as predchadzajuceho mesiaca. Faktury budd
Clenené tak, aby bola kazda ¢innost uvedena ako
samostatnd poloZzka. Ku kaZdej fakiure bude
priloZend primerana podporna dokumentacia (napr.
podrobna tabulka).

5.3 Platobné podmienky. Spoloénost ABBVIE zaplati
SPOLOCNOSTI a RADIOLOGOVI odmenu do 30
dni od prevzatia a schvalenia faktury. Podklady
ku vBetkym  vzniknutym  vydavkom  vratane
externych vydavkov musia byt' Gpiné a spolocnost
ABBVIE ich musi pred uhradenim schvaii.
V pripade sporu o schvéleni zdokumentovanych
podpornych vydavkov vzniknutych na zaklade tejto
zmluvy zo strany spolocnosti ABBVIE nemozno
pred vyrieSenim sporu odmietnut poskytnutie
Ziadnych Gdajov ani informécii vyplyvajlcich zo
sluzieb  SPOLOCNOSTI a  RADIOLOGA.

instructions that may be provided from time to time to
COMPANY and RADIOLOGIST by ABBVIE. If a change
in the Protocol would require a change in the scope, cost
or timing of the Services, such amended or modified
Protocol shall not be binding on COMPANY and
RADIOLOGIST until an Amendment has been agreed to
in accordance with Section 6.

3. Contacts. COMPANY’s ABBVIE contact will be MUDr.

Berecova Zuzana, PhD., EBCR. ABBVIE’s contact with
COMPANY will be Mgr. Lenka Stibrand, or whomever
ABBVIE may designate. ABBVIE's contact with
COMPANY will be RADIOLOGIST. RADIOLOGIST shall
conduct the Services for this Agreement on behalf of the
COMAPNY.

4. Reports. As AbbVie may request, COMPANY will submit
written reports on the progress of the Services to be

performed under the Agreement.

5. Compensation, Invoicing, Payment Terms.

5.2 Invoicing.

5.1._Compensation. In consideration for COMPANY’s and

RADIOLOGIST s performance of the Services described
in this Agreement, ABBVIE shall pay COMPANY and
RADIOLOGIST an amount not to exceed, the total Project
Budget set forth in Exhibit B. In the event of premature
termination of this Agreement, ABBVIE shall pay
COMPANY and RADIOLOGIST according to the extent of
Services performed and expenses incurred by
COMPANY and RADIOLOGIST through the date of
termination. ABBVIE shall pay COMPANY and
RADIOLOGIST upon receipt and approval of an invoice
comprising all information required under the Slovakian
regulations, similar to the form as set forth in Exhibit C ,
containing reasonable documentation of Services
performed by COMPANY and RADIOLOGIST.

COMPANY and RADIOLOGIST will issue
invoices for Services by the 15" of the following month
to ABBVIE. Invoices will be structured so that each
activity is a separate line item. Appropriate supporting
documentation (e.g. detail spreadsheet) will accompany
each invoice.

5.3 Payment Terms. ABBVIE shall pay COMPANY and

RADIOLOGIST within 30 days of receipt and approval
of invoice. Documentation supporting all expenses
incurred, including the pass-through costs, must be
complete, and approved by ABBVIE prior to being paid
by ABBVIE. In the event of a dispute regarding
ABBVIE's approval of documents supporting costs
incurred under this Agreement, any data and
information  resulting from COMPANY's  and
RADIOLOGIST's Services cannot be withheld prior to
the resolution of the dispute. ABBVIE shall not
unreasonably delay or withhold approval of costs
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Spolognost ABBVIE nebude bezdévodne odkladat
alebo odopierat poskytnutie sdhlasu s vydavkami
vzniknutymi na zaklade tejto zmluvy a zavazuje sa
v&as vyriesit' vietky spory.

Ak dbjde k vypovedaniu alebo zaniku tejto zmluvy,
SPOLOCNOST a RADIOLOG poskytne spolognosti
ABBVIE faktiru s oznaenim ZAaveredna faktra
(Zavereéna  faktdra') spolu s podkladmi.
Zaveretna platba na zaklade tejto zmluvy sa
vykona spolu s finanénym odsuhlasenim, priom sa
zohladnia platby, ktoré sa maju vykonat podra
Prilohy B. Ak bude v &ase takéhoto finan&ného
odsuhlasenia celkovd suma, ktorl spolo&nost
ABBVIE zaplatila, niZSia ako suma, na ktord ma
SPOLOCNOST a RADIOLOG narok podla tejto
zmiuvy, spolo&nost ABBVIE zaplati
SPOLOCNOST! a RADIOLOGOVI diznd sumu.
Kazdy preplatok v prospech spoloénosti ABBVIE
podla tejto =zmluvy, ktory sa wurdi v&ase
zaveretného odsuhlasenia G&tov, sa spoloénosti
ABBVIE zaplati do Styridsiatich piatich (45) dni odo
dna, vktory spolognost ABBVIE SPOLOCNOST
a RADIOLOGA o takomto preplatku informovala,
aposle sa na Lenka Machagkova, Financial
Controller, Karadzicova 10, 821 08 Bratislava,’
Slovenska republika,
| s vysvetlenim
ddvodu platby.

Dodatok. Ziadny dodatok ktejto zmluve ani jej
modifikacia sa nebudl povaZovat za G&inné, ak nebudd
mat' pisomnG formu a nebudi podpisané opravnenymi
zastupcami vietkych zmluvnych stran.

DodrZiavanie predpisov. SPOLOCNOST a RADIOLOG
budd pri vykonavani sluZieb dodrZiavat vSetky platné
zakony, predpisy ausmernenia, okrem iného aj
pravidla, ktorymi sa riadia slovenské §tatne programy
v oblasti zdravotnictva ako aj V&eobecné nariadenie
Eurdpskej Unie o ochrane Osobnych Gdajov {2016/
879) a suvisiacich Pravnych predpisov na ochranu
osobnych Udajov (,Zdkony na ochranu oscbnvch
udajov'). SPOLOCNOST a RADIOLOG sa zavézuje
dodrZiavat' vdetky vzdjomne dohodnuté Standardné
prevadzkové postupy/praktiky. Pogas pritomnosti
v priestoroch spolo&nosti ABBVIE bude SPOLOCNOST
navySe dodriiavat aj zasady spolodnosti ABBVIE,
o ktorych bude preukazatelne poutena

Elektronické (daje. Ak bude suéastou vykonavania
sluzieb na zaklade tejto zmluvy zaznamenavanie
elektronickych Gdajov alebo ich prenos do spoloénosti
ABBVIE, SPOLOCNOST a RADIOLOG budd
dodrZiavat povinnosti tykajuce sa elektronickych Gdajov
uvedené v Prilohe D ktejto zmluve, ako aj vietky
obmedzenia alebo povinnosti vyplyvajlce z prislusnych
zakonov o ochrane Udajov.

Trvanie azanik zmluvy. Tato zmluva nadobudne
platnost' po jej riadnom podpisani zmluvnymi stranami a
U€innost’ diiom nasledujicim po dni jej zverejnenia

6. Amendment.

incurred under this Agreement and agrees to resolve
any disputes in a timely manner.

In the event of any termination or expiration of this
Agreement, COMPANY and RADIOLOGIST shall provide
to ABBVIE an invoice marked Final Invoice (“Final
Invoice”) along with supporting documentation. The final
payment to be made under this Agreement will be
accompanied by a financial reconciliation, taking into
account the payments to be made in accordance with
Exhibit B. If, at the time of such financial reconciliation,
the total amount ABBVIE has paid is less than the
amount to which COMPANY and RADIOLOGIST is
entitled hereunder, ABBVIE shall pay the amount due
COMPANY and RADIOLOGIST at such time. Any
overpayment due ABBVIE pursuant to this Agreement, as
determined at the time of final reconciliation, shall be
made payable to ABBVIE within forty-five (45) days of
ABBVIE's notice to COMPANY and RADIOLOGIST of
such overpayment and sent to: Lenka Machackova,
Financial Controller, KaradZi¢ova 10, 821 08 Bratislava,
Slovak Republic, . with an
explanation for sucn paymein.

No Amendment or modification of this
Agreement shall be deemed effective unless in writing
and signed by an authorized representative of each of the
Parties hereto.

. Compliance. In performance of the Services, COMPANY

and RADIOLOGIST shall comply with all applicable laws,
regulations, and guidance documents, including but not
limited to, rules governing Slovakian governmental
healthcare programs and the EU General Data Protection
Regulation (2016/79) and related data protection laws
(‘Data __ Protection  Law(s)). COMPANY and
RADIOLOGIST agrees to comply with mutually agreed
upon standard operating procedures/practices, while on
ABBVIE's premises COMPANY shall comply with
ABBVIE's policies, about which will be expressly
instructed.

. Electronic Data. If performance of the Services under this

Agreement involves the recording or transmittal to
ABBVIE of electronic data, COMPANY and
RADIOLOGIST shall comply with the electronic data
obligations set forth in Exhibit D attached hereto, as well
as any restrictions or obligations arising under applicable
data protection laws.

. Term and Termination. This Agreement shall be effective

upon This Amendment shall be fully executed upon
signature by all parties and effective as of the day
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v centralnom registri, (Datum nadobudnutia
uéinnosti“) azanikne k skordiemu z nasledujlcich
terminov:

(i) dva (2) roky od Datumu nadobudnutia G&innosti, ak

following the day of publication of this Amendment in the
Central Registry of Agreements (“Effective Date") and
shall terminate on the tater of

() two (2) years from the Effective Date if no subjects

v Zariadeni nebol v Zariadeni zaredeny do were enrolled at the Institution or
skuSania Ziadny ucastnik, alebo (i} the date of completion of all of the obligations of the
(i) datumom splnenia vSetkych povinnosti parties hereunder, unless terminated earlier in

zucastnenych stran podla tejto zmiuvy, ak neddjde

skor kjej predéasnému ukon&eniu v sUlade s jej

ustanoveniami.
Kazdad zmluvna strana moZe tato zmluvu vypovedat
okamzite na zaklade pisomnej vypovede adresovanej
druhej zmluvnej strane, ak druha zmluvna strana porusi
dolezité ustanovenie tejto zmluvy a nezabezpedi
napravu stavu do tridsiatich (30) dni od prevzatia
oznamenia o takomto poruseni od zmluvnej strany,
ktoréd ustanovenie neporudila. Spolonost ABBVIE
mdZe tuto zmiluvu kedykolvek okamzite vypovedat
s uvedenim alebo bez uvedenia dovodu na zaklade
pisomnej vypovede adresovanej SPOLOCNOSTI a
RADIOLOGOVI, pricom takato vypoved nadobudne
aginnost okamzite po tom, ako si SPOLOCNOST
a RADIOLOG vypoved prevezmu, alebo podia toho,
ako je uvedené v pisomnej vypovedi, a to bez potreby
akychkolvek daliich formainych ukonov alebo zasahov
zo strany stdu alebo rozhodcovského stdu.

Ak dbjde k vypovedaniu tejto zmluvy pred ukongenim
sluZieb na zaklade tejto zmluvy, SPOLOCNOST a
RADIOLOG okamzite zastavia poskytovanie vsetkych
sluzieb do okamihu, kym spolocnost ABBVIE neurdi,
ktoré sluzby s potrebné na G&inné ukonéenie
povinnosti SPOLOCNOSTI a RADIOLOG na zaklade
tejto zmluvy.

Tdto zmluvu moZno predizit pisomnou dohodou
podpisanou zmluvnymi stranami.

Po skonéeni tejto zmluvy alebo skisania z akéhokolvek
dovodu vrati SPOLOCNOST a RADIOLOG spolocnosti
ABBVIE do tridsiatich (30) dni od takéhoto ukongenia
vietky Udaje avSetky ostainé materialy spoloénosti
ABBVIE vo viastnictve SPOLOCNOSTI a RADIOLOGA.
SPOLOCNOST bude v silade so svojimi $tandardnymi
prevadzkovymi  postupmi  a prislusnymi  zakonmi
a predpismi opravnena ponechat si archivne kopie
vietkych Gdajov vyluéne na Ucely vedenia zaznamov
a nebude mat pravo takéto informacie pouzivat, pri¢om
vynimku tvoria situacie, ktoré vyslovne povolujl
podmienky tejto zmluvy. VSetky tieto (idaje a materialy
sU stale povaZované za dbverné achranené Udaje
spole€nosti  ABBVIE a podliehaji  ochrane podfa
Odseku 12 (Dévernost (castnikov, Ochrana Udajov).
Ak dbjde k skongeniu tejto zmluvy alebo skusania pred
uplynutim lehoty, SPOLOCNOST a RADIOLOG ¢&o
najrychlejsie ukongia poskytovanie prisiusnych sluzieb
podla pokynov spolognosti ABBVIE a véetkych platnych
zakonov, predpisov a usmerneni v stlade s odsekom 7
(Dodrziavanie predpiscv) a Odsekom 12 (Ddvernost
Ucastnikov; Ochrana Gdajov).

SPOLOCNOST, RADIOLOG a spolo&nost ABBVIE
budl pogas vypovednej lehoty spolupracovat’ v zaujme
zaistenia bezpeénosti (&astnikov, pokraovania ich
lieCby adodrZania vietkych platnych vnutrostatnych

#

accordance with the provisions hereof.

Either Party may terminate this Agreement immediately
upon written notice to the other Party in the event of a
breach by the other Party of a material provision of this
Agreement that remains uncured thirty (30) days following
receipt of notice of such breach from the non-breaching
party. ABBVIE may immediately terminate this
Agreement any time with or without cause by delivering
written notice to COMPANY and RADIOLOGIST and
such termination shall be effective immediately upon
COMPANY's and RADIOLOGIST receipt of such notice
or as defined in the written notice, without any further
formality or intervention of court of law or arbitration court
being necessary.

In the event this Agreement is terminated before
conclusion of the Services hereunder, COMPANY and
RADIOCLOGIST shall immediately halt all Services until
ABBVIE determines what Services are required to
effectively close out the obligations of COMPANY and
RADIOLOGIST under this Agreement.

This Agreement may be extended upon written
agreement signed by the Parties.

Upon the termination of this Agreement or the Study for
any reason, COMPANY and RADIOLOGIST shall return
to ABBVIE all data and all other materials of ABBVIE in
COMPANY's and RADIOLOGIST's possession or control
within thirty (30} days of such termination. In accordance
with COMPANY SOP's and the applicable laws and
regulations, COMPANY shall be entitled to retain an
archival copy of all data solely for record keeping
purposes and shall have no right to use such information
except as expressly permitted by the terms hereof. All
such data and materials shall stil be deemed the
confidential and proprietary data of ABBVIE and subject
to the protections of Section 12 (Subject Confidentiality;
Data Protection). In the event this Agreement or the
Study is terminated prior to expiration, COMPANY and
RADIOLOGIST shall conclude their respective Services
as expeditiously as possible and in accordance with
ABBVIE's instructions and all applicable laws,
regulations, and guidelines consistent with Section 7
(Compliance) and Section 12 (Subject Confidentiality;
Data Protection).

COMPANY, RADIOLOGIST and ABBVIE shall cooperate
with each other during the period of notice of termination
to safeguard Subject safety, continuity of Subject
treatment and to comply with all applicable national and
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10. Neplnenie

11.

Document Title M19-944 Slovakia Medical Imaging Agreement_UN sv Michal 23March2020 Final Clean

a medzinarodnych zakonov, predpisov a usmerneni.

povinnosti, _opravné _ prostriedky. Ak
SPOLOCNOST a RADIOLOG nebudd spolo&nosti
ABBVIE poskytovat' sluzby zodpovedajlce vo vietkych
podstatnych smeroch podmienkam a harmonogramom
uvedenym v tejto zmiuve a takéto neplnenie povinnosti
bude spdsobené inym dovodom neZ udalostou vyssej
moci alebo konanim alebo neéinnostou spoloénosti
ABBVIE, ktoré je odovodnene potrebné na zaklade tejto
zmluvy, spolognost ABBVIE o tom bude
SPOLOCNOST a RADIOLOGA informovat a umozni im
situaciu napravit alebo predloZit spoloénosti ABBVIE
prijatefny plan napravnych opatreni (ak bude
spolocnost' ABBVIE cdévodnene povaZovat nedostatky
za odstranitelné) do tridsiatich (30) dni od takého
oznamenia. Ak SPOLOCNOST a/ alebo RADIOLOG
v uvedenej lehote takyto nedostatok neodstrani a ak
takato neGinnost zo strany SPOLOCNOSTI alebo
RADIOLOGA navySe ovplyvni naklady alebo kvalitu
skuSania afalebo spdsobi, Ze skaSanie nejakym
sposobom ovplyvnia pravne predpisy, SPOLOCNOST a
RADIOLOG nahradia spoloZnosti ABBVIE vsetky
primerane  zdokumentované naklady  a vydavky’
vzniknuté v stvislosti s napravnymi  opatreniami
potrebnymi v zaujme pokradovania takto dotknutého
skuSania. Predchadzajuce ustanovenie nebude jedinym
opravnym prostriedkom spoloc¢nosti ABBVIE v pripade
takejto necinnosti zo strany SPOLOCNOSTI a/ alebo
RADIOLOGA a spolocnost ABBVIE si ponecha pravo
na vyuZitie vSetkych ostatnych opravnych prostriedkov
dostupnych na zaklade zakona alebo principov
spravodlivosti.

Déverné informéacie, Pogas trvania tejto zmluvy vratane
jej predlZenej lehoty platnosti a nasledne pocas
desiatich (10) rokov nebude SPOLOCNOST a
RADIOLOG zverejfiovat alebo pouZivat déverné
informécie (definované niZSie) okrem toho, ako to
povoluje tato zmluva alebo im pisomne umozni
spoloénost ABBVIE. Bez ohladu na predchadzajlice
ustanovenie plati, 2e zavazok mi&anlivosti azakaz
pouZivania vo vztahu kvyskumu, wvyvoju alebo
vyrobnym procesom, ktoré spoloénost ABBVIE oznadi
za obchodné tajomstvo ostava v platnosti tak diho
pokial si tieto Doverné informacie zachovaju status
obchodného tajomstva podla prisiudnych zakonov.
SPOLOCNOST a RADIOLOG suthlasia s tym, Ze ich
prislusni zamestnanci, zastupcovia alebo dodavatelia,
ktori maja pristup k dévernym informaciam na zaklade
tejto zmluvy, bud( dodrziavat zavézky miganlivosti
uvedené vtejto zmiuve. ,Déverné informacie® s
vietky informéacie, udaje a materidly o spolo&nosti
ABBVIE  asluzbach, ktaré SPOLOCNOSTI
afalebo RADIOLOGOVI spristupni spolognost ABBVIE
alebo sa jej spristupnia v mene spolognosti ABBVIE,
pripadne vzniknl ako dbsledok vykonavania sluZieb zo
strany SPOLOCNOSTI a/alebo RADIOLOGA, (vratane
Osobnych udajov ako je definované v Odseku 12(a)
(Dévernost GEastnikov; Ochrana Udajov) ziskané od
U&astnikov skiSania. Bez ohfadu na vysSie uvedené,
dbverné informacie (iné ako Osobné Gdaje), nezahffiaj

11. Confidential

international, laws, regulations, and guidelines.

10. Failure to Perform; Remedies. If COMPANY and/or
RADIOLOGIST do not provide ABBVIE with Services
conforming to the terms and timelines set forth in this
Agreement in all material respects, and such failure is
due to a reason other than a force majeure event or
ABBVIE'’s actions or failure to act as reasonably required
under this Agreement, ABBVIE shall notify COMPANY
and RADIOLOGIST and shall allow COMPANY and/or
RADIOLOGIST to correct or provide an acceptable
corrective action plan to ABBVIE (if ABBVIE reasonably
deems it capable of cure) within thirty (30) days of such
notification. In the event COMPANY and/or
RADIOLOGIST fail to correct such non-conformity within
such time period, and further, if such failure by
COMPANY or RADIOLOGIST results in a cost, quality
and/or regulatory impact on a Study, COMPANY and
RADIOLOGIST shall reimburse ABBVIE for all
reasonably documented costs and expenses incurred in
connection with corrective action needed for the
continuation of any such affected Study. The foregoing
shall not be ABBVIE's sole remedy in the event of such
failure by COMPANY and/or RADIOLOGIST and ABBVIE
shall retain its right to seek all other remedies available
under law or equity.

Information.  During the term of this
Agreement, including any extension thereof, and ten (10)
years thereafter, COMPANY and RADIOLOGIST shall
not disclose or use Confidential Information (as defined
below) except as permitted in this Agreement or in writing
by ABBVIE. Notwithstanding the foregoing, obligations of
confidentiality and non-use with respect to research,
development, or manufacturing processes, identified as
trade secret by ABBVIE shall remain in place for so long
as the applicable Confidential Information refains its
stalus as a trade secret under applicable Ilaw.
COMPANY and RADIOLOGIST agree that any of their
respective employees, agents, or subcontractors having
access to the Confidential Information under this
Agreement shall abide by the confidentiality obligations
set forth in this Agreement. “Confidential Information”
shall mean all information, data and materials concerning
ABBVIE and the Services disclosed to COMPANY and/or
RADIOLOGIST by or on behalf of ABBVIE, or developed
as a result of COMPANY's and/or RADIOLOGIST's
performance of the Services, (including Personal Data as
defined in Section 12(a) (Subject Confidentiality; Data
Protection) collected from Study subjects).
Notwithstanding the foregoing, Confidential Information
(Other than Personal Data) shall not include information,
data, or materials which:
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informacie, Udaje, alebo materialy, ktoré:

(a8 Su SPOLOCNOSTI alalebo RADIOLOGOVI
zname bez povinnosti utajenia pred jej prijatim na
zaklade tejto zmluvy, o mozno dolozit' pisomnymi
zaznamami SPOLOCNOSTI a RADIOLOGA;

(b) Su SPOLOCNOSTI a RADIOLOGOV!
spristupnené po prijati tejtc zmluvy tretou stranou,
ktord ma pravo Udaje spristupnit bez povinnosti
ich utajenia; alebo

{c) Su alebo sa stani verejnym majetkom bez
zavinenia SPOLOCNOST! alebo RADIOLOGA.

SPOLOCNOST a RADIOLOG nebudi spoloGnosti
ABBVIE spristupfiovat ziadne informacie, ktoré su
dovernymi a/alebo chrénenymi informaciami tretej
strany bez toho, aby vopred neziskali pisomny suhlas
tretej strany i spolo¢nosti ABBVIE.

Po vypovedani alebo zéniku tejto zmluvy vrati
SPOLOCNOST a RADIOLOG spoloénosti ABBVIE
vietky doverné informacie, ktoré im spoloénost ABBVIE
poskytla alebo im boli poskytnuté v mene spolognosti
ABBVIE, alebo ktoré vyvinula SPOLOCNOST a
RADIOLOG v désledku svojho vykonu siuZieb, podia
Ziadosti spoloCnosti ABBVIE. Ni¢ vtejto zmiuve sa

nebude interpretovat’ ako ustanovenie, ktoré by
SPOLOCNOST a  RADIOLOGA  obmedzovalo
v spristupfiovani  dévernych informacii  spolo&nosti

ABBVIE, ktoré prikazuje zakon alebo sudne alebo iné
statne nariadenie, prifom podmienkou je, aby
SPOLOCNOST a RADIOLOG v kazdom pripade vias
informovali spolo¢nost ABBVIE atym jej umoznili
poZiadat o ochranny prikaz.

Dévernost' G¢astnikov, ochrana tdajov.
(a) Podla  toho, aké sluzby SPOLOCNOST

aRADIOLOG  vykondva, modze byt od
SPOLOCNOSTI A RADIOLOGA pozadovang, aby
mal pristup, ziskaval, evidoval, zverejiioval alebo
akokolvek spracovaval Osobné Gdaje (definované
niz§ie) Gcastnikov skiSania alebo inych osbb
zuCastnenych na skusani.  Pokial spolonost
ABBVIE vmene zadavatela alebo RADIOLOG
alebo ktorykolvek z personaiu SPOLOCNOSTI
spracovavaju (ako je to definované nizsie) Osobné
udaje GCastnikov skaSania alebo inych osdb
zuCastnenych na  ska$ani, zmiuvné strany
zabezpedia, aby sa takéto Spracivanie vykonavalo
wiuéne vsullade stouto Zmluvou a vietkymi
platnymi Pravnymi predpismi vratane Vieobecného
nariadenia Eurépskej Unie o ochrane osobnych
Udajov (2016/ 679) aslvisiacich Pravnych
predpisov na ochranu osobnych Udajov (,Zakony

na _ochranu__osobnych udajov“);, vratane
poZiadaviek vztahujucich sa na  dohody

0 presunoch Udajov a ziskanie sthlasu od v8etkych
0s0b, ktorych Osobné Gdaje budl zhromaZdované,

(a) is known to COMPANY and/or RADIOLOGIST on a
non-confidential basis before receipt thereof under
this Agreement, as evidenced by COMPANY's and
RADIOLOGIST's written records;

(b) is disciosed to COMPANY and RADIOLOGIST
after acceptance of this Agreement by a third party
having a right to make such disclosure in a non-
confidential manner; or

(c) is or becomes part of the public domain through no
fault of COMPANY or RADIOLOGIST.

COMPANY and RADIOLOGIST shall not disclose to
ABBVIE any information which is confidential and/or
proprietary to a third party without first obtaining the
written consent of both such third party and ABBVIE.

Upon the termination or expiration of this Agreement,
COMPANY and RADIOLOGIST shall return to ABBVIE all
Confidential Information provided to COMPANY and
RADIOLOGIST by or on behalf of ABBVIE or developed
by COMPANY and RADIOLOGIST as a result of its
performance of the Services, as requested by ABBVIE.
Nothing in this Agreement shall be construed to restrict
COMPANY and RADIOLOGIST from disclosing
ABBVIE's Confidential Information as required by law or
court order or other govemmental order, provided in each
case that COMPANY and RADIOLOGIST shall timely
inform ABBVIE so that ABBVIE may seek a protective
order.

12. Subject Confidentiality; Data Protection.

(a) Depending on the Services COMPANY and
RADIOLOGIST perform , COMPANY and
RADIOLOGIST may be required to access, collect,
retain, disclose or otherwise process Personal
Data (defined below) of the Study subjects or
others participating or associated with the Study
Where ABBVIE on behalf of Sponsor or
RADIOLOGIST or any COMPANY's personnel
Processes (as defined below) Personal Data of
Study subjects or others participating or associated
with the Study, the parties shall ensure such
processing is performed only in accordance with
this Agreement, all applicable laws, including EU
General Data Protection Regulation (2016/679)
and related data protection laws ("Data Protection
Law(s)’, including requirements pertaining to data
transfer agreements, providing notice and
obtaining consent from all individuals whose
Personal Data will be collected, if applicable, and
ABBVIE's written instructions. For the purposes of
this Agreement, the terms “Processing’,
‘Personal Data”, “Data Controller’ and "Data
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(b)

(c)

(d)

ak sa fto uplatiiuje, apisomnymi pokynmi
spoioCnosti ABBVIE. Na Géely tejto Zmiuvy budy
pojmy «Spraciivanie’, ,Osobné udaje",
Prevadzkovatel" ,Porusenie osobnych tdajov"
interpretované vzmysle, kiory je tymto vyrazom
dany Pravnymi predpismi na ochranu osobnych
Gdajov.

Zmluvné strany suhlasia, 2e Zadavatel bude jednat
ako Prevadzkovatel sohladom na kitdové
kodovane Osobné udaje Gdastnikov skdSania
ziskané v sllade s ICF a Ze preniesol svoje prava
a  povinnosti vyplyvajlce =ztejto Zmluvy na
spolognost ABBVIE. SPOLOCNOST a/ alebo
RADIOLOG budl jednat ako Prevadzkovatel vo
vztahu Kk akymkofvek zaznamom zdravotnej
dokumentacie, ktoré =ziskajl od (&astnikov
skUSania a akékolvek iné Osobné Udaje ziskané &
vygenerované SPOLOCNOSTOU alalebo
RADIOLOGOM v priebehu poskytovania SluZieb,
pre UCely zaistenia ich nezavislého lekarskeho
posudenia v stlade s poziadavkami vyplyvajlicimi z
Protokolu skGSania.

Vpripade, Ze si to prisiudné zakony vyZaduiji,
alebo je to vsllade so spravnou praxou pre’
spoloénost ABBVIE uzavriet dodatogné zmiuvy
alebo  zavazky so SPOLOCNOSsTour
RADIOLOGOM , vratane dohody
0 medzinarodnom prenose dat, ako napriklad
Standardné zmluvné dolozky Eurdpskej Cnie,
SPOLOCNOST aRADIOLOG na  zakiade
poZiadavky spolocnosti ABBVIE, obratom uzavrie
takito dohodu so spoloénostou ABBVIE.

Zmluvné strany budi udrZiavat zdokumentovany
bezpecnostny program, ktory obsahuje pristudné
administrativne, technické a organizatné
opatrenia, ktoré sl v stlade s prisiusnymi zakonmi
a Standardmi daného odvetvia relevantnymi pre
obchodné akfivity zmluvnych stran, za Gdelom
ochrany Osobnych udajov. Zmluvné strany
stihlasia, Ze budl vykonavat pravidelnd kontrolu a
vyhodnotenie  Gcinnosti  zavedenia  takychto
bezpe&nostnych opatreni.

(e) SPOLOCNOST a RADIOLOG prediozia spolognosti

Document Title M19-944 Slovakia Medical Imaging Agreement_UN sv Michal 23March2020 Final Clean

ABBVIE pisomné oznamenie o akomkolvek
skutotnom alebo predpokladanom  Porugeni
bezpelnosti Udajov, ktoré ma vplyv na Osobné
Gdaje alebo Déverné informacie spracuvané
SPOLOCNOSTOU afalebo RADIOLOGOM  pre
alebo vmene spoloCnosti ABBVIE, najneskor
dvadsatStyri (24) hodin po zisteni takejto udalosti.
Pisomné ozndmenie hiira »aclana nrastradnictvom
e-mailu na adresu Takéto
oznamenie bude obsahovat dostato&ne podrobné
zhrnutie dosahu (aktudlineho alebo mozZného)
takéhoto PoruSenia bezpe&nosti utdajov na
spolognost ABBVIE ana osoby, ktorych Osobné
Udaje su ovplyvnené takymto Porudenim
bezpelnosti  Gdajov.  Vpripade  Porudenia
bezpeénosti Gdajov SPOLOCNOST a RADIOLOG:

(b)

(©

(d)

(e}

Security Breach” shall have the meaning ascribed
to them in Data Protection Law.

Parties agree that Sponsor acts as Data Controller
with regard to key-coded Personal Data of Study
subjects collected in accordance with the
applicable informed consent form and has
delegated its rights and obligations under this
Agreement .to ABBVIE. COMPANY and/or
RADIOLOGIST act as Data Controller with respect
to any medical records they obtain from Study
subjects and any other Personal Data collected or
generated by COMPANY and/or RADIOLOGIST
in the course of the Services for the purpose of
exercising its independent medical judgment in line
with the Study Protocol.

Where applicable laws require or consider it to be
good practice for ABBVIE to enter into additional
agreements or  undertakings  with the
COMPANY/RADIOLOGIST, including international
data transfer agreements, such as European Union
Standard Contractual Clauses, COMPANY and
RADIOLOGIST wili at ABBVIE's request promptly
enter into such agreements with ABBVIE.

Parties shall maintain a documented security
program that has appropriate administrative,
technical, physical, and organizational security
measures that are commensurate with the laws
and industry standards relevant to parties’
business activities to protect Personal Data.
Parties agree to regularly test, assess and
evaluate the effectiveness of such implemented
security measures.

COMPANY and RADIOLOGIST shall provide to
ABBVIE prompt written notice of any actual or
suspected Data Security Breach affecting Personal
Data or Confidential Information Processed by
COMPANY and/or RADIOLOGIST for or on behalf
of ABBVIE no later than twenty-four (24) hours

following discovery of such event.  Written
notification should be sent via e-mail to
Such notice shall

summarize in reasonauie Jdetail the impact (current
and potential) of such Data Security Breach upon
ABBVIE and the persons who's Personal Data is
affected by such Data Security Breach. In the
event of a Data Security Breach, COMPANY and
RADIOLOGIST shall also;
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®

(g)
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(i) budi primerane spolupracovat so
spoloénost'ou ABBVIE v slvislosti
s vySetrovanim takéhoto Porusenia

bezpecnosti Udajov a bez predchadzajuceho
pisomného suhlasu spolotnosti ABBVIE
neurobia Ziadne verejné vyhlasenie o takomto
PoruSeni bezpegnosti Gdajov,

(i) podniknd  vsetky potrebné a primerané
napravné opatrenia, vratane, okrem iného, na
Ziadost spolotnosti ABBVIE ana naklady
SPOLOCNOSTI aRADIOLOGA , zaslania
oznamenia vSetkym osobam, ktorych Osobné
udaje mohli byt dotknuté takymto PoruSenim
bezpeénosti (dajov, bez ohladu na to, &i
zaslanie takéhoto ozndmenia vyZaduje platny
zakon; a

(iii) preplati spolocnosti ABBVIE véetky primerané
naklady, ktoré spolocnosti ABBVIE mdZu
vznikndt' v stvislosti s napravou takejto
udalosti, vratane, okrem iného, nakladov,
ktoré vznikli (A) v slvislosti s vypracovanim
adoruéenim pravnych oznameni, ktoré
vyZaduje platny zakon; (B) v slvislosti so
zriadenim bezplatnej telefonnej linky, na ktorej
mozu dotknuté osoby ziskat informéacie
o PoruSeni bezpetnosti Gdajov; a (C)
v sUvislosti s monitorovanim/napravou kreditu
alalebo obnovenim/poistenim identity
dotknutych oséb na obdobie jedného (1) roka
po oznameni alebo zverejneni Porusenia
bezpetnosti Udajov alebo po  zaslani
oznamenia dotknutym osobam podia toho,
ktory pripad nastane neskor.

Zmluvné strany sa dohodii, Ze SPOLOCNOST
a RADIOLOG budu vybavovat ziadosti uéastnikov

skiSania, ktoré s uréené SPOLOCNOSTI
a RADIOLOGOWVI vo vztahu kK pristupuy,
pozmefiovaniu, prenosu, blokovaniu  alebo

vymazaniu Osobnych udajov. Spolocnost ABBVIE
mbZe postipit akékolvek Ziadosti tykajuce sa
Osobnych udajov, ktoré spoloénost ABBVIE alebo
Zadavatel ziskali od (gastnikov sklsania
SPOLOCNOSTI a RADIOLOGOV! v rozsahu, ktory
sa  vztahuje  naSluzby.  SPOLOCNOST
a RADIOLOG potvrdzuje, Ze na ugely zachovania
integrity vysledkov skusania, by mala byt moZnost
menit, blokovat alebo vymazavat Osobné Udaje
obmedzena vsUlade splatnym  zakonom
a Odsekom 21 (Prijimanie otazok a staznosti).

Zmluvné strany sa budi navzajom informovat
0 akychkolvek Ziadostiach alebo staZnostiach,
ktoré im budd doruéené od akéhokolvek viadneho
organu alebo od inej tretej strany vo vztahu
k akémukolvek Spraclvaniu osobnych Udajov,
anavzajom bud( vdobrej viere spolupracovat,
budu si poskytovat okamzitu stcinnost' a tieZ budd

poskytovat okamZiti saéinnost  prislu§nému
viadnemu  organu, vratane  spristupfiovania
informacii, ktoré sU potrebné na preukazanie

dodrZiavania tohto Odseku 12 a Odseku 21
(Prijimanie otazok a staznost().

(f)

(9

{i) reasonably cooperate with ABBVIE in
connection with the investigation of such Data
Security Breach and not make any public
announcements relating to such Data Security
Breach without ABBVIE's prior written
approval;

(i) take all necessary and appropriate corrective
action, including without limitation, at the
request of ABBVIE and at the expense of
COMPANY and RADIOLOGIST, provide notice
to all persons whose Personal Data may have
been affected by such Data Security Breach,
whether or not such notice is required by
applicable law; and

(iii) reimburse ABBVIE for all reasonable costs
ABBVIE may incur in connection with
remediation efforts, including without limitation
costs incurred in connection with (A) the
development and delivery of legal notices

required by applicable law; (B) the
establishment of toll-free telephone number
where affected persons may receive

information relating to the Data Security
Breach, and (C) the provision of credit
monitering/repair and/or identity
restoration/insurance for affected persons for
one (1) year following the announcement or
disclosure of the Data Security Breach or
following notice to the affected persons,
whichever is later.

Parties agree that COMPANY and RADIOLOGIST
will manage requests from Study subjects directed
to COMPANY and RADIOLOGIST for access,
amendment, transfer, blocking or deletion of
Personal Data. ABBVIE may forward any Personal
Data requests from Study subjects received by

ABBVIE or Sponsor to COMPANY and
RADIOLOGIST to the extent related to the
Services. COMPANY and RADIOLOGIST

acknowledge that in order to maintain the integrity
of Study results, the ability to amend, block, or
delete Personal Data should be limited, in
accordance with applicable law and Section 21
(Receipt of Inquiries and Complaints).

Parties shall notify each other of any requests or
complaints from any governmental authority or
other third party with respect to any Processing of
Personal Data and will in good faith cooperate with
and promptly assist each other, and any relevant
government authority in such cases, including
making available all information necessary to
demonstrate compliance with this Section 12 and
Section 21 (Receipt of Inquiries and Complaints).
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Toto ustanovenie sa bude uplatiovat a po
vypovedani alebo ukonceni tejto Zmiuvy.

13. Vystupy a pracovny produkt. VEetky spravy, oznamenia,

materidly, informécie, inovacie, vynalezy alebo objavy
(bez ohfadu na mozZnost ich patentovania alebo
ochrany autorskymi prévami), ktoré skoncipovala,
zhmotnila, vytvorila alebo vyvinula SPOLOCNOST a
RADIOLOG samostatne alebo spolu sinymi stranami
v stvislosti s vykonom ich sluZieb, budi okamzite
poskytnuté spolognosti ABBVIE abudu jej vyluénym
majetkom, SPOLOCNOST a RADIOLOG tymto
prevadza na spolotnost ABBVIE vietky prava, naroky
azaujmy vnich spogivajice bez toho, aby bola
spoloCnost ABBVIE za ne povinna zaplatit nejaky
poplatok alebo ind formu odmeny. Ak mozZno vyssie
uvedené produkty chranit autorskymi pravami (okrem
iného sa to tyka pocitatovych programov, zdrojovych
kddov, objektovych kodov a podkladov), budi sa
povaZzovat za diela yytvorené za odmenu a budud
a zostany vyluénym majetkom spolo&nosti ABBVIE. Ak
takéto materidly nesmu byt dielami vytvorenymi za
odmenu, SPOLOCNOST a RADIOLOG sa zavazujl
previest atymto prevadzaju takéto materiég na
spoloénost ABBVIE. SPOLOCNQOST a RADIOLOG na
Ziadost anaklady spoloGnosti ABBVIE vyhotovia
dokumenty a prijmu opatrenia, ktoré bude spolo&nost
ABBVIE povaZovat za potrebné alebo primerané,
s cielom ziskat, zaregistrovat alebo uviest do platnosti
patenty, autorské prava alebo ich prevody v mene
spolo€nosti ABBVIE. Bez ohladu na predchadzaijuce
ustanovenie plati, Ze spolonost ABBVIE neziska do
viastnictva Ziadne materialy, informécie, know-how,
nastroje, modely, metodické postupy, techniky a/alebo
iné duSevné vlastnictvo, ktoré bolo majetkom
SPOLOCNOSTI a RADIOLOGA edte predtym, ako
zatali vykonavat sluzby podra tejto zmiuvy, alebo ktoré
SPOLOCNOST a RADIOLOG ziskali na zaklade
licencie od tretej strany (v3etky takéto materidly sa dalej
oznacuju ako ,uz existujice dusevné vlastnictvo").
SPOLOCNOST a RADIOLOG tymto udelujd
spolocnosti ABBVIE nevyluénd, nezrusite/nd, bezplatnu
acelosvetovl licenciu na pouZivanie, upravovanie
azvySovanie kvality takéhoto uZ existujliceho
duSevného vlastnictva (vratane prava na udelfovanie
sublicencii), ak spolo&nost ABBVIE bude takuto licenciu
potrebovat na vyuZivanie sluzieb SPOLOCNOSTI a
RADIOLOGA na zéklade tejto zmluvy vratane véetkych
vystupov a pracovnych produktov bez obmedzenia.

14. Prezentacie, ___publikacie a zverejfiovanie.
SPOLOCNOST a RADIOLOG  nebudd bez

predchadzajuceho pisomného suhlasu  spolo&nosti
ABBVIE prezentovat ani publikovat' ani neodovzdaju na
publikovanie Ziadne dielo, ktoré bude vysledkom ich
sluZieb. Bez predchadzajliceho pisomného sdhlasu
spoloCnosti  ABBVIE  (ktorého udelenie  alebo
odmietnutie je wvyluéne na rozhodnuti spoloénosti
ABBVIE) nebude pouZivat meno spoloénosti ABBVIE
v Ziadnych zverejnenych materialoch, inzeratoch alebo
oznamoch anebude zverejfiovat existenciu alebo
podmienky tejto zmluvy.

This provision shall survive termination or expiration of
this Agreement.

13. Deliverables _and ~ Work _ Product. All  reports,
communications, material, information, innovations,
inventions or discoveries (whether or not patentable or
copyrightable) conceived, reduced to practice, made or
developed by COMPANY and RADIOLOGIST solely or
jointly with others in connection with COMPANY's and
RADIOLOGIST's performance of the Services shall be
promptly disclosed to and be the sole property of
ABBVIE, and COMPANY and RADIOLOGIST hereby
assign to ABBVIE all right, titte and interest therein
without any obligation on ABBVIE to pay royalties or other
remuneration therefore. To the extent the foregoing is
copyrightable (including, without limitation, computer
programs, source code, object code and supporting
documentation), it shall be deemed a Work Made for Hire
and shall become and remain the sole property of
ABBVIE. To the extent any such material may not be a
Work Made for Hire, COMPANY and RADIOLOGIST
agrees to assign and do hereby assign such material to
ABBVIE. At ABBVIE's request and expense, COMPANY
and RADIOLOGIST shall execute such documents and
take such other actions, as ABBVIE deems necessary or
appropriate, to obtain, record, or enforce patents,
copyrights, or assignments thereof in ABBVIE's name.
Notwithstanding the foregoing, ABBVIE shall not acquire
ownership of any materials, information, know-how, tools,

models, methodologies, techniques andlor other
intellectual property owned by COMPANY and
RADIOLOGIST prior to COMPANY's and

RADIOLOGIST's performance of Services under this
Agreement, or that is licensed by COMPANY and
RADIOLOGIST from any third party (all of the foregoing,
“Pre-existing Intellectual Property”). COMPANY and
RADIOLOGIST hereby grants to ABBVIE a non-
exclusive, irrevocable, royalty-free worldwide license to
use, modify, and enhance such Pre-existing Intellectual
Property (including the right to sublicense) to the extent
that such license is required to enable ABBVIE to make
use of COMPANY’'s and RADIOLOGIST's Services
hereunder, including without limitation any deliverables
and work product.

14. Presentations. Publications and Publicity. COMPANY

and RADIOLOGIST shall not present or publish, nor
submit for publication, any work resulting from
COMPANY's Services without ABBVIE's prior written
approval. COMPANY and RADIOLOGIST shall not use
ABBVIE's name in any publicity advertising or
announcement, or disclose the existence or terms of this
Agreement, without ABBVIE's prior written consent
(which is in its sole discretion to grant or withhold).
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15. Vyhlasenia a zaruky

15. Representation and Warranties

15.1. KaZda zmluvna strana vyhlasuje a zaruéuje, Ze: 15.1. Each party represents and warrants that:

16. Pozastavenie &innosti

(i) tato zmluva ani Ziadna platba na zaklade tejto zmluvy
nie je vymenou za explicitni alebo implicitnd dohodu
alebo dohovor otom, Ze SPOLOCNOST a
RADIOLOG budl kupovat, prenajimat, objednavat,
predpisovat, odpori¢at alebo inak zabezpecovat
pouZivanie produktov spolo¢nosti ABBVIE alebo
zabezpelia zaradenie do liekopisu alebo iné
prednostné alebo opraviiujuce postavenie za
pouZivanie produktov spoloZnosti ABBVIE; a

(i) celkova platba za slufby predstavuje objektivnu
trhovi hodnotu sluZieb anebola stanovena
spbsobom, ktory by zohfadfioval objem a hodnotu
odporu&ani alebo obchodov medzi
SPOLOCNOSTOU  a RADIOLOGOM  a
spolo¢nost'ou ABBVIE.

15.2. SPOLOCNOST a RADIOLOG vyhlasuju a zaruduit,

Ze ak bude sucastou sluZieb aj propagacna
prezentacia produktov spolognosti ABBVIE, obsah
takejto prezentdcie bude zodpovedat schvalenému
oznaceniu roduktu  aprislusnym  predpisom.
SPOLOCNOST a RADIOLOG dalej vyhlasujd
a zaruduju, Ze podmienky tejto zmluvy nie s v rozpore
S0 Ziadnymi inymi zmluvnymi alebo pravnymi
zavazkami alebo stratégiami alebo postupmi nejakej
institucie alebo inej tretej strany, s ktorou st zdruZeni,
aZe ziskali suhlas takejto pridruzenej inétitlcie
s poskytovanim sluZieb as odmenou, ktora bude
SPOLOCNOSTI a RADIOLOGOVI vyplatend na
zaklade tejto zmluvy. SPOLOCNOST wyhlasuje
a zaruCuje, Ze ma =zariadenia, odborny, technicky
a administrativny personal aprax dostatocnej kvality
arozsahu na vykonavanie sluZieb podfa tejto zmluvy.
Ak poCas trvania tejto zmluvy dbjde knejakym
zasadnym zmenam vo vztahu k okolnostiam, ktoré sa
tykaju tejto zmluvy (napr. sa zmeni stratégia alebo
postup, pricom takato zmena by sa mohla oddvodnene
interpretovat ako zmena ovplyviujica vhodnost
angazovania SPOLOCNOSTI a RADIOLOGA na
plneni tejto zmiuvy), SPOLOCNOST a RADIOLOG sa
zavazuju o vSetkych takychto zmenach okamazite
informovat spolo¢nost ABBVIE.

a vyradenie: SPOLOCNOST
vyhlasuje a zaru€uje, Ze proti nej ani jej zamestnancom
vratane RADIOLOGA alebo zastupcom, ktori poskytuju
sluZby na zaklade tejto zmluvy, nikdy nebolo ani
v sUcasnosti nie je vedené konanie, v dosledku ktorého
by mohli mat pozastavenu &innost. Pre ugely tejto
zmluvy Pozastavend é&innost" znamena: (A)
pozastavena Cinnost podla (,FDA") Hlavy 21 Zakona
Spojenych Statov (dalej len ,USC"), § 335a alebo inym
opravnenym organom, (B) vyradena, pozastavena
cinnost, zruSené opravnenie alebo in& nespdsobilost
z(Castiiovat sa miestnych alebo U.S.A Federalnych
programov  zdravotnej starostlivosti alebo pravo
zUcCastiovat sa USA Federalnych programov priameho

(i) neither this Agreement, nor any payment hereunder,
is in exchange for any explicit or implicit agreement or
understanding that COMPANY and RADIOLOGIST
purchase, lease, order, prescribe, recommend or
otherwise arrange for, or provide formulary or other
preferential or qualifying status for the use of ABBVIE
products; and

(i} the total payment for the Services represents the fair
market value for the Services and has not been
determined in any manner that takes into account the
volume or value of any referrals or business between
COMPANY and RADIOLOGIST and ABBVIE.

15.2. Each of COMPANY and RADIOLOGIST represents

and warrants that if the scope of Services includes
promotional speaking about ABBVIE's products, the
contents of the presentation will be within approved
product labeling and applicable regulations. Each of
COMPANY and RADIOLOGIST further represents and
warrants that the terms of this Agreement are not
inconsistent with any other contractual or legal obligations
COMPANY and RADIOLOGIST may have or with the
policies or procedures of any institution or any other third
party with which COMPANY and/or RADIOLOGIST are
associated, and that COMPANY and RADIOLOGIST
have obtained approval from the institution(s) with which
COMPANY and RADIOLOGIST is associated for
COMPANY's provision of the Services, including the
compensation to be paid to COMPANY and
RADIOLOGIST hereunder. COMPANY represents and
warrants that it has the facilities, professional, technical,
and clerical staff, and experience, in quality and quantity
to perform the Services pursuant to this Agreement.
During the term of this Agreement, if any significant
changes occur with regard to the circumstances
surrounding this Agreement (e.g., there is a change in a
policy or procedure that could reasonably be interpreted
to affect the propriety of COMPANY's and
RADIOLOGIST's involvement in this Agreement),
COMPANY and RADIOLOGIST agree to immediately
notify ABBVIE of any such changes.

16. Debarment and Exclusion: COMPANY represents and

warrants that neither it, nor any of its employees or
agents providing services under this Agreement including
RADIOLOGIST, has ever been, is currently, or is the
subject of a proceeding that could lead to that party
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
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alebo nepriameho  obstaravania, (C) uvedeny
vV zozname FDA ,20Znam vyluéenych

17.

18.

19.

20.

Document Title M19-944 Slovakia Medical Imaging Agreement_UN sv Michal 23March2020 Final Clean

ski8ajlcich/skisajlicich s obmedzenim &innosti pre
kiinické skd8ania; alebo (D) usveddeny zo spachania
trestného Zinu spadajliceho do pdsobnosti Zakona ¢. 42
USC § 1320a — 7(a), alebo prislusné miestne zakony,
ktoré moZu viest pozastaveniu, zruSeniu ginnosti alebo
vyhlaseniu za osobu  neopravnend inym spéscbom. V
pripade, 2¢ SPOLOCNOST dostane oznamenie alebo
sa akokolvek inak dozvie o Pozastaveni &innosti alebo
navrhovanom Pozastaveni Cinnosti o ktoromkolvek z jej
zamestnancov alebo zastupcov poskytujicich sluzby
podfa  tejto  zmluvy, vrdtane = RADIOLOGA,
SPOLOCNOST bude otom okamZite informovat
spoloCnost ABBVIE a spolognost ABBVIE bude mat
pravo  tito  zmluvu okamZite  vypovedat.Toto
ustanovenie zostane v platnosti aj po vypovedani alebo
zaniku tejto zmluvy.

Nezévisly dodavate!. SPOLOCNOST a RADIOLOG su
vo wvztahu ktejto zmluve v pozici nezavislého
dodavatela. Na Ziadny Ugel sa nebudd povaZovat za
zamestnanca, zastupcu ani partnera spoloénosti
ABBVIE ani za osobu, ktora s fiou spoloéne podniké,
a nebudl mat' pravo spolognost ABBVIE zavézovat' ani
konat' v jej mene. Tato zmluva nebude SPOLOCNOST
a RADIOLOGA opraviiovat na Géast v plane alebo
programe benefitov spolo€nosti ABBVIE.
SPOLOCNOST a RADIOLOG budu zodpovedni za
plnenie svojich prisludnych povinnosti podia platnych
dafiovych zékonov, ktoré sa tykaji uhrady dane
zprijmu a pripadne dane zo Zivnosti, azavidzuje sa
tieto povinnosti pinit.

Poistenie. SPOLOCNOST zabezpe&i apotas celej
lehoty platnosti tejto zmiuvy bude udrZiavat v pinej
platnosti a G¢innosti primerané poistné krytie vo vyske
potrebnej pre spinenie zévazkov a povinnosti danych
touto Zmluvou v sulade s platnymi pravnymi predpismi.
Na Ziadost spoloénosti ABBVIE, SPOLOCNOST
spristupni doklady preukazujice toto poistenie k
preskimaniu spoloénostou ABBVIE

Odskodnenie. SPOLOCNOST sa zavazuje, ze
spoioCnost ABBVIE ajej partnerov, zamestnancov,
riaditelov, Uradnikov a zastupcov odSkodni a zbavi
zodpovednosti vo vztahu k zodpovednosti, rozsudku,
poZiadavke, konaniu, Zalobe, strate, Skode, nakladom
ainym vydavkom (okrem iného a vo vzfahu
k primeranym poplatkom za pravne zastupovanie
asudnym trovam) (zodpovednost"), ktoré su
doésledkom narokov tretej strany vodi spolodnosti
ABBVIE alebo konani proti nej, ak bude takéato
zodpovednost ddsledkom nedbanlivosti
SPOLOCNOSTI, jej nepozornosti,  umyselného
nespravneho konania alebo porusenia vyhlaseni
a zaruk uvedenych v tejto zmiuve

Kontrola, audit. Spoloénost C
adresovani primeraného oznamenia SPOLOCNOSTI
opravnena vykonat' prostrednictvom svojich
opravnenych zamestnancov, zastupcov, agentov,
partnerov a spoloéne podnikajlcich 0sdb v primeranom
¢ase ana primeranych miestach kontrolu vsetkych
zariadeni, vybavenia, postupov a praktik, ktoré

ABBVIE bude po 20.

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 COMPANY receives notice of, or otherwise
becomes aware of, the Debarment or proposed
Debarment of itself or any of its employees or agents
providing services under this Agreement including
RADIOLOGIST, COMPANY shall notify ABBVIE
immediately and ABBVIE shall have the right to
immediately terminate this Agreement. This provision
shall survive termination or expiration of this Agreement.

17. Independent _ Contractorr COMPANY's and
RADIOLOGIST's status under this Agreement is that of
an independent contractor. COMPANY and
RADIOLOGIST shall not be deemed an employee,
agent, partner or joint venture of ABBVIE for any
purpose whatsoever, and COMPANY and
RADIOLOGIST shall have no authority to bind 'or act on
behalf of ABBVIE. This Agreement shall not entitle
COMPANY and RADIOLOGIST to participate in any
benefit plan or program of ABBVIE. COMPANY and
RADIOLOGIST shall be responsible for, and agree to
comply with, their respective obligations under all
applicable tax laws for payment of income and, if
applicable, self-employment tax.

18. Insurance. COMPANY shall secure and maintain in full

force and effect throughout the term of this Agreement

the appropriate insurance coverage in amounts
sufficient to satisfy its duties and obligations under this

Agreement in accordance with applicable law. Upon

ABBVIE's request therefore, COMPANY shall make

available for ABBVIE's examination certificates

evidencing such insurance.

19. Indemnification. COMPANY agrees to indemnify

ABBVIE and its affiliates, employees, directors, officers

and agents and hold them harmless against any

liability, judgment, demand, action, suit, loss, damage,
cost and other expense (including but not limited to
reasonable attorneys’ fees and court costs) (“Liability”)
resulting from any third party claims made or
proceedings brought against ABBVIE to the extent such

Liability arises as a result of COMPANY's negligence,

recklessness, willful misconduct or breach of the

representations and warranties set forth in this

Agreement.

Inspection; Audit. ABBVIE, through its authorized
employees, representatives, agents, partners and joint
venturers, upon giving reasonable notice to COMPANY,
shall have the right to inspect at reasonable times and
at reasonable places, all facilities, equipment,
procedures, and practices employed by COMPANY in
conducting the Services, technical and organizational
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SPOLOCNOST pouziva pri  vykonavani sluzieb,
technické a organizaéné bezpe&nostné opatrenia

2:;
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zavedene za Géelom ochrany Oscbnych Gdajov
a preskumat a skontrolovat' vsetky zéznamy, subory,
notebooky, prislusné prevadzkové postupy a Udaje
sUvisiace s vykonavanymi sluzbami s cielom zabezpedit
pravdivé a presné zaznamendavanie Gdajov a potvrdit,
Ze SPOLOCNOST dodrziava podmienky tejto zmluvy
a svoje prislusné stratégie a postupy. Ak spolognost
ABBVIE v dosledku takéhoto monitorovania, kontroly
alebo auditu dospeje k nejakému zdvaznému zisteniu,
ktoré nebude véas odstranené (v pripade akéhokolvek
poruenia Odseku 13 v lehote piatich (5) dni), alebo ho
nemoZno véas odstranit, spoloénost ABBVIE bude
méct' tato Zmluvu okamzite vypovedat’.

Prifimanie __ otazok  asta’nosti  SPOLOCNOST
aRADIOLOG budi pisomne informovat a poskytni
neodkladne képie akejkolvek pisomnej komunikacie,
nie v8ak neskdr ako do siedmych (7) kalendarnych dni,
od prijatia akejkolvek komunikacie, od

(i} akéhokolvek jednotlivca, ktoré sa tyka prav danej
osoby na pristup, Upravu alebo opravu jeho
Osobnych tdajov; alebo

akejkolvek tretej strany (vratane, ale nie vyhradne,
akéhokolvek pravneho a regulaéného dradu)
tykajuce sa spracovania akychkolvek Osobnych
udajov SPOLOCNOSTOU a RADIOLOGOM pre
alebo v mene spoloénosti ABBVIE. SPOLOCNOST
a RADIOLOG neodpovedia na Ziadnu takuto
komunikaciu bez sUhlasu spolocnosti ABBVIE
a budl primerane spolupracovat so spoloénostou

(ii)

ABBVIE asplnia vSetky primerané pokyny
spolocnosti  ABBVIE pri odpovedi na takuto
komunikaciu.

Bez ohladu na vy38ie uvedené, SPOLOCNOST a
RADIOLOG sa zavazujl, Ze budu informovat
spolo¢nost’ ABBVIE do dvadsiatich §tyroch (24) hodin,
ak FDA alebo iny regulaény alebo Statny organ
informuje SPOLOCNOST o nastavajticej kontrole/audite
v SPOLOCNOSTI a/alebo u RADIOLOGA v suvislosti
so skudanim alebo sluzbami. SPOLOCNOST a
RADIOLOG zéarovefi odovzdajii spoloénosti ABBVIE
véetky materidly apisomné ozndmenia prijaté
v ddsledku kontroly/auditu do dvadsiatich Styroch (24)
hodin od prijatia takychto ozn&meni a spolocnosti
ABBVIE umoznia, aby im pomohla pri odpovediach na
vietky predvolania. Odpovedat sa bude do dvoch (2)
tyZdAov od vydania predvolani alebo v kratSom termine,
ktory urci regulatny organ, ktory predvolanie vydal.
SPOLOCNOST a RADIOLOG  zarovefi poskytni
spolofnosti ABBVIE kopie vsetkych doleZitych
dokumentov  odovzdanych  kontroldrom  alebo
auditorom. Ak bude FDA alebo iny regulagny organ
poZadovat' alebo nariadi opatrenie, ktoré je vo vztahu
k predvolaniam potrebné prijat, SPOLOCNOST a
RADIOLOG sa zavézujl, 2e po porade so
spolo¢nostou ABBVIE takéto opatrenie potrebné vo
vztahu k prisludnym predvolaniam prijmG a zavazuju sa
so spolodnostou ABBVIE vo vzfahu ktakémuto
predvolaniu alalebo slvisiacemu opatreniu
spolupracovat’.

21.

security measures put in place to protect Personal Data,
and to examine and audit all records, files, notebooks,
relevant operating procedures, and data relating to the
Services performed, in order to assure the true and
accurate recording of data and confim COMPANY’s
compliance with the terms of this Agreement and
COMPANY’s applicable policies and procedures. If, as
a result of monitoring, inspection or audit, ABBVIE
identifies a significant audit finding that is not timely
cured (in case of any breaches of Section 13 within five
{5) days) or is incapable of timely cure, ABBVIE may
immediately terminate this Agreement.

Receipt of Inquiries and Complaints. COMPANY and
RADIOLOGIST shall notify ABBVIE in writing and
provide copies of any written communication received
promptly, but in any event no later than seven (7)
calendar days from receipt of any communication, from:
(i) any individual relating to that individual's rights to
access, modify or correct their Personal Data; or
(ii) any third-party (including, but not limited to, any
legal or regulatory authority) relating to the
Processing of any Personal Data by COMPANY and
RADIOLOGIST for or on behalf of ABBVIE.
COMPANY and RADIOLOGIST shall not respond to
any such communications without the consent of
AbbVie and shall further provide all reasonable
assistance to ABBVIE and shall comply with all
reasonable instructions of ABVIE in responding to
such communications,

Notwithstanding the foregoing, COMPANY and
RADIOLOGIST agrees to notify ABBVIE within twenty-
four (24) hours in the event that the FDA or any other
regulatory or governmental authority notifies COMPANY
of a pending inspectionfaudit of COMPANY and/or
RADIOLOGIST related to the Study or Services. In
addition, COMPANY and RADIOLOGIST will forward to
ABBVIE any written communication received as a resuilt
of the inspection/audit within twenty-four (24) hours of
receipt of such communication and agrees to allow
ABBVIE to assist in responding to any citations. Such
responses shall be made within two (2) weeks of
issuance of any citations or within any earlier deadline
set by the issuing regulatory authority. COMPANY and
RADIOLOGIST shall also provide to ABBVIE copies of
any material documents provided to any inspector or
auditor. In the event the FDA or other regulatory
authority requests or requires any action to be taken to
address any citations, COMPANY and RADIOLOGIST
agrees, after consultation with ABBVIE, to take such
action necessary to address such citations, and agrees
to cooperate with ABBVIE with respect to any such
citation and/or action taken with respect thereto.
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22.

23.

24.

Ak regulaéné organy vydaju predvolanie alebo
ozndmenie slvisiace so sluzbami, SPOLOCNOST a
RADIOLOG sa zavazuju, Ze spolognosti ABBVIE do
patnastich (15) dni od prevzatia takéhoto predvolania
alebo oznamenia od reguladného organu poskytnl
sthrn  takéhoto predvolania alebo oznamenia
§ vysvetlenim skutognosti, ktoré regulaény organ zistil,
s uvedenim odpovede na vyznamné skutoénosti zistené
regulagnym organom a vysvetlenim toho, ako sa takéto
predvolanie alebo ozndmenie regulaéného organu
vztahuje na sluZby poskytované na zaklade tejto
zmluvy.

Kontrola, &innosti nevykonavané spoloénostou AbbVie.

22

In the event a regulatory citation or notice is issued which
relates to the Services, COMPANY and RADIOLOGIST
agrees to furnish to ABBVIE, within fifteen (15) days of
receipt of such regulatory citation or notice, a summary of
such regulatory citation or notice that includes an
explanation of the issues identified by the regulatory
authority, an explanation of any response to the
significant issues identified by the regulatory authority,
and an explanation of the applicability of such regulatory
citation or notice to the Service(s) provided hereunder.

. Inspection; Non-AbbVie Activiies. COMPANY and

SPOLOCNOST a RADIOLOG budu spolocnost ABBVIE
do piatich (5) pracovnych dni informovat o
naplanovanej alebo nedavno ukonéenej kontrole zo
strany regulaénych organov a o dostupnych zaveroch
alebo vysledkoch, ak sU relevantné wvo vztahu
k sluzbam vykonavanym pre spolo&nost’ ABBVIE alebo
v suvislosti s akymikolvek sluzbami vykonavanymi pre
spolo&nost ABBVIE. SPOLOCNO§¥ moze takéto
zavery avysledky upravit, ak to bude potrebné
v zaujme dodrZania zavazkov miganlivosti, ktoré su pre
SPOLOCNOST zavazne.

Zrieknutie _sa__podmienck. Ziadne zrieknutie sa
podmienok alebo ustanoveni tejto zmluvy sa v Ziadnom
pripade nebude povaZovat za dalsie alebo pokradujice
zrieknutie sa takejto podmienky alebo ustanovenia
alebo inej podmienky alebo ustanovenia tejto zmiuvy
ani sa nebude takto interpretovat. Ziadne zrieknutie sa
nejakého prava uvedeného vtejto zmluve sa nebude
povaZovat za U&inné, ak nebude mat pisomnd formu
aak ho nepodpiSe zmluvna strana, vodi ktorej sa
zrieknutie uplatfiuje. Ak niektora zmluvna strana
nevyuzZije nejaké pravo alebo opravny prostriedok
v slvislosti stym, Ze druha zmluvna strana porusi
niektorll zo svojich povinnosti na zaklade tejto zmiuvy,
nebude sa to povaZovat za zrieknutie sa prava na
vyuZitie takych prav alebo opravného prostriedku
v budicnosti v pripade nasledného porusenia tejto
zmluvy druhou zmluvnou stranou.

Oznamenia. Véetky oznamenia potrebné alebo inak
vyhotovené na zaklade tejto zmluvy budi mat' pisomni
formu, budlt doruGené osobne alebo odoslané
doporu€enou postou s potvrdenim o prevzati alebo
renomovanou kuriérskou sluzbou, s riadnym uvedenim
adresy, alebo budi odoslané faxom s potvrdenim
oprenose abudl sa doruCovat na adresu druhej
zmluvnej strany uvedeny nizSie. Oznamenia sa budl
povaZzovat za doru€ené (a) v der prevzatia v pripade
osobného dorudenia alebo odoslania doporugenou
postou alebo renomovanou kuriérskou sluZzbou; alebo
(b) drfiom odoslania potvrdenia o prencse v pripade
odoslania faxom.

23.

24.

RADIOLOGIST shall inform ABBVIE within five (5)
business days of any scheduled or recently completed
regulatory inspections and any findings or results as
they become available in so far as they are relevant to
Services performed for ABBVIE or in connection with
any Services performed for ABBVIE. COMPANY may
redact such findings and results to the extent required
to comply with confidentiality obligations binding upon
COMPANY.

Waiver. No waiver of any term or condition of this
Agreement in any instance shall be deemed to be or
construed as a further or continuing waiver of such term
or condition or of any other term or condition of this
Agreement. No waiver of any right set forth in this
Agreement shall be deemed effective unless in writing
and signed by the party against whom enforcement of
the waiver is sought. Failure by either party to enforce
any right or to seek any remedy for the other party's
breach of any obligation under this Agreement shall not
be deemed to be a waiver by such party of its right to
enforce such rights or seek such remedies in the future
for that or any subsequent breach of this Agreement by
the other party.

Notices. Any notice required or otherwise made
pursuant to this Agreement shall be in writing,
personally delivered or sent by certified mail, return
receipt requested, or recognized courier service,
properly addressed, or by facsimile with confirmed
answer-back, to the other party at the address set forth
below. Notices shall be deemed effective (a) on the
date received if personally delivered or sent by certified
mail or recognized courier, or (b) upon the date of
confirmed answer-back if sent by facsimile.
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Univerzitnd nemocnica - Nemocnica Svétého Michala, a.s.
Radiodiagnostické oddelenie
M19-944

25.

26.

27.
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V pripade adresovania SPOLOCNOSTI:
Univerzitnd nemocnica - Nemocnica svatého
Michala, a.s.

MUDr. Zuzana Berecova, PhD., EBCR
Radiodiagnostické oddelenie

Satinského 1

811 08 Bratislava
Telefon -

Far

V pripade adresovania spoloénosti ABBVIE:
Mgr. Lenka Stibrana

CRA

AbbVie s.r.o.

KaradziGova 10

821 08 Bratislava

Slovenska Rebublika

Telef*

Fax:

képia sa doruéi na adresu:
Divisional Vice President and
Associate General Counsel
Business Legal

Dept. V323, Bldg. AP6A
AbbVie Inc.

1 N. Waukegan Road

North Chicaao. IL 60064 U.S.A.
Fax.

Postuge_me, uzatvaranie sut;dodévatel‘sky‘ch zmldv. Ani
SPOLOCNOST ani RADIOLOG nesmi bez

predchadzajiceho pisomného suhlasu  spoloénosti
ABBVIE (ktorého udelenie alebo odmietnutie je vylutne
na rozhodnuti spolognosti ABBVIE) tito zmiuvu alebo
akykolvek svoj zaujem vnej spotivajuci postupovat
tretej strane ani nesmu tretiu stranu poverovat plnenim
nejakej povinnosti vyplyvajicej ztejto zmluvy. Ak
SPOLOCNOST alebo RADIOLOG budd méct’ plnenim
niektorej povinnosti vyplyvajlcej z tejto zmiuvy poverit
tretiu stranu ako subdodavatefa, takyto subdodavatel
uzatvori zmluvu vo forme, ktord bude pre spolocnost
ABBVIE prijatelna aktord& ho bude zavazovat
k dodrZiavaniu  podmienok tejto zmluvy, pri¢om
SPOLOCNOST alalebo RADIOLOG zostant nadalej
zodpovedni za konanie alebo neéinnost takéhoto
subdodavatela, ako keby takéto &innosti vykonavali
sami.

Rdzne. Tato zmluva obsahuje Uplnt dohodu zmluvnych
stran vo vztahu kjej predmetu anahradza vsetky
predchadzajuce zmluvy adohovory vo vztahu kjej
predmetu. Tato zmluvu mozno upravovat len na
zaklade pisomnej dohody podpisanej zmluvnymi
stranami.

Oddelitelnost. Ak sid prislusnej pravomoci vyhlasi
niektoré ustanovenie tejto zmiuvy alebo jeho Gast za
nevykonatelnu alebo neplatny, platnost
a vykonatelnost' ostatnych Casti takéhcto ustanovenia
alalebo ostatnych ustanoveni tym nebude dotknuta.

25.

26.

27.

if to COMPANY":

Univerzitna nemocnica — Nemochica svitého
Michala, a.s.

MUDr. Zuzana Berecova, PhD., EBCR
Radiodiagnostické oddelenie

Satinského 1

811 08 Rratislava

Phone:

Fax:

If to ABBVIE:

Mgr. Lenka Stibrana
CRA

AbbVie s.r.o.
Karadzicova 10

821 08 Bratislava
Slovak Republic
Phone

Fax:

with a copy to:

Divisional Vice President and
Associate General Counsel
Business Legal

Dept. V323, Bidg. AP6A
AbbVie Inc.

1 N. Waukegan Road

North Chirann I 80064 U.S.A.
Fax:

Assignment; Subcontracting. Neither COMPANY nor
RADIOLOGIST may assign this Agreement or any
interest herein, or delegate any duty hereunder, to any
third party without ABBVIE's prior written consent
{which is in its sole discretion to grant or withhold). In
the event that COMPANY or RADIOLOGIST is
permitted to subcontract any duty hereunder to any
third party, such subcontractor shall execute an
agreement in a form acceptable to ABBVIE obligating
such subcontractor to comply with the terms and
conditions hereof, and COMPANY and/or
RADIOLOGIST, as applicable, shall remain responsible
and liable for the acts or omissions of such
subcontractor activities as if such activities had been
performed by COMPANY and/or RADIOLOGIST.

Miscellaneous. This Agreement contains the entire
understanding of the Parties with respect to the subject
matter hereof and supersedes all previous agreements
and undertakings with respect thereto. This Agreement
may be modified only by written agreement signed by
the Parties.

Severability. If any of the provisions or a portion of any
provision, of this Agreement is held to be unenforceable
or invalid by a court of competent jurisdiction, the
validity and enforceability of the other portion of any
such provision and/or the remaining provisions shall not
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Univerzitna nemocnica - Nemocnica Svitého Michala, a.s.
Radiodiagnostické oddelenie

M19-944
28. Rozhodné pravo. Tatoe zmiuva sa bude riadit’

29,

30.

ainterpretovat’ podla pravneho poriadku Slovenskej
republiky.
a) Akykolvek spor rozpor alebo narok vyplyvajlci
z tejto Zmluvy alebo suvisiaci s fiou, ktory nie
je mozZné vyrieSit do tridsiatich (30) dni
vzajomnou dohodou strén rozhodne miestne
prisludny sud Slovenskej republiky, a:
b) tento Clanok ostava v platnosti aj po ukondeni
alebo uplynuti platnosti tejto Zmiuv

Rovnopisy. Téato zmluva méze byt wvyhotovena
v fubovolnom poéte rovnopisov, z ktorych kaZzdy sa
bude povaZovat za origindl a vietky spolu budd
predstavovat' jednu atd istd zmluvu. Kazda zmiuvna
strana potvrdzuje, Ze originalny podpis alebo jeho kopia
prenesena faxom alebo prostrednictvom pdf bude
predstavovat origindlny podpis na ugely tejto zmluvy.
Anglicka a slovenska verzia tejto zmluvy buda mat
rovnaky pravny G&inok. -

Zoznam priloh.

Priloha A Opis préc

Prilocha B Suhm rozpodtu
Priloha C Vzor faktlry

Priloha D Povinnosti vo vztahu

k elektronickym Gdajom

NA DOKAZ TOHO kazda zmluvna strana zabezpedila, aby
tito zmluvu v jej mene -a v -jef~pro§beeh podpisal jej
spinomocneny zastupca.

Abbvie s.r.o.

By/Podpis:

Name/Meno: MUDr. Branislav Tritz

Title/Funkcia: generélny riaditel/ General Manager
Date/Datum; _
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28.

29,

be affected thereby.

Governing Law. This Agreement shall be governed by

and construed in accordance with the laws of Slovakia.

a) 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 decided by the locally
competent Court of Slovak Republic.

b) this Section shall survive termination or expiration
of this Agreement

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

. 31. Exhibit List.

Exhibit A Statement of Work

Exhibit B Budget Summary

Exhibit C Sample Invoice

Exhibit D Electronic Data Obligations

IN WITNESS WHEREOQF, each of the Parties has caused

this Agreement to be executed by

its authorized

representative in its name and on its behalf.

Univerzit

By/Podpi

NamelMeL

Title/Funkcia: preds redstavenstva a generalny riaditel /
Chairmen of the b9z€rd and General Manager

Date/Datum:

-1

Radiologist

By/Podpis:

Name/Meno: MUDr. Zuzana Berecova PhD., EBCR

Title/Funkcia: radiclog/radiologist
Date/Datum:
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Univerzitna nemocnica — Nemocnica Svitého Michala, a.s.
Rédiodiagnostické oddelenie
M19-944

PRILOHA A

EXHIBIT A

OPIS PRAC

STATEMENT OF WORK

1. Rozsah sluZieb (podrobny opis sluZieb, ktoré sa maju
vykonat):

SPOLOCNOST a RADIOLOG budu vykonavat nasledujice
zobrazovacie sluZby ucastnikov ski8ania, ktorych odporuéi
Zodpovedny skusajuci

e MRI chrbtice (kréna, hrudna, driekova) T1 a STIR
o  MRI sakroiljakainych zhybov a panvy T1 a STIR

SPOLOCNOST a RADIOLOG budu zodpovedni za &innosti

sUvisiace s pripravou MRI:

e Vyhotovenie MRI snimok v stlade s poZiadavkami
protokolu a Parexel manualom s instrukciami pri
vykonavani zobrazovacich metod.

o  Zaslanie snimok centralnemu posudzovatelovi — Parexe|

e Interpretacia a popis CT/MRI hrudnika.

e  Archivaciu snimok v sulade s prisluénymi zakonmi
a poziadavkami vyplyvajlcimi z protokolu skusania.

e  Monitorovanie a rie§enie akychkolvek otazok spojenych
s vykonavanim sluZieb.

1. Scope of Services (detailed description of Services to
be performed):

COMPANY and RADIOLOGIST will perform the
following medical imaging services for subjects
participating in the Study and referred to COMPANY by
Principal Investigator.

e MRI spine (cervical, thoracic and lumbar) T1 and
STIR

e 8l Joints, pelvis -oblique coronal T1 and STIR

The COMPANY and RADIOLOGIST will be responsible for
activities associated with obtaining MRI images, including
but not limited to;

o  Taking the MRI images according to the Protocol
requirements and instructions set forth in the Parexel
Image acquisition Guideline.

e Interpretation and Report of CT/ MRI chest

e  Submission of the MRI images to central reader-
Parexel.

e Archiving of the copies of the images in accordance
with the applicable law and Protocol requirements.

=  Meonitoring and resolution any queries associated with
the Services.

Zoznam pouzitefnych dokumentov
e  Protokol M19-944

o  Parexel Manual s instrukciami pri vykonavani
zobrazovacich metéd

List of Applicable Documents
e  Protocol M19-244

o  Parexel Informatics, Medical Imaging
Image acquisition Guideline

PoZiadavky na vykon a vystupy

Performance Requirements and Deliverables

¢ SPOLOCNOST aRADIOIOG musia dodrZiavat
vietky plattné podmienky a prisiudné dokumenty
poskytnuté spolocnostou AbbVie SPOLOCNOSTI
a RADIOLOGovi.

e VSetky snimky budu vykonané do 7 dni od zaslania
ugastnika skasania RADIOLOGOVI /
SPOLOCNOSTI Zodpovednym skdsajucim.

e Vsetky snimky aprisluSné interpretacie a spravy
musia byt odoslané centrainemu posudzovatelovi do
3 dni od vykonania snimok,

e  COMPANY and RADIOLOGIST shall comply with
the applicable terms of the guidance documents
provided by AbbVie to COMPANY and
RADIOLOGIST.

e Al images shall be performed within 7 days of
referral of Study subjects to COMPANY and
RADIOLOGIST by Principal Investigator.

e Al MRI images and accompanying interpretation
reports must be forwarded to central reader within 3
days of acquisition.
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Univerzitna nemocnica — Nemocnica Svitého Michala, a.s.
Radicdiagnostické oddelenie
M19-944

PRILOHA B

Sahrn rozpoétu a rozpis platieb

niverzitna nemocnica — Nemocnica sviitého Michala a. s.

4

U
Nazov dodavatefa Radiodiagnostické oddelenie
Nézov zliéeniny/produktu spoloénosti AbbVie Upadacitinib
Cislo protokolu #19-944
Platba Fakturované mesacne po vykonani sluZieb
Typ platby: Pravodom
Meno banky:
Cislo Gétu -~ _
IBAN: '
SWIFT: pre zanranicne piatby mimo ¢
Faktdry zasielané na: oy
Adresa pre doruéovanie faktir ' UN — NsM, a.s., Satinského 1.7770/1, 811 08 Bratislava
e-mail
Telefonne &islo:

Kéd procediry Odhadovany Suma za Celkova
pocet jednotiek | jednotkuv EUR | odhadovana suma
na Gcastnika v EUR na jedného
Popis procediry skids$ania atastnika skii$ania
72141 MRI chrbtice kréna 4 388 EUR
72146 MRI chrbtice hrudna 4 372 EUR 4.444 EUR
72148 MRI chrbtice krizova
bez konirastnej latky 4 351 EUR
72195 MRI Sl zhybov, panvy 1.476 EUR
bez kontrastnej latky ¢ 854 EUR
ODHADOVANA SUMA SPOLU ZA PROCEDURY 5.920 EUR™
* PODMIIENENE PROCEDURY
71552 MRI hrudnika, bez kontrastnej latky 928 EUR
R1552 a nésledne s podanim kontrastnej latky 1 80,50 EUR 1.008,5 EUR
Interpretdcia a popis MRI hrudnika i
CT hrudnika; bez kontrastnej latky 371,5EUR
e a nésledne s podanim kontrastne) litky 1 -
interpretdcia a popis CT hrudnika g
ODHADOVANA SUMA SPOLU ZA PODMIENENE PROCEDURY: 1.380 EUR **

*Prosim, vezmite na vedomie, Ze pocitacové tomografia (CT) a magneticka rezonancia (MR} hrudnika partia medzi padmienené
procediry a nie st Standardnoy stcastou procedir v ramci kiinického ski$ania M19-944. V pripade, Ze RTG hrudnika
naznaduje signifikantné zmeny na pfucach, zodpovedny skuSajici je povinny kontaktovat TA MD (Therapeutic Area Medical
Director). Vykonanie uvedenych vy3efreni je podmienené schvdlenim TA MD (Therapeutic Area Medical Director) afo iba v

ojedinelych pripadoch.
** vietky ceny st uvedené bez DPH
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Univerzitna nemocnica - Nemocnica Svitého Michala, a.s.
Radiodiagnostické oddelenie
M19-944

Suhrn rozpoétu a rozpis platieb

Nazov dodévatefa

MUDr. Zuzana Berecova, PhD., EBCR

Nézov zlGéeniny/produktu spolo&nosti AbbVie

Upadacitinib

&islo protokolu
Platba

M19-944

Fakturované mesaéne po vykonani sluZieb

Typ platby:

Prevodom

Meno banky:

Postova banka

Cislo Gétu

IBAN:

SWIFT:

Faktury zasielané na:

Adresa pre dorudovanie faktar

e-mail
Telefénne éislo:

Kéd procediry Odhadovany Suma za Celkova

pocet jednotiek | jednotkuv EUR | odhadovanasuma
fia Gcastnika v EUR na jedného
Popis procedury skasania GEastnika skaSania
72141 MRI chrbtice kréna 4 388 EUR
72146 MRI chrbtice hrudna 4 372 EUR 4.444 EUR
72148 MRI chrbtice krizova
bez kontrastnej latky 4 351 EUR
72195 MR! Sl zhybov, panvy 1.476 EUR
bez kontrastne; létky % i
ODHADOVANA SUMA SPOLU ZA PROCEDURY 5.920 EUR*
* PODMIIENENE PROCEDURY
71552 MRI hrudnika, bez kontrastnej latky 928 EUR
R1552 a nasledne s podanim kontrastnej latky 1 80.50 EUR 1.008,5 EUR
Interpretacia a popis MRI! hrudnika 1
CT hrudnika; bez kontrastnej latky 371,5 EUR
;1122-’;% a ndsledne s podanim kontrastnej latky 1 34265 5%Ugu R
Interpretacia a popis CT hrudnika 4
ODHADOVANA SUMA SPOLU ZA PODMIENENE PROCEDURY: 1.380 EUR **

*Prosim, vezmite na vedomie, Ze poditacové tomografia (CT) a magnetické rezonancia (MRI) hrudnika partia medzi podmienené
procediry a nie sd Standardnou suéastou procedir v rdmci klinického skusania M19-944. V pripade, e RTG hrudnika
naznacduje signifikantné zmeny na pficach, zodpovedny skuSajuci je povinny kontaktovat TA MD (Therapeutic Area Medical
Director). Vykonanie uvedenych vySetreni je podmienené schvélenim TA MD (Therapeutic Area Medical Director) atfo iba v

ajedinelych pripadoch.
** vietky ceny st uvedené bez DPH
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Univerzitnd nemocnica — Nemocnica Svétého Michala, a.s.
Radiodiagnostické oddelenie

M19-944

EXHIBITB

Budget Summary and Payment Schedule

Univerzitna nemocnica - Nemocnica svitého Michala a. s.

Invoices shall be sent to:

Supplier Name Radiodiagnostické oddelenie
AbbVie Compound/Product Name Upadacitinib
Protocol Number M19-944
| Payment Payments shall be done monthly after delivery of the Service
Pavment: Bank transfer
Bank name
Account number
IBAN:
SWIFT

Adress i UN-NsM, a.s., Satinského |.7770/1, 811 08 Bratislava
e-mail
phone number
Code Estimated Price per unit | Estimated total price
number of for one patient
units per
Procedure Description patient
72141 MRI of spine canal, spine and contents cervical 4 388 EUR
72146 MRI of spine canal, spine and contents thoracic 2 372 EUR 4444 EUR
72148 MRI of spine canal, spine and contents lumbar
without contrast material 4 351 EUR
MR Si Joints; pelvis, pelvic; 1476 EUR
72195 without contrast materiai(s) 8 HPEIR
ESTIMATED TOTAL FOR PROCEDURES SazetURe
*CONDITIONAL PROCEDURES
MRI chest without contrast material(s), followed
e by contrast material(s) 1 o2 R Eur | 10085 EUR
Interpretation and Report of MRI chest ’
CT Scan chest; without contrast material 371,5EUR
;11‘2?7% followed by contrast material(s) 1 32545 l;R;EUR
Interpretation and Report: CT Scan chest !
'ESTIMATED TOTAL FOR CONDITIONAL PROCEDURES 1380 EUR **

*Please note, that chest’s computer tomography (CT} and magnetic resonance imagining (MRI), are not a part of standard study
procedures for protocol #M19-944, If Chest X-RAY demonstrates significant changes on lungs, Principal Investigator shall contact
TA MD (Therapeutic Area Medical Director). The above listed procedures could be performed only if approved by TA MD
(Therapeutic Area Medical Director) and only in specific cases.
**All prices are without VAT,
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Univerzitna nemocnica — Nemocnica Svitého Michala, a.s.
Radiodiagnostické oddelenie

M18-944

Supplier Name

MUDr. Zuzana Berecova, PhD., EBCR

AbbVie Compound/Product Name

Upadacitinib

Protocol Number

Payment

M19-944

Payments shall be done monthly after delivery of the Service

Payment

Bank transfer

Bank name

Account number

IBAN:

SWIFT

Invoices shall be sent to:

Adress

e-mail

phone number

Code Estimated Price per unit | Estimated total price
number of for one patient
units per
Procedure Description patient
72141 MRI of spine canal, spine and contents cervical 4 388 EUR
72146 MR! of spine canal, spine and contents thoracic 3 372 EUR 4444 EUR
79148 MR of spine canal, spine and contents lumbar
without contrast material 4 351 EUR .
MRI S1 Joints; pelvis, pelvic; 1476 EUR
1l without contrast matenialfs) 4 SREEUR
ESTIMATED TOTAL FOR PROCEDURES 4520 EUR
S
*CONDITIONAL PROCEDURES
MRI chest without contrast material(s), foliowed
A by contrast material(s) 1 SBEWR & | 10085EUR
Interpretation and Report of MRI chest !
CT Scan chest: without contrast material 371,5 EUR
;112277% followed by contrast material(s) 1 3254§%REUR
Interpretation and Report: CT Scan chest X
ESTIMATED TOTAL FOR CONDITIONAL PROCEDURES 1380 EUR ™

*Please nofe, that chest’s computer tomography (CT) and magnetic resonance imagining (MR/), are not a part of standard study
procedures for protocol M19-944. If Chest X-RAY demonstrates significant changes on lungs, Principal Investigafar shall contact
TA MD (Therapeutic Area Medical Director). The above listed procedures could be performed only if approved by TA MD
(Therapeutic Area Medical Director) and only in specific cases.
**All prices are without VAT.
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Univerzitna nemocnica = Nemocnica Svétého Michala, a.s.
Rédiodiagnostické oddelenie
M19-944

Priloha C
VZOR FAKTURY
Faktira €.

Vykaz sluzieb poskytnutych podla Zmluvy o poskytovani sluZieb medicinskeho zobrazovania

Obdobie od , 200_do

,200_

v 2 3 o

Celkové naklady:

Dotycna osoba potvrdzuje poskytnutie vy3Sie opisanych sluzieb, ktoré su podrobnejie uvedené vzmiuve. Na
priloZenych stranach s uvedené dalie podrobnosti a prijmové doklady.

Podpis:
DIC:

Datum:

DOVERNE/ CONFIDENTIAL
Template: M19-944 Slovakia Medical Imaging Agreement_UN sv Michal 23March2020 Final Clean
Document Title M19-844 Slovakia Medical Imaging Agreement_UN sv Michal 23March2020 Final Clean Page 21 of 26



Univerzitns nemocnica - Nemocnica Svitého Michala, a.s.
Radiodiagnostické oddelenie
M19-944

EXHIBIT C
Please insert

SAMPLE INVOICE

Invoice #

Statement for Services Provided in Accordance with the Imaging Services Agreement

Period of /_

20__ To : , 20

Total Costs:

Individual certifies that the Services described above, as more fully set forth in the Agreement, have been provided.
Additional details and receipts are provided on the attached pages.

Signature

Tax L.D. #:

Date:
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Univerzitna nemocnica — Nemocnica Svitého Michala, a.s.
Réadiodiagnostické oddelenie
M19-944

PRILOHA D

Povinnosti vo vztahu k elektronickym Gdajom

V tejto Prilohe D budd mat' nizSie uvedené pojmy nasledujlici vyznam:

«Nudzovy plan obnowvy* znamena plan opisujuci infradtruktiru, zdroje a citlivé firemné materily, ako napriklad
vybavenie, elektronické Gdaje a dokumenty, ktoré sa mézu v pripade prirodnej alebo E&lovekom zavinenej
katastrofy stratit, pritom takyto plan uvadza opatrenia v zaujme obmedzenia prestojov, minimalizovania strat
a zabezpetenia rychlej a bezproblémovej obnovy firemnych procesov a udajov.

Smernica ICH" znamena harmonizovana trojstranna smernica Medzinarodnej konferencie o harmonizéacii, ktora
sa tyka spravnej klinickej praxe.

1. _Spracovanie elektronickych lidajov skuSania a/alebo dialkové systémy elektronickych (dajov skagania.

(a) SPOLOCNOST zabezpet, aby akykolvek systém elektronického spracovania dajov, ktoré SPOLOCNOST
pouziva alebo ktoré pouzivajl fiou povereni subdodévatelia pri poskytovani sluzieb, boli v stlade
s poZiadavkami spoloénosti ABBVIE, smernicou ICH, poziadavkami prislusnych slovenskych organov
vztahujicimi sa na Gpinost, presnost, spolahlivost a konzistentny planovany vykon;

(b) SPOLOCNOST bude dodrziavat tandardné prevadzkové postupy vztahujlce sa na pouzivanie takychto
systémov;

(c) SPOLOCNOST zabezpedi, aby boli takéto systémy navrhnuté tak, aby umozfiovali zmeny tdajov, pricom
takéto zmeny ddajov budl zdokumentované a nebude dochadzat k vymazavaniu zadanych Udajov (t j.
umozni vypracovanie kontrolného zaznamu, sledovanie Udajov a Uprav) a pri sledovani Upravy Gdajov sa
budu pravidelne kontrolovat neopravnené dpravy;

(d) SPOLOCNOST bude pouzivat bezpecnostny systém, ktory bude zabrafiovat neopravnenému pristupu k
udajom;

(e) SPOLOCNOST bude viest zoznam os6b, ktoré st opravnené vykonavat zmeny (pozri odseky 4.1.5 a 4.9.3
smernice ICH);

() SPOLOENOST bude vykonavat primerané zalohovanie Udajov; a

(g) SPOLOCNOST zabezpeti pripadné zaslepenie (napr. bude vykonavat zaslepovanie poas zadavania
a spracovania Udajov).

2. Elektronické zaznamy, elektronické podpisy. SPOLOCNOST zaruCuje, Ze jej systémy, ktoré sa pouZivaji na
vytvaranie, upravovanie, uchovavanie a/alebo obnovovanie (dajov alebo elektronickych zaznamov vytvorenych
na podporu klinického sugania sG v sdlade s poZiadavkami nasledujucich elektronickych postupov, ktoré sa
mbzu pocas sklsania pouzit:

(a) Vsetky elektronicke systémy musia byt primerane validované, aby sa zabezpecila presnost, spolahlivost,
konzistentny zamyal'any vykon a schopnost rozlisit' neplatné alebo zmenené zaznamy

(b) Elektronické zaznamy musia spifiat véetky prislugné poZiadavky stanovené zakonom, tykajlice sa toho,
ktoré zaznamy sa maju uchovavat', obsahu zaznamu v pripade Ze sa poZivaju elektronické podpisy, a
primerany &as na uchovanie zaznamov;

(c) Originlne elektronické zaznamy sa budu archivovat pocas celej lehoty archivacie, bud na zaklade zmluvy
so spoloCnostou ABBVIE, alebo poZiadaviek prisiusnych pravnych predpisov, podla toho, ktora lehota bude
dihsia. Spolognost ABBVIE méze na zaklade vlastného uvaZenia poziadat, aby sa sa v3etky povodné
zaznamy preniesli do spolo&nosti ABBVIE;

(d) Kopie povodnych elektronickych tdajov musia byt potvrdené ako presné a upiné kopie; a
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(e) Elektronické metody, ktoré bude SPOLOGNOST pouzivat na prenos elektronickych z4znamov, budu
primerane validované

3. Zodpovednost za integritu Udajov. SPOLOCNOST musi zabezpedit, aby sa kontrola kvality uplatfiovala vo
vztahu k celému procesu zaobchadzania s Udajmi a bude niest' zodpovednost za kvalitu a integritu v&etkych
udajov, ktore vytvori. SPOLOCNOST zabezpeti implementéciu nidzového planu obnovy v pripadoch, ked sa
to bude povaZovat za potrebné.
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EXHIBIT D

Electronic Data Obligations

ELECTRONIC DATA OBLIGATIONS
As used in this Exhibit D, the following terms shall have the meanings set forth below:

‘Disaster Recovery Plan” shall mean a plan that identifies infrastructure, resources and vulnerable business
components such as equipment, electronic data and documents at risk for loss in the event of a natural or man-made
disaster that includes steps to reduce down-time, minimize loss and provides for rapid and smooth restoration of
business processes and data.

“ICH Guidelines" shall mean the International Conference on Harmonization Harmonized Tripartite Guideline for
Good Clinical Practice.

1. Electronic Trial Data Handling and/or Remote Electronic Trial Data Systems.

(a) Service Provider shall ensure and document that any electronic data processing system(s) used by Service
Provider or Service Provider's designated subcontractors in providing Services conforms to and is
consistent with AbbVie's requirements, as provided to Service Provider, ICH Guidelines and other
requirements prescribed by applicable law for completeness, accuracy, reliability, and consistent intended
performance;

(b) Service Provider shall maintain standard operating procedures for using these systems;

(c) Service Provider shall ensure that the systems are designed to permit data changes in such way that the
data changes are documented and that there is no deletion of entered data (i.e., maintain an audit trail,
data trail, edit trail) and that the tracking of data modifications is routinely reviewed for unauthorized
modifications;

(d}) Service Provider shall maintain a security system that prevents unauthorized access to the data;

(e) Service Provider shall maintain a list of individuals who are authorized to make changes (See sections
4.1.5 and 4.9.3 of the ICH Guidelines);

()  Service Provider shall maintain adequate backup of the data; and

(g) Service Provider shall safeguard the blinding, if any (e.g., maintain the blinding during data entry and
processing).

2. Electronic Records; Electronic Signatures. Service Provider warrants that their systems, which are used to
create, modify, maintain, and/or retrieve data or electronic records generated in support of a clinical study comply
with the following electronic procedures that may be utilized in a study:

(@) All electronic systems shall have been appropriately validated to ensure accuracy, reliability, consistent
intended performance, and the ability to discern invalid or altered records;

(b) Electronic Records shall meet all applicable requirements prescribed by law regarding what records are to
be maintained, the content of the record, if electronic signatures are employed, and appropriate retention
times for the record;

(c) Original electronic records shall be archived throughout the retention period as specified, either by AbbVie
contract or requirements of applicable law, whichever is fonger. AbbVie may, at its option, request that all
original records be transferred to AbbVie;

(d) Copies of original electronic data shall have been certified as accurate and complete; and
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(e) Electronic methods used by Service Provider to transmit electronic records shall have been appropriately
validated.

3. Responsibility for Integrity of Data. Service Provider must ensure quality control is applied to all of Service
Provider's data handling, and Service Provider shall be responsible for the quality and integrity of all data

generated by Service Provider. Service Provider shall ensure that a Disaster Recovery Plan can be
implemented in cases as deemed necessary.
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