BIONT, a.s.
Univerzitnd nemocnica Martin

M22-003

ZMLUVA O POSKYTOVANI SLUZIEB
MEDICINSKEHO ZOBRAZOVANIA

Toto je Zmluva o poskytovani sluzieb (,Zmluva“) medzi
spolo¢nostou AbbVie s.r.o., Karadzi¢ova 10, 821 08 Bratislava,
Slovenska republika, 1CO: 46640231, DIC: 2023529057, IC

DPH: SK2023529057, zastupena: [N N county

Clinical Operations Manager, na zaklade plnej moci, spolo¢nost’
zapisana v Obchodnom registri Mestského sudu Bratislava I,
oddiel Sro, vlozka €. 81375/B, datum zapisu: 11. 05. 2012
(ySpolo¢nost’ AbbVie“) a BIONT, a.s., Karloveska 63, 842 29
republika,

Bratislava, Slovenska ICO: 35917571, DIC:

2021932748, IC DPH: SK2021932748, statutarny organ: [
- predseda
predstavenstva, - podpredseda

predstavenstva, spolo¢nost zapisana v Obchodnom registri
Mestského sudu Bratislava lll, oddiel Sa, vlozka ¢. 3505/B,
datum zapisu: 21.01.2005 (,Spolo€nost™). Spolo¢nost a
spolo¢nost AbbVie sa oznauju samostatne ako (,Zmluvna
strana“) aspoloéne ako (,Zmluvné strany“). Spolo¢nost
AbbVie si chce najat Spolo¢nost na ucely poskytovania sluzieb
medicinskeho zobrazovania vo vztahu ku klinickému skusaniu
spolo¢nosti  AbbVie (,Skusanie“), ato za nasledujucich
podmienok.

KedZe spolo€nost AbbVie kona ako splnomocneny zastupca
spolo¢nosti AbbVie Deutschland GmbH & Co. KG na Slovensku,
ktora je zadavateflom SkuSania v Eurdpskej unii, ako to je

stanovené v nariadeni (EU) &. 536/2014 resp. smernici
2001/20/ES (y,Zadavatel”);

KedZe spolo¢nost AbbVie iZadavatel su ¢lenmi  skupiny
spolo¢nosti  AbbVie, ktorej priamym alebo nepriamym

vlastnikom je spolo€nost AbbVie Inc. (spolu so spolo€nostou
AbbVie Inc.(,skupina AbbVie“);

Pri¢om spolo¢nost AbbVie uzavrela Zmluvu o klinickom skusani
s Univerzitna nemocnica Martin, so sidlom: Kollarova 2, 036
59 Martin, Slovenska republika (“Zariadenie”) a

(“Zodpovedny skusajuci’); na vykonanie

Skusania
1. Sluzby. Spoloénost bude podla prislusnych pokynov
spolo¢nosti AbbVie vykonavat ¢&innosti medicinskeho

zobrazovania uvedené v Prilohe A, ktoré sa moézu
prilezitostne menit (,Sluzby*). Akékolvek zmeny protokolu
alebo instrukcie od spolo¢nosti AbbVie &i Zodpovedného
skusajuceho, ktoré ovplyvnia, ako maju byt Sluzby
vykonavané, budu poskytnuté Spolo¢nosti spolo¢nosti
AbbVie pisomne v sulade s Clankom 25, Oznamenia.
Spolo€nost nebude zodpovedna za poskytnuté Sluzby,
ktoré nezahriiuju akékolvek zmeny Protokolu alebo
inStrukcie od spolo€nosti AbbVie ¢&i Zodpovedného
skusajuceho, ktoré neboli oznamené Spolocnosti pisomne
pred datumom poskytnutia prisluSnych Sluzieb. Spolo¢nost
berie na vedomie, Ze vykonanie Sluzieb bude podla potreby
obsahovat pokyny spolo¢nosti AbbVie.

MEDICAL IMAGING
SITE AGREEMENT

This is a Services Agreement (“Agreement”) between
AbbVie s.r.o., Karadzicova 10, 821 08 Bratislava,
Slovak Republic, RN: 46640231, RN for tax:
2023529057, RN for VAT: SK2023529057, represented
by , Country Clinical Operations
Manager, upon power of attorney, Company is
registered in Trade Register of City Court Bratislava Il
Part Sro, insertion no. 81375/B, date of registration
11.05.2012 (“AbbVie”), and BIONT, a.s.,
Karloveska 63, 842 29 Bratislava, Slovak Republic, RN:
35917571, RN for tax: 2021932748, RN for VAT:
SK2021932748, Legal Representative:

- board chairman,

- board vicechairman,
Company is registered in Trade Register of City Court
Bratislava Ill. Part Sa, insertion no. 3505/B, date of
registration: 21.01.2005 (“Company”). Company and
AbbVie are individually referred to as (a “Party”) and
collectively as (the “Parties”). AbbVie desires to retain
Company 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 has entered into a Clinical study
agreement with Univerzitnd nemocnica Martin, with
its registered seat at: Kollarova 2. 036 59 Martin, Slovak
Republic (“Institution”) and

(“Principal Investigator”); for the conduct of the Study

1. Services. As AbbVie reasonably requests,
Company shall perform the medical imaging
activities set forth in Exhibit A which may be
amended from time to time (the “Services”). Any
updates to the Protocol or instructions from AbbVie
and/or the Principal Investigator that affect how the
Services are to be performed will be provided to
Company by AbbVie in writing in accordance with
Section 25, Notices. Company shall not be
responsible for Services performed that do not
include any Protocol updates or instructions from
AbbVie and/or Principal Investigator that were not
notified to Company in writing prior to the date of
performance of the relevant Services. Company
acknowledges that the implementation of the
Services will include instructions by AbbVie as
necessary.
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Protokol. Spolo¢nost bude vykonavat Sluzby v sulade s
Prilohou A aprotokolom &  M22-003 s ndzvom
~Multicentrické randomizované otvorené skusanie fazy
3 na vyhodnotenie bezpecnosti a ucinnosti
epkoritamabu + rituximabu a lenalidomidu (R2) v
porovnani s chemoimunoterapiou pri doteraz
nelieéenom folikularnom Ilymféme (EPCORE™FL-2)
(,Protokol”), ktory mdze spolo¢nost AbbVie prilezitostne
pisomne upravit, pricom képiu poskytne Spolo¢nosti a bude
na nu odkazovat aj tato Zmluva, ako aj v sulade so
vSetkymi pisomnymi pokynmi, ktoré moéze spolo¢nost
AbbVie poskytovat Spolo€nosti. Ak by si zmena v Protokole
vyzadovala zmenu v rozsahu, nakladoch alebo
harmonograme  sluzieb, takyto upraveny  alebo
modifikovany Protokol nebude pre Spolo¢nost zavazny,
kym sa neuzavrie Dodatok vsulade s Odsekom 7.
Spoloénost’ je opravnena odmietnut’ poskytovanie
sluzieb podlPa tejto zmluvy v rozsahu prevysujicom
predpokladany pocet ucéastnikov skusSania uvedeny
v Prilohe A a Protokole tejto zmluvy, ak su na takéto
odmietnutie podPa uvazenia Spoloc¢nhosti dané
objektivne doévody (napr. nedostatok pracovnych sil,
vyt'azenost’ alebo nefunkénost’ zariadenia, neprimerané
naklady na poskytnutie sluzieb apod.), pricom
neposkytnutie tychto sluzieb sa nepovazuje za
porusenie tejto zmluvy zo strany Spoloénosti
a nezaklada pre spolo¢nost’ AbbVie moznost’ uplatnit’
akékolvek sankéné prostriedky spojené s porusenim
tejto zmluvy.

Kontaktné osoby. Kontaktnou osobou Spolo¢nosti v
spoloCnosti AbbVie bude ﬁ alebo

ktorakolvek ind osoba, ktoru spolonost AbbVie urc€i.

Kontaktnou osobou sioloc“:nosti AbbVie v Spolo¢nosti bude

Projektovy manazér. Spolo¢nost do piatich (5) pracovnych
dni od podpisania tejto Zmluvy vymenuje projektového
manazéra, ktory bude =zodpovedny =za kazdodennu
komunikaciu medzi Zmluvnymi stranami vo vztahu
k Sluzbam, ktoré sa budu poskytovat na zaklade tejto
Zmluvy. Spolo¢nost  poveri vykonavanim  Sluzieb
pracovnikov, ktori su primerane zaskoleni a kvalifikovani na
vykonavanie uréenej prace a maju v nej prax. Spolo¢nost
AbbVie bude mat pravo oddévodnene pozadovat vymenu
pridelenych pracovnikov z akéhokolvek dévodu.
Spolo€nost sa zavazuje na takéto ziadosti promptne
reagovat avyvinut primerané Usilie s cielom napravit
situaciu v zadujme zlepSenia vykonnosti alebo zabezpecit
vymenu, ato na svoje vlastné naklady a v dohodnutej
Casovej lehote. Ak bude potrebna vymena pracovnikov,
Spolocnost poskytne spolo¢nosti AbbVie pred vymenou na
schvalenie ich Zivotopisy a plan vymeny.

2.

Protocol. Company shall conduct the Services in
accordance with Exhibit A and Protocol No. M22-
003 entitted “A Phase 3, Multicenter,
Randomized, Open-Label Trial to Evaluate the
Safety and Efficacy of Epcoritamab + Rituximab
and Lenalidomide (R2) compared to
Chemoimmunotherapy in Previously Untreated
Follicular Lymphoma (EPCORE™FL-2)’
(“Protocol”), as the same may be amended from
time to time in writing by AbbVie, copy of which
shall be provided to Company by AbbVie and
incorporated herein by reference, and any other
written instructions that may be provided from time
to time to Company 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
untii an Amendment has been agreed to in
accordance with Section 7. Company can deny to
provide Services in accordance with the terms
of this Agreement with respect to the number
of Study Subjects that exceeds the expected
number of Study Subjects stated in Attachment
A and Protocol of this Agreement, in case there
are objective reasons for such a denial in
Company’s judgment (e.g. insufficient work
force, high utilization or malfunction of device,
inadequate costs of provided services, etc.),
and failure to provide these Services for such
excess number of Study Subjects will not be
considered a breach of this Agreement from
Company’s part or constitute the basis of
which AbbVie could sanction Company for
breaching this Agreement.

Contacts. _Company’s AbbVie contact will be -
, or whomever AbbVie may

desiinate. AbbVie’s contact with Company will be

Project Manager. Within five (5) business days
after executing this Agreement, Company will
appoint Project Manager who will be responsible for
day-to-day communications between the Parties
regarding the Services to be provided hereunder.
In performing the Services, Company shall assign
personnel who are adequately trained, qualified,
and experienced to conduct the work as specified.
AbbVie shall have the right to make reasonable
requests for replacement of assigned personnel for
any reason. Company agrees to promptly respond
to any such request and make reasonable efforts to
correct the situation in order to improve
performance, or to provide a replacement, at its
own expense, within a mutually agreeable
timeframe. If personnel replacement is necessary,
Company shall provide curricula vitae for such
personnel and a transition plan to AbbVie for
approval prior to initiating the transition process.
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5. Spravy. Spolo¢nost bude po€as trvania tejto Zmluvy 5. Reports. During the term of this Agreement,

spolo¢nosti  AbbVie pravidelne informovat o postupe Company shall keep AbbVie regularly advised of
vSetkych Sluzieb a bude jej poskytovat oznamenia, spravy the progress of all Services and provide AbbVie
a udaje (suhrnne ,Spravy o priebehu®), oktoré mobze with communications, reports and data (collectively,
spolo¢nost  AbbVie poziadat. Spolo¢nost poskytne “Progress Reports”’) as AbbVie may request.
spolo¢nosti AbbVie na poziadanie zavere¢nu pisomnu Upon request Company shall furnish AbbVie with a
spravu, ktorej podrobnosti méze spolo¢nost AbbVie urcit, written final report, in such detail as AbbVie may
pricom v tejto sprave budu uvedené procesy, vysledky specify, setting forth the processes, results, and all
a v8etky udaje (suhrnne ,Zavereéna sprava“), ktoré vznikli of the data (collectively, “Final Report”) generated
v dbsledku vykonania Sluzieb. VSetky Spravy o priebehu by the Services. All Progress Reports and Final
a Zaverecné spravy (suhrnne ,Spravy“) budd vyluénym Reports (collectively, “Reports”) shall be the sole
majetkom spolo¢nosti AbbVie. property of AbbVie.
6. Odmena, fakturacia, platobné podmienky. 6. Compensation, Invoicing, Payment Terms.

6.1 Odmena. Spolognost AbbVie zaplati Spoloénosti ako 6.1 Compensation. In  consideration  for

odmenu za vykonanie Sluzieb opisanych v tejto
Zmluve sumu, ktora neprevysi celkovy rozpocet
uvedeny v Prilohe B. V pripade pred¢asného
ukoncenia platnosti tejto Zmluvy zaplati spolo¢nost
AbbVie  Spolo¢nosti  odmenu podla  rozsahu
vykonanych sluzieb a vydavkov ktoré Spolo¢nosti
vznikli do datumu ukonCenia platnosti tejto Zmluvy.
Spolo¢nost AbbVie zaplati Spolo€nosti odmenu po
prijati a schvaleni faktury obsahujucej vSetky potrebné
informacie na zaklade slovenskych predpisov,
s adekvatnym  zdokumentovanim  sluzieb, ktoré
Spolo¢nost vykonala.

6.2 Fakturacia. Spolo¢nost bude spolo¢nosti AbbVie 6.2
predkladat mesacné faktury za sluzby vykonané pocas
predchadzajucej tridsatdfiovej (30) lehoty. Faktury
budu ¢lenené tak, aby bola kazda ¢innost uvedena ako
samostatna polozka. Ku kazdej fakture bude prilozena
primerana podporna dokumentacia (napr. podrobna
tabulka).

6.3 Platobné podmienky. Spolo¢nost AbbVie zaplati 6.3
Spolo€nosti odmenu do 30 dni od prevzatia
a schvalenia faktury. Podklady ku v8etkym vzniknutym
vydavkom vratane externych vydavkov musia byt upiné
a spolo¢nost’ AbbVie ich musi pred uhradenim schvalit.
V pripade sporu o schvaleni zdokumentovanych
podpornych vydavkov vzniknutych na zaklade tejto
Zmluvy zo strany spolo&nosti AbbVie nemozno pred
vyrieSenim sporu odmietnut poskytnutie ziadnych
udajov ani informacii vyplyvajucich zo Sluzieb
Spolognosti. Spolo¢nost AbbVie nebude bezdbvodne
odkladat alebo odopierat poskytnutie suhlasu
s vydavkami vzniknutymi na zaklade tejto Zmluvy
a zavazuje sa vCas vyriesit vSetky spory.

Ak déjde k vypovedaniu alebo zaniku tejto Zmluvy,
Spolo€nost  poskytne spolo€nosti AbbVie fakturu
s oznaCenim Zaverecna faktura (,Zavereéna faktura®“)
spolu s podkladmi. Zavere¢na platba na zaklade tejto
Zmluvy sa vykona spolu s finanénym odsuhlasenim,
pricom sa zohladnia platby, ktoré sa maju vykonat

Company’s performance of the Services
described in this Agreement, AbbVie shall pay
Company 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
according to the extent of Services performed
and expenses incurred by Company through
the date of termination. AbbVie shall pay
Company upon receipt and approval of an
invoice comprising all information required
under the Slovakian regulations, containing
reasonable  documentation of  Services
performed by Company.

Invoicing. Company will submit monthly
invoices to AbbVie for Services performed
during the preceding thirty (30) day period.
Invoices will be structured so that each activity
is a separate line item. Appropriate supporting
documentation (e.g. detail spreadsheet) will
accompany each invoice.

Payment Terms. AbbVie shall pay Company
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 documented supporting costs incurred under
this Agreement, any data and information
resulting from Company’s Services cannot be
withheld prior to the resolution of the dispute.
AbbVie shall not unreasonably delay or
withhold approval of costs 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 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
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podla Prilohy B. Ak bude v ase takéhoto finan€éného
odsuhlasenia celkova suma, ktora spolocnost AbbVie
zaplatila, nizSia ako suma, na ktort ma Spolo¢nost
narok podla tejto Zmluvy, spolo¢nost AbbVie zaplati
Spolocnosti dlznd sumu. Kazdy preplatok v prospech
spolo¢nosti AbbVie podla tejto Zmluvy, ktory sa urci
v Case zavereCného odsuhlasenia platieb, sa
spolognosti AbbVie zaplati do Styridsiatich piatich (45)
dni odo dnia, v ktory spolo€nost AbbVie Spolo¢nost
o takomto preplatku informovala, a posSle sa kontaktnej
osobe spolo¢nosti AbbVie, ktora je uvedena v Prilohe
B s vysvetlenim dévodu platby.

Dodatok. Ziadny Dodatok k tejto Zmluve ani jej modifikacia
sa nebudu povazovat za ucinné, ak nebudi mat pisomnu
formu anebudu podpisané opravnenymi zastupcami
vSetkych Zmluvnych stran.

Dodrziavanie predpisov. Spolo¢nost bude pri vykonavani
Sluzieb dodrziavat vsSetky platné zakony (suhrnne
.Zakony"), predpisy a usmernenia, okrem iného aj pravidla,
ktorymi sa riadia slovenské S$tatne programy v oblasti
zdravotnictva, § 21 a nasl. zakona €. 576/2004 Z. z., o
zdravotnej starostlivosti, sluzbach sUvisiacich S
poskytovanim zdravotnej starostlivostt a o zmene a
doplneni niektorych zakonov, ako aj VSeobecné nariadenie
Eurépskej unie o ochrane Osobnych udajov (2016/ 679)
a suvisiacich Pravnych predpisov na ochranu osobnych

udajov (,Pravne predpisy na ochranu osobnych
udajov”). Spolo¢nost sa =zavazuje dodrziavat vsetky
vzajomne dohodnuté Standardné prevadzkové
postupy/praktiky.

Elektronické udaje. Ak bude sucastou vykonavania Sluzieb
na zaklade tejto Zmluvy zaznamenavanie elektronickych
Udajov alebo ich prenos do spolo¢nosti AbbVie, Spolo¢nost
bude dodrziavat povinnosti tykajice sa elektronickych
udajov uvedené v Prilohe C k tejto Zmluve, ako aj vSetky
obmedzenia alebo povinnosti vyplyvajuce z prisluSnych
zakonov o ochrane udajov.

Trvanie a zanik zmluvy. Tato Zmluva nadobudne platnost
po jej riadnom podpisani Zmluvnymi stranami a uc¢innost
nasledujuci den po dni zverejnenia Zmluvy v Centralnom
registri zmliv vedenom Uradom vlady SR a bude platit po
dobu trvania SkuSania v Zariadeni, ak neddjde K jej
pred€asnému ukon&eniu v sulade sjej ustanoveniami.
Predpokladany termin trvania SkuSania je do

Kazda Zmluvna strana médze tuto Zmluvu vypovedat
okamzite na zaklade pisomnej vypovede adresovanej
druhej Zmluvnej strane, ak druha Zmluvna strana porusi
dolezité ustanovenie tejto Zmluvy a nezabezpeci napravu
stavu do ftridsiatich (30) dni od prevzatia oznamenia
o takomto porudeni od Zmluvnej strany, ktora ustanovenie
neporusila. Nezaplatenie platby v sulade s touto Zmluvou
podlieha prislusnym Zakonom, vratane zakona €. 513/1991
Zb. Obchodného zakonnika SR a zakona ¢&. 40/1964 Zb.,
Obcianskeho zakonnika SR. Spolo¢nost mdze okamzite
ukonéit Zmluvu na zaklade pisomnej vypovede

10.

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
is entitled hereunder, AbbVie shall pay the
amount due Company 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 of such overpayment and
sent to the AbbVie contact identified in Exhibit
B with an explanation for such payment.

Amendment. 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 shall comply with all applicable laws
(collectively, “Law(s)’), regulations, and guidance
documents, including but not limited to, rules
governing Slovakian governmental healthcare
programs, § 21 et seq. of the Act No. 576/2004
Coll., on health care, services related to the
provision of health care and on the amendment and
supplementation of certain laws, and the EU
General Data Protection Regulation (2016/79) and
related data protection laws (“Data Protection

Law(s)’). Company agrees to comply with mutually
agreed upon standard operating
procedures/practices.

Electronic Data. If performance of the Services
under this Agreement involves the recording or
transmittal to AbbVie of electronic data, Company
shall comply with the electronic data obligations set
forth in Exhibit C attached hereto, as well as any
restrictions or obligations arising under applicable
data protection laws.

Term and Termination. This Agreement shall be
effective upon full execution by the parties and shall
take effect on the day following its publication in the
Central Register of contracts kept by the Office of
the Government of the Slovak Republic and
continue for a period of duration of the Study at
Institution or unless terminated earlier in
accordance with the provisions hereof. The
expected duration of the Study is until

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.
Failure to make all payments in accordance with
this Agreement are subject to applicable Law,
including Slovakian Act No. 513/1991 Coll,,
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s okamzitym ac€inkom dorugenej spolo¢nosti AbbVie, ak
SkuSanie nebude ukonéené ani v dodatocnej lehote 3
mesiacov nasledujucich po . Spolo¢nost AbbVie
mdze tuto Zmluvu kedykolvek okamzite vypovedat
s uvedenim alebo bez uvedenia dbévodu na zaklade
pisomnej vypovede adresovanej Spolo¢nosti, pricom takato
vypoved nadobudne uginnost okamzite po tom, ako si
Spolocnost vypoved prevezme, alebo podla toho, ako je
uvedené v pisomnej vypovedi, ato bez potreby
akychkolvek dalsich formalnych tkonov.

Ak dbjde k vypovedaniu tejto Zmluvy pred ukonéenim
Sluzieb na zaklade tejto Zmluvy, Spolo¢nost okamZzite
zastavi poskytovanie vSetkych SluZieb do okamihu, kym
spolo¢nost’ AbbVie neurci, ktoré Sluzby su potrebné na
ucinné ukoncenie povinnosti Spolo¢nosti na zaklade tejto
Zmluvy.

Tato Zmluvu mozno  predizit dohodou
podpisanou Zmluvnymi stranami.

pisomnou

Po skonceni tejto Zmluvy alebo SkuSania z akéhokolvek
dovodu vrati Spolo€nost’ spolo€nosti AbbVie do tridsiatich
(30) dni od takéhoto ukonéenia vSetky udaje a vSetky
ostatné materialy spolo¢nosti AbbVie vo vlastnictve
Spolocnosti. Spolo¢nost bude vsulade so svojimi
Standardnymi  prevadzkovymi postupmi  a prislusnymi
zakonmi a predpismi opravnena ponechat si archivne kopie
vSetkych udajov vyluéne na ucely vedenia z&znamov
anebude mat pravo takéto informacie pouzivat, pricom
vynimku tvoria situacie, ktoré vyslovne povoluju podmienky
tejto Zmluvy. VSetky tieto udaje a materialy su stale
povazované za dbéverné achranené udaje spolo€nosti
AbbVie a podliehaju ochrane podla Odseku 13 (Dévernost
Ucastnikov, Ochrana udajov). Ak dbéjde k skonéeniu tejto
Zmluvy alebo skuS$ania pred uplynutim lehoty, Spolo¢nost
¢o najrychlejSie ukonéi poskytovanie svojich sluzieb
podla pokynov spolo€nosti AbbVie a vSetkych platnych
zakonov, predpisov a usmerneni v sulade s Odsekom 8
(DodrzZiavanie predpisov) a Odsekom 13 (Ddvernost
ucastnikov; Ochrana udajov).

Spolocnost a spolo¢nost AbbVie budu pocas vypovednej
lehoty spolupracovat v zaujme zaistenia bezpecnosti
ucastnikov, pokracovania ich lieCby a dodrzania vSetkych
platnych  vnutrodtatnych  a medzinarodnych  zakonov,
predpisov a usmerneni.

Neplnenie povinnosti, opravné prostriedky. Ak Spolo¢nost
nebude  spolo¢nosti  AbbVie poskytovat  Sluzby
zodpovedajuce vo vsetkych podstatnych smeroch Sluzbam
a harmonogramom uvedenym vtejto Zmluve a takéto
neplnenie povinnosti bude spésobené inym dévodom nez
udalostou vy$3ej moci alebo konanim alebo necinnostou
spolo¢nosti AbbVie, ktoré je odbvodnene potrebné na
zaklade tejto Zmluvy, spolo¢nost AbbVie otom bude
Spolocnost informovat a umozni jej situaciu napravit alebo
predlozit spolo¢nosti AbbVie prijatelny plan napravnych

11.

Commercial Code, and Slovakian Act No. 40/1964
Coll., Civil Code. Company may terminate the
Agreement immediately upon written notice with
immediate effect delivered to AbbVie, if the Study
will not be completed within three (3) months of
. AbbVie may immediately terminate this
Agreement any time with or without cause by
delivering written notice to Company and such
termination shall be effective immediately upon
Company’s receipt of such notice or as defined in
the written notice, without any further formality.

In the event this Agreement is terminated before
conclusion of the Services hereunder, Company
shall immediately halt all Services until AbbVie
determines what Services are required to effectively
close out the obligations of Company 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 shall return to
AbbVie all data and all other materials of AbbVie in
Company’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 still
be deemed the confidential and proprietary data of
AbbVie and subject to the protections of Section 13
(Subject Confidentiality; Data Protection). In the
event this Agreement or the Study is terminated
prior to expiration, Company shall conclude its
Services as expeditiously as possible and in
accordance with AbbVie's instructions and all

applicable laws, regulations, and guidelines
consistent with Section 8 (Compliance) and
Section 13 (Subject Confidentiality; Data
Protection).

Company 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 international, laws, regulations, and guidelines.

Failure to Perform; Remedies. If Company does
not provide AbbVie with Services conforming to the
Services 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 shall allow Company to correct or
provide an acceptable corrective action plan to
AbbVie (if AbbVie reasonably deems it capable of
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opatreni (ak bude spolo¢nost AbbVie odbvodnene
povazovat nedostatky za odstranitelné) do tridsiatich (30)
dni od takého oznamenia. Ak Spolo¢nost v uvedenej lehote
takyto nedostatok neodstrani a ak takato necinnost zo
strany Spolo¢nosti navySe ovplyvni naklady alebo kvalitu
Skusania a/alebo spdsobi, Zze Skusanie nejakym spdésobom
ovplyvnia pravne predpisy, Spolo€nost nahradi spolo¢nosti
AbbVie vSetky primerane zdokumentované naklady
a vydavky vzniknuté v suvislosti s napravnymi opatreniami
potrebnymi v zaujme pokracovania takto dotknutého
SkuSania. Predchadzajuce ustanovenie nebude jedinym
opravnym prostriedkom spolo¢nosti AbbVie v pripade
takejto necinnosti zo strany Spolo¢nosti a spolo¢nost
AbbVie si ponecha pravo na vyuzitie v8etkych ostatnych
opravnych prostriedkov dostupnych na zaklade zakona
alebo principov spravodlivosti.

Déverné informacie,. Po€as trvania tejto Zmluvi vratane

akéhokolvek predizenia jej lehoty platnosti
—‘ nebude Spolocnost' zverejfiovat
alebo pouzivat dbéverné informacie (definované nizsie)
okrem toho, ako to povoluje tato Zmluva alebo jej pisomne
umozni spolo€nost AbbVie. Bez ohladu na predchadzajuce
ustanovenie plati, ze zavazok miCanlivosti azakaz
pouzivania vo vztahu k vyskumu, vyvoju alebo vyrobnym
procesom, ktoré spolo¢nost AbbVie oznali za obchodné
tajomstvo ostava v platnosti tak dlho pokial si tieto Déverné
informacie zachovaju status obchodného tajomstva podla
prislusnych zakonov bude platit natrvalo. Spolo¢nost
suhlasi stym, Ze jej zamestnanci, zastupcovia alebo
dodavatelia, ktori maju pristup k dévernym informaciam na
zaklade tejto Zmluvy, budlu dodrziavat zavazky mi¢anlivosti
uvedené v tejto Zmluve. ,Déverné informacie“ su vsetky
informacie, Udaje a materidly o spolo¢nosti AbbVie
a sluzbach, ktoré Spolo¢nosti spristupni spolo¢nost AbbVie
alebo sa jej spristupnia vmene spolocnosti AbbVie,
pripadne vznikni ako doésledok vykonavania Sluzieb zo
strany Spolo¢nosti, (vratane Osobnych udajov ako je
definované v Odseku 13(a) (Dovernost uc€astnikov;
Ochrana udajov) ziskané od uc€astnikov skuSania. Bez
ohfadu na vysSie uvedené, ddverné informacie (iné ako
Osobné udaje), nezahffiaju informacie, udaje, alebo
materialy, ktoré:

(a) Su Spolo¢nosti zname bez povinnosti utajenia pred
ich prijatim na zaklade tejto Zmluvy, ¢o mozno dolozit
pisomnymi zaznamami Spolo¢nosti;

(b) Su Spolo¢nosti spristupnené po prijati tejto Zmluvy
tretou stranou, ktord ma pravo udaje spristupnit’ bez
povinnosti ich utajenia; alebo

(c) Su alebo sa stanu verejne pristupné bez zavinenia
Spolo&nosti.

Spolo€nost nebude spolo€nosti AbbVie spristupriovat

Ziadne informacie, ktoré su dovernymi a/alebo chranenymi
informéciami tretej strany bez toho, aby vopred neziskala

12.

cure) within thirty (30) days of such notification. In
the event Company fails to correct such non-
conformity within such time period, and further, if
such failure by Company results in a cost, quality
and/or regulatory impact on a Study, Company
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 AbbVie shall
retain its right to seek all other remedies available
under law or equity.

Confidential Information. During the term of this

Agreement,_including _any_extension thereof, -
I ooy

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 retains its status as a trade
secret under applicable law. Company agrees that
any of its 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 by or on
behalf of AbbVie, or developed as a result of
Company’s performance of the Services, (including
Personal Data as defined in Section 13(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:

(@) is known to Company on a non-
confidential basis before receipt thereof
under this Agreement, as evidenced by
Company’s written records;

(b) is disclosed to Company 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.

Company shall not disclose to AbbVie any
information which is confidential and/or proprietary
to a third party without first obtaining the written
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pisomny suhlas tretej strany i spolo¢nosti AbbVie.

Po vypovedani alebo zaniku tejto Zmluvy vrati Spolo¢nost
spolo¢nosti AbbVie vSetky dbverné informacie, ktoré jej

spolo¢nost AbbVie poskytla alebo jej boli
v mene

poskytnuté

spolo¢nosti  AbbVie, alebo ktoré vyvinula

SpoloCnost v dosledku svojho vykonu sluzieb, podla
Ziadosti spolo¢nosti AbbVie. Ni¢ v tejto Zmluve sa nebude

interpretovat
obmedzovalo

ako ustanovenie,
v spristupnovani

ktoré by Spolo¢nost
dévernych  informacii

spolo¢nosti AbbVie, ktoré prikazuje zakon alebo sudne
alebo iné Statne nariadenie, priCom podmienkou je, aby
Spolo¢nost' v kazdom pripade v&as informovala spolo¢nost
AbbVie a tym jej umoznila poziadat o ochranny prikaz.

13. Dovernost uéastnikov, ochrana udajov.
(a) Podla toho, aké sluzby Spolo¢nost vykonava, mbéze byt
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(b)

od Spolo¢nosti pozadované, aby mala pristup,
ziskavala, evidovala, zverejiiovala alebo akokolvek
spracovavala Osobné Udaje (definované nizSie)
ucastnikov skusania alebo inych oséb zu¢astnenych na
Skusani. Pokial  spolo¢nost AbbVie v mene
Zadavatela alebo ktorykolvek z persondlu Spolo€nosti
spracovavaju (ako je to definované nizSie) Osobné
Udaje ucastnikov skuSania alebo inych oséb
zUcCastnenych na skus$ani, Zmluvné strany zabezpecia,
aby sa takéto Spracuvanie vykonavalo vyluéne
v stlade s touto Zmluvou a vSetkymi platnymi Pravnymi
predpismi a suvisiacimi Pravnymi predpismi na ochranu
osobnych udajov (,,Pravne predpisy na ochranu
osobnych udajov®); vratane poziadaviek vztahujucich
sa na dohody o presunoch udajov a ziskanie suhlasu
od vsetkych o0sbdb, ktorych Osobné udaje budu
zhromazdované, ak sa to uplatfiuje, a pisomnymi
pokynmi od spolo¢nosti AbbVie. Na ucely tejto Zmluvy

budd pojmy gzSpracuvanie’, ,Osobné udaje“,
“Prevadzkovatel” (alebo prislusny pojem podla

lokalnych predpisov) a ,Porusenie ochrany osobnych
udajov® interpretované vzmysle, ktory je tymto
vyrazom dany Pravnymi predpismi na ochranu
osobnych udajov. Spolo¢nost sa dalej zavazuje po¢as
vykonavania Sluzieb dodrziavat Pravne predpisy na
ochranu osobnych udajov a Osobnym (dajom
poskytne vSetku ochranu, tak ako je stanovené v tejto
Zmluve.

Pokial ide o Zmluvné strany, Zadavatel a Spolo¢nost
konaju ako nezavisli Prevadzkovatelia na zéklade tejto
Zmluvy. Zmluvné strany suhlasia s tym, ze Zadavatefl
bude jednat ako Prevadzkovatel s ohfadom na klu¢ové
kédované Osobné udaje ucastnikov skusania ziskané
od Spolo¢nosti a Ze preniesol svoje prava a povinnosti
vyplyvajuce ztejto Zmluvy na spolo¢nost AbbVie.
Spolo¢nost bude jednat ako  Prevadzkovatel vo
vztahu k akymkolvek zadznamom  zdravotnej
dokumentacie, ktoré budu ziskané od Uuc€astnikov
skuSania a akékolvek iné Osobné udaje ziskané Ci
vygenerované Spolo€nostou v priebehu Sluzieb pre
Ucely zaistenia ich nezavislého lekarskeho posudenia
v stlade s poziadavkami vyplyvajucimi z  Protokolu
skuSania.

13.

(b)

consent of both such third party and AbbVie.

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

Subject Confidentiality; Data Protection.

(a) Depending on the Services Company performs,
Company 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 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 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” (or equivalent term as used under
local law) and “Data Security Breach” shall
have the meaning ascribed to them in Data
Protection Law. Further, Company agrees to
abide by the Data Protection Law(s) while
performing the Services, and will afford Personal

Data all the protections applicable to
Confidential Information as set forth in this
Agreement.

As between the Parties, Sponsor and Company
are acting as independent Data Controllers under
this Agreement. The Parties agree that Sponsor
acts as Data Controller with regard to key-coded
Personal Data of Study subjects received from
Company and has delegated its rights and
obligations under this Agreement to AbbVie.
Company acts as Data Controller with respect to
any medical records it obtains from Study subjects
and any other personal data collected or generated
by Company in the course of the Services for the
purpose of exercising its independent medical
judgment in line with the Study Protocol.
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(c)

(d)

(e)

()

Zmluvné strany budu udrzovat dostatoénu udroven
technickych a organizaénych opatreni za Uucelom
ochrany Osobnych Udajov. Zmluvné strany suhlasia, ze
budd vykonavat pravidelni kontrolu a vyhodnotenie
ucinnosti  zavedenia takychto bezpecnostnych
opatreni.

Spolo¢nost bude bezodkladne informovat spolo€nost
AbbVie, najneskdr v8ak do tridsiatich Siestich (36)
hodin, od zistenia akéhokolvek potencialneho
Porusenia ochrany osobnych udajov. V pripade, Ze
prislusné Pravne predpisy na ochranu osobnych
Udajov vyzaduju, aby Zmluvné strany uzavreli dalSie
zmluvy alebo zavazky, vratane medzinarodnych dohéd
0 prenose udajov, Spolo&nost zabezpedi
implementaciu a platnost’ takychto zmlav. V pripade
Porusenia ochrany osobnych udajov, Spolo¢nost
taktiez:

i bude primerane spolupracovat SO
spolo¢nostou AbbVie v sUvislosti
s vySetrovanim takéhoto PoruSenia ochrany
osobnych udajov abez predchadzajuceho
pisomného suhlasu spolo¢nosti  AbbVie
neurobi Ziadne verejné vyhlasenie o takomto
Poruseni ochrany osobnych udajov;

ii. podnikne  vSetky potrebné a primerané
napravné opatrenia, vratane, okrem iného, na
Ziadost spolo€nosti AbbVie ana naklady
Spolo€nosti, zaslania oznamenia vSetkym
osobam, ktorych Osobné udaje mohli byt
dotknuté  takymto  PoruSenim  ochrany
osobnych udajov, bez ohfadu na to, ¢i
zaslanie takéhoto oznamenia vyzaduje platny
zakon; a

iii. preplati spolo¢nosti AbbVie vsetky primerané

naklady, ktoré spolo€nosti AbbVie mdzu
vzniknit v suvislosti s napravou takejto
udalosti.

Zmluvné strany sa dohodli, Zze Spolo¢nost bude
vybavovat Ziadosti ucastnikov skuSania, ktoré su
uréené Spolo¢nosti VO vztahu k pristupu,
pozmenovaniu, prenosu, blokovaniu alebo vymazaniu
Osobnych udajov. Spolo¢nost AbbVie modzZe postupit
akékolvek ziadosti tykajuce sa Osobnych udajov, ktoré
spolo¢nost AbbVie alebo Zadavatel =ziskali od
ucastnikov SkusSania, Spolo¢nosti v rozsahu, ktory sa
vztahuje na Sluzby. Spolo¢nost potvrdzuje, Ze na
Ucely zachovania integrity vysledkov sku$ania, by mala
byt moznost menit, blokovat alebo vymazavat Osobné
Udaje obmedzena vsulade s plathym zakonom
a Odsekom 22 (Prijimanie otazok a staznosti).

Zmluvné strany sa budu navzajom informovat
o akychkolvek ziadostiach alebo staznostiach, ktoré im
budu doru¢ené od akéhokolvek vladneho organu alebo
od inej tretej strany vo vztahu kakémukolvek
Spracuvaniu osobnych Udajov, a navzajom budu

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

(d) Company shall notify AbbVie promptly and no later
than within thirty-six (36) hours of any potential
Personal Data Breach. Where applicable Data
protection laws require the parties to enter into
additional agreements or undertakings, including
international data transfer agreements, Company
will undertake to ensure that all necessary
agreements are implemented and in place. In the
event of a Personal Data Breach, Company shall
also:

i. reasonably cooperate with AbbVie in
connection with the investigation of such
Personal Data Breach and not make any
public announcements relating to such
Personal Data Breach without AbbVie's
prior written approval;

ii. take all necessary and appropriate
corrective  action, including  without
limitation, at the request of AbbVie and at
the expense of Company, provide notice
to all persons whose Personal Data may
have been affected by such Personal Data
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.

(e) Parties agree that Company will manage requests
from Study subjects directed to Company 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 to the
extent related to the Services. Company
acknowledges 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 22
(Receipt of Inquiries and Complaints).

(f) Parties shall notify each other of any requests or
complaints from any governmental authority or
other third party with respect to any Processing of
Personal Data and will in good faith cooperate with
and promptly assist each other, and any relevant
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v dobrej viere spolupracovat, budu si poskytovat
okamzitd sucinnost’ a tiez budu poskytovat okamzitu
sucinnost prislusnému vladnemu organu, vratane
spristupfiovania informacii, ktoré su potrebné na
preukazanie dodrziavania tohto Odseku 13.

Toto ustanovenie sa bude uplatiiovat aj po vypovedani
alebo ukonéeni tejto Zmluvy.

Vystupy a pracovny produkt. VSetky spravy, oznamenia,
materidly, informacie, inovacie, vynalezy alebo objavy (bez
ohfadu na moznost ich patentovania alebo ochrany
autorskymi pravami), ktoré skoncipovala, zhmotnila,
vytvorila alebo vyvinula Spolo¢nost samostatne alebo spolu
s inymi_stranami v suvislosti s jej vvkonom sluzieb

Ak mozno vysSSie uvedené produkty chranit autorskymi
pravami (okrem iného sa to tyka pocitacovych programov,
zdrojovych koédov, objektovych kédov a podkladov), budu
sa povazovat za diela vytvorené za odmenu a budu
a zostanu vyluénym majetkom spoloénosti AbbVie. Ak
takéto materidly nesmu byt dielami vytvorenymi za
odmenu, Spolo¢nost sa zavazuje previest atymto
prevadza takéto materiadly na spolo¢nost AbbVie.
Spolo¢nost na Ziadost a naklady spolo¢nosti AbbVie
vyhotovi dokumenty a prijme 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 predchadzajuce
ustanovenie plati, Ze spolo¢nost AbbVie neziska do
vlastnictva Ziadne materidly, informacie, know-how,

nastroje, modely, metodické postupy, techniky a/alebo iné
duSevné vlastnictvo, ktoré bolo majetkom Spolocnosti este
predtym, ako zacala vykonavat Sluzby podfa tejto Zmluvy,
alebo ktoré Spolo¢nost’ ziskala na zaklade licencie od tretej
strany (vSetky takéto materidly sa dalej oznacéuju ako ,Uz

existujuce duSevné vlastnictvo®). Spolo¢nost tymto
udeluje spolo¢nosti AbbVie nevyluénd, nezrusitelna,
bezplatni  a celosvetovl licenciu na  pouzivanie,

upravovanie a zvySovanie kvality takéhoto uz existujuceho
duSevného Vvlastnictva (vratane prava na udelovanie
sublicencii), ak spolo¢nost AbbVie bude takuto licenciu
potrebovat na vyuzivanie Sluzieb Spolo¢nosti na zaklade
tejto Zmluvy vratane vSetkych vystupov a pracovnych
produktov bez obmedzenia.

Prezentacie, publikacie a zverejfiovanie. Spolo¢nost
nebude bez predchadzajuceho pisomného suhlasu
spolo¢nosti  AbbVie prezentovat ani publikovat ani

neodovzdd na publikovanie Ziadne dielo, ktoré bude
vysledkom jej Sluzieb. Bez predchadzajuceho pisomného
suhlasu spolo¢nosti AbbVie (ktorého udelenie alebo
odmietnutie je vylu€ne na rozhodnuti spolo¢nosti AbbVie)
nebude pouzivat meno spolo¢nosti AbbVie v ziadnych
zverejnenych materialoch, inzeratoch alebo oznamoch
a nebude zverejhovat existenciu alebo podmienky tejto

14.

15.

government authority in such cases, including
making available all information necessary to
demonstrate compliance with this Section 13.

This provision shall survive termination or expiration
of this Agreement.

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 solely or jointly
with others in connection with Company’s
erformance of the Services

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 agrees to assign and does hereby assign
such material to AbbVie. At AbbVie's request and
expense, Company 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 and/or other intellectual
property owned by Company prior to Company’s
performance of Services under this Agreement, or
that is licensed by Company from any third party
(all of the foregoing, “Pre-existing Intellectual
Property”). Company 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 Services hereunder, including without
limitation any deliverables and work product.

Presentations, Publications and Publicity.
Company shall not present or publish, nor submit
for publication, any work resulting from Company's
Services without AbbVie’s prior written approval.
Company 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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Zmluvy.

16. Vyhlasenia a zaruky

16.1. Kazda Zmluvna strana vyhlasuje a zaruduje, ze:

tato Zmluva ani ziadna platba na zaklade tejto Zmluvy
nie je vymenou za explicitni alebo implicitni dohodu
alebo dohovor otom, Ze Spolo¢nost bude kupovat,
prenajimat, objednavat, predpisovat, odporuéat alebo
inak zabezpelovat pouzivanie produktov spolo€nosti
AbbVie alebo zabezpedi zaradenie do liekopisu alebo
iné prednostné alebo opraviiujuce postavenie za
pouzivanie produktov spolo¢nosti AbbVie; a

celkova platba za Sluzby predstavuje objektivnu trhovu
hodnotu sluzieb a nebola stanovena spdsobom, ktory
by zohladfioval objem ahodnotu odporucani alebo
obchodov medzi Spolo€nostou a spolo€nostou
AbbVie.

16.2. Spolo¢nost vyhlasuje a zaruCuje, ze ak bude sucastou

17. Pozastavenie ¢innosti
a zaruCuje, ze proti
zastupcom, ktori poskytuju sluzby na zaklade tejto Zmluvy,
nikdy nebolo ani vsucasnosti nie je vedené konanie,
v dosledku ktorého by mohli mat pozastavenu &innost. Pre
Ucely tejto Zmluvy ,Pozastavena €innost® znamena: (A)
pozastavena c&innost podla (,FDA®)
Spojenych $tatov (dalej len ,USC*), Clanku 335a alebo
inym opravnenym organom, (B) vyradena, pozastavena
¢innost,
zUcasthovat
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Sluzieb aj propagacna prezentacia produktov spolo¢nosti
AbbVie, obsah takejto prezentacie bude zodpovedat
schvalenému oznaceniu produktu a prislusnym
predpisom. Spolo¢nost dalej vyhlasuje a zaruluje, Ze
podmienky tejto Zmluvy nie su v rozpore so ziadnymi jej
inymi  zmluvnymi alebo pravnymi zavazkami alebo
stratégiami alebo postupmi nejakej institlicie alebo inej
tretej strany, s ktorou je zdruzena, a zZe ziskala suhlas
takejto pridruzenej institlcie s poskytovanim sluzieb a s
odmenou, ktora bude Spolo¢nosti vyplatena na zaklade
tejto Zmluvy. Spolo¢nost vyhlasuje a zaruCuje, Zze ma
zariadenia, odborny, technicky a administrativny
personal aprax dostatoénej kvality arozsahu na
vykonavanie SluZieb podla tejto Zmluvy. Ak pocas
trvania tejto Zmluvy déjde k nejakym zasadnym zmendm
vo vztahu k okolnostiam, ktoré sa tykaju tejto Zmluvy
(napr. sa zmeni stratégia alebo postup, pricom takato
zmena by sa mohla odbvodnene interpretovat ako
zmena ovplyvrujuca vhodnost angazovania Spolo¢nosti
na plneni tejto Zmluvy), Spolo¢nost sa zavazuje
o vSetkych takychto zmenach okamzite informovat
spolo¢nost AbbVie

vyradenie: Spolo¢nost vyhlasuje

nej ani jej zamestnancom alebo

Hlavy 21 Zakona

zruSené opravnenie alebo ind nespdsobilost
sa miestnych alebo U.S.A Federalnych

16. Representation and Warranties

16.1 Each Party represents and warrants that:

i. neither this Agreement, nor any payment
hereunder, is in exchange for any explicit or
implicit agreement or understanding that
Company 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

ii. 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
AbbVie.

16.2 Company 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. Company
further represents and warrants that the terms of
this Agreement are not inconsistent with any other
contractual or legal obligations Company may
have or with the policies or procedures of any
institution or any other third party with which
Company is associated, and that Company has
obtained approval from the institution(s) with
which Company is associated for Company’s
provision of the Services, including the
compensation to be paid to Company 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 involvement in this Agreement),
Company agrees to immediately notify AbbVie of
any such changes

17. Debarment and exclusion: Company represents
and warrants that neither it, nor any of its
employees or agents providing services under this
Agreement, 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: 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
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programov  zdravotnej  starostlivosti  alebo  pravo
zUcCasthovat sa USA Federalnych programov priameho
alebo nepriameho obstaravania, (C) uvedeny v zozname
FDA ,Zoznam vylu¢enych skuSajucich/skusajucich s
obmedzenim ¢&innosti pre klinické skusania; alebo (D)
usvedCeny zo spachania trestného €inu spadajuceho do
posobnosti Zakona &. 42 USC Cast 1320a — 7(a), alebo
prislusné miestne Zakony, ktoré mézu viest pozastaveniu,
zruSeniu Cinnosti alebo vyhlaseniu za osobu neopravnenu
inym spdsobom.

V pripade, Zze Spolo¢nost dostane oznamenie alebo sa
akokolvek inak dozvie o Pozastaveni Cc&innosti alebo
navrhovanom Pozastaveni &innosti o ktoromkolvek z jej
zamestnancov alebo zastupcov poskytujucich Sluzby podfa
tejto Zmluvy, Spolo¢nost’ bude o tom okamzite informovat
spolo¢nost AbbVie a spolo¢nost AbbVie bude mat pravo
tuto Zmluvu okamzite vypovedat

Toto ustanovenie zostane v platnosti aj po vypovedani
alebo zaniku tejto Zmluvy.

Nezavisly dodavatel. Spolo€nost je vo vztahu Kk tejto
Zmluve v pozicii nezévislého dodavatela. Na ziadny ucel sa
nebude povazovat za zamestnanca, zastupcu ani partnera
spolo¢nosti AbbVie ani za osobu, ktora s rfiou spolo¢ne
podnika, a nebude mat pravo spolo¢nost AbbVie zavazovat
ani konat vjej mene. Tato Zmluva nebude Spolo¢nost
opravhovat na ucCast v plane alebo programe benefitov
spolo¢nosti AbbVie. Spoloénost bude zodpovedna za
plnenie povinnosti podla platnych dafiovych zakonov, ktoré
sa tykaju uhrady dane z prijmu a pripadne dane zo zivnosti,
a zavazuje sa tieto povinnosti pinit.

Poistenie. Spolo¢nost zabezpeéi apoCas celej lehoty
platnosti tejto Zmluvy bude udrziavat v plnej platnosti
a ucinnosti primerané poistné krytie vo vyske potrebnej pre
splnenie zavazkov a povinnosti danych touto Zmluvou v
sulade s platnymi pravnymi predpismi. Na Ziadost
spolo¢nosti  AbbVie, Spolo¢nost spristupni  doklady
preukazujuce toto poistenie k preskimaniu spolo€nostou
AbbVie.

Odskodnenie. Spolo¢nost sa zavazuje, Ze spolo¢nost
AbbVie a jej partnerov, zamestnancov, riaditelov, Uradnikov
a zastupcov odskodni a zbavi zodpovednosti vo vztahu
k zodpovednosti, rozsudku, poZiadavke, konaniu, Zalobe,
strate, Skode, ndkladom a inym vydavkom (okrem iného aj
vo vztahu k primeranym poplatkom za pravne zastupovanie
a sudnym trovam) (,Zodpovednost™), ktoré su dosledkom
narokov tretej strany voci spolo¢nosti AbbVie alebo konani
proti nej, ak bude takato zodpovednost dbsledkom
nedbanlivosti Spolo¢nosti, jej nepozornosti, Umyselného
nespravneho konania alebo porusenia vyhlaseni a zaruk
uvedenych v tejto Zmluve.

18.

19.

20.

the local or U.S. Federal health care programs or in
local or U.S. Federal procurement or non-
procurement programs; (C) listed on the FDA’s
Disqualified and Restricted Lists for clinical
investigators; or (D) convicted of a criminal offense
that falls within the scope of 42 U.S.C. § 1320a-7(a)
or applicable local Laws that could lead to being
excluded, debarred, suspended, or otherwise
declared ineligible.

In the event 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, 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.

Independent Contractor. Company’s status under
this Agreement is that of an independent contractor.
Company shall not be deemed an employee, agent,
partner or joint venture of AbbVie for any purpose
whatsoever, and Company shall have no authority
to bind or act on behalf of AbbVie. This Agreement
shall not entite Company to participate in any
benefit plan or program of AbbVie. Company shall
be responsible for, and agrees to comply with,
obligations under all applicable tax laws for
payment of income and, if applicable, self-
employment tax.

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.

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.
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Kontrola, audit. Spolo¢nost AbbVie bude po adresovani
primeraného oznamenia Spolo¢nosti opravnena vykonat
prostrednictvom  svojich  opravnenych zamestnancov,
zastupcov, agentov, partnerov a spolo¢ne podnikajucich
os6b v primeranom ¢ase ana primeranych miestach
kontrolu vSetkych zariadeni, vybavenia, postupov a praktik,
ktoré Spolo¢nost’ pouziva pri vykonavani Sluzieb, vratane
technickych a organizaénych a bezpecnostnych opatreni

zavedenych za U€elom ochrany Osobnych 4dajov
a preskumat a skontrolovat vsSetky zaznamy, subory,
notebooky, prislusné prevadzkové postupy a udaje

suvisiace s vykonavanymi Sluzbami s ciefom zabezpedit
pravdivé a presné zaznamenavanie Udajov a potvrdit, Ze
Spolo¢nost dodrziava podmienky tejto Zmluvy a svoje
prislusné stratégie a postupy. Ak spoloCnost AbbVie
v désledku takéhoto monitorovania, kontroly alebo auditu
dospeje k nejakému zavaznému zisteniu, ktoré nebude
v€as odstranené (v pripade akéhokolvek porusenia
Odseku 13 v lehote piatich (5) dni), alebo ho nemozno
v€as odstranit, spolo¢nost AbbVie bude mdct tuto Zmluvu
okamzite vypovedat.

Prijimanie otazok a staznosti. Spolo¢nost bude pisomne
informovat  a poskytne neodkladne koépie akejkolvek
pisomnej komunikacie, nie vS8ak neskér 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 udajov;
alebo (ii) akejkolvek tretej strany (vratane, ale nie vyhradne,
akéhokolvek pravneho a regulac¢ného uradu) tykajuce sa
spracovanie akychkolvek Osobnych udajov Spolo€nostou
pre alebo vmene spolo¢nosti AbbVie. Spolo¢nost
neodpovie na zZiadnu takuto komunikaciu bez suhlasu
spolo¢nosti AbbVie abude primerane spolupracovat so
spolo¢nostou AbbVie asplni vSetky primerané pokyny
spolo¢nosti AbbVie pri odpovedi na takuto komunikaciu.

Bez ohladu na vy3Sie uvedené, Spolo¢nost sa zavazuje, ze
bude informovat spolo&nost AbbVie do dvadsiatich Styroch
(24) hodin, ak FDA alebo iny regula¢ny alebo Statny organ
informuje  Spolo¢nost, o nastavajucej kontrole/audite
v Spolo¢nosti v suvislosti so Sku$anim alebo Sluzbami.
Spolocnost zaroveri odovzda spolo¢nosti AbbVie vSetky
materidly apisomné oznamenia prijaté v dosledku
kontroly/auditu do dvadsiatich Styroch (24) hodin od prijatia
takychto oznameni a spolo¢nosti AbbVie umozni, aby jej
pomohla pri odpovediach na vSetky predvolania.
Odpovedat sa bude do dvoch (2) tyzdiov od vydania
predvolani alebo v kratSom termine, ktory uréi regulacny
organ, ktory predvolanie vydal. Spolo¢nost zaroven
poskytne spolo¢nosti AbbVie koépie vsetkych dblezitych
dokumentov odovzdanych kontrolérom alebo auditorom. Ak
bude FDA alebo iny regulacny organ pozadovat alebo
nariadi opatrenie, ktoré je vo vztahu Kk predvolaniam
potrebné prijat, Spolo¢nost sa zavazuje, ze po porade so
spolo¢nostou AbbVie takéto opatrenie potrebné vo vztahu
k prislusnym predvolaniam prijme azavazuje sa so
spolo¢nostou AbbVie vo vztahu k takémuto predvolaniu
al/alebo suvisiacemu opatreniu spolupracovat.

21.

22.

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,
including technical and organizational 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
confirm 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 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 for
or on behalf of AbbVie. Company 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 AbbVie in responding to
such communications.

Nothwithstanding the foregoing, Company 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 inspection/audit of Company related to the
Study or Services. In addition, Company will
forward to AbbVie any written communication
received as a result 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 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 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
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Ak regulaéné organy vydaju predvolanie alebo oznamenie
suvisiace so Sluzbami, Spolo¢nost sa zavazuje, ze
spolo¢nosti AbbVie do patnastich (15) dni od prevzatia
takéhoto predvolania alebo oznamenia od regulaéného
organu poskytne suhrn takéhoto predvolania alebo
oznamenia s vysvetlenim skutoCnosti, ktoré regulacny
organ zistil, suvedenim odpovede na vyznamné
skutoCnosti zistené regulaénym organom a vysvetlenim
toho, ako sa takéto predvolanie alebo oznamenie
regulatného organu vztahuje na sluzby poskytované na
zaklade tejto Zmluvy.

Kontrola, d&innosti nevykonavané spolocnostou AbbVie.

23.

citation and/or action taken with respect thereto.

In the event a regulatory citation or notice is issued
which relates to the Services, Company 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 Activities. Company shall

Spolo¢nost bude spolonost AbbVie do piatich (5)
pracovnych dni informovat’ o naplanovanej alebo nedavno
ukoncenej kontrole zo strany regulaénych organov
a o dostupnych zaveroch alebo vysledkoch, ak su
relevantné vo vztahu k Sluzbam vykonavanym pre
spolo¢nost AbbVie alebo v suvislosti s akymikolvek
sluzbami vykonavanymi pre spolo€nost’ AbbVie. Spolo&nost
mdze takéto zavery a vysledky upravit, ak to bude potrebné
v zdujme dodrZania zévazkov ml€anlivosti, ktoré su pre
Spolocnost zavazné.

Zrieknutie sa podmienok. Ziadne zrieknutie sa podmienok
alebo ustanoveni tejto Zmluvy sa v ziadnom pripade
nebude povazovat za dalSie alebo pokracujuce zrieknutie
sa takejto podmienky alebo ustanovenia alebo inej
podmienky alebo ustanovenia tejto Zmluvy ani sa nebude
takto interpretovat. Ziadne zrieknutie sa nejakého prava
uvedeného v tejto Zmluve sa nebude povazovat za ucinné,
ak nebude mat pisomnu formu a ak ho nepodpiSe Zmluvna
strana, vocli ktorej sa zrieknutie uplatfiuje. Ak niektora
Zmluvna strana nevyuZije nejaké pravo alebo opravny
prostriedok v suvislosti s tym, Ze druha Zmluvna strana
porusi niektoru zo svojich povinnosti na zaklade tejto
Zmluvy, nebude sa to povazovat za zrieknutie sa prava na
vyuzitie takych prav alebo opravného prostriedku
v buducnosti v pripade nasledného porusenia tejto Zmluvy
druhou Zmluvnou stranou.

Oznamenia. VSetky oznamenia potrebné alebo inak
vyhotovené na zaklade tejto Zmluvy budu mat pisomnu
formu, budu doru¢ené osobne alebo odoslané doporu¢enou
poStou s potvrdenim o prevzati alebo renomovanou
kuriérskou sluzbou, sriadnym uvedenim adresy, alebo
budud odoslané faxom s potvrdenim o prenose abudu sa
doru€ovat na adresu druhej Zmluvnej strany uvedenu
nizSie. Oznamenia sa budu povazovat za dorucené (a)
vden prevzatia v pripade osobného dorucenia alebo
odoslania doporu¢enou postou alebo renomovanou
kuriérskou sluzbou; alebo (b) diiom odoslania potvrdenia
o prenose Vv pripade odoslania faxom. Oznamenia aina
komunikacia (dalej spolu len “oznamenie*) tykajuce sa tejto
zmluvy sa povazuje za doru¢enu zmluvnej strane v pripade
odmietnutia prevzatia oznamenia zo strany adresata sa
oznamenie povazuje za doru¢ené drom odmietnutia
prevzatia oznamenia adresatom Tato podmienka
doruCovania platia rovnako pri doru€ovani oznameni zo

24.

25.

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. Notifications and other communication
(together as ,,notification”) related to this
agreement is considered to be delivered to the
party to the agreement in case of denial to take
over the notification by recipient the notification is
considered to be delivered on the date of denial to
take over the notification. This condition of delivery
applies to delivering of a notification from AbbVie as
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strany spolo¢nosti AbbVie ako odosielatela alebo oznameni
dorucovanych spolo¢nosti AbbVie ako adresatovi.

V pripade adresovania Spolo¢nosti:

V pripade adresovania spolo¢nosti AbbVie:

koépia sa doruci na adresu:

Postupenie, uzatvaranie  subdodavatelskych  zmlav.

26.

sender as well as to delivering of a notification to
AbbVie as a recipient.

If to Company:

If to AbbVie:

to:

Assignment; Subcontracting. Company may not

Spolo¢nost nesmie bez predchadzajuceho pisomného
suhlasu spolo¢nosti AbbVie (ktorého udelenie alebo
odmietnutie je vyluéne na rozhodnuti spolo€nosti AbbVie)
tuto Zmluvu alebo akykolvek svoj zaujem v nej spocivajuci
postupovat’ tretej strane ani nesmie tretiu stranu poverovat
plnenim nejakej povinnosti vyplyvajicej z tejto Zmluvy. Ak
Spolo¢nost bude mbct plnenim niektorej povinnosti
vyplyvajucej ztejto Zmluvy poverit tretiu stranu ako
subdodavatela, takyto subdodavatel uzatvori zmluvu vo
forme, ktora bude pre spolo¢nost AbbVie prijatelna a ktora
ho bude zavazovat k dodrziavaniu podmienok tejto Zmluvy,
pricom Spolo¢nost zostane nadalej zodpovedna za konanie
alebo necinnost’ takéhoto subdodavatela, ako keby takéto
¢innosti vykonavala sama.

Rozne. Tato Zmluva obsahuje UpIind dohodu Zmluvnych
stran vo vztahu kijej predmetu anahradza vsetky
predchadzajuce Zmluvy adohovory vo vztahu Kkjej
predmetu. Tato Zmluvu mozno upravovat len na zaklade
pisomnej dohody podpisanej Zmluvnymi stranami.

Oddelitelnost. Ak sud prislusnej pravomoci vyhlasi niektoré
ustanovenie tejto Zmluvy alebo jeho ¢ast za nevykonatelnu
alebo neplatnu, platnost a vykonatelnost ostatnych casti
takéhoto ustanovenia a/alebo ostatnych ustanoveni tym
nebude dotknuta.

Rozhodné pravo. Tato Zmluva sa bude riadit
ainterpretovat podfa pravneho poriadku Slovenskej
republiky.

27.

28.

29.

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 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
shall remain responsible and liable for the acts or
omissions of such subcontractor activities as if such
activities had been performed by Company.

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 be affected thereby.

Governing Law. This Agreement shall be governed
by and construed in accordance with the laws of
Slovakia.
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BIONT, a.s.

30.

31.
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(a) Akykolvek spor rozpor alebo narok vyplyvajuci z tejto
Zmluvy alebo suvisiaci s fou, ktory nie je mozné
vyrieSit do tridsiatich (30) dni vzajomnou dohodou
stran rozhodne miestne prisluSny sud Slovenskej
republiky, a:

tento Clanok ostava v platnosti aj po ukoné&eni alebo
uplynuti platnosti tejto Zmluvy

(b)

Rovnopisy. Tato zmluva méze byt vyhotovena
v lubovolnom pocte rovnopisov, z ktorych kazdy sa bude
povazovat za original a vSetky spolu budu predstavovat
jednu atu istu zmluvu. Anglicka a slovenska verzia tejto
zmluvy budd mat rovnaky pravny ucinok. Spolo¢nost
AbbVie vyslovne schvaluje potrebu zverejnit redigovanu
verziu tejto zmluvy a jej prilohy v Centralnom registru zmlav
vedenom Uradom vlady SR.

Zoznam priloh.

Priloha A Opis prac
Priloha B Suhrn rozpodtu
Priloha C Povinnosti vo vztahu
k elektronickym udajom
Priloha D Plnomocenstvo

(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

30. Counterparts. This Agreement may be executed in

31.

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. Both
English and Slovakian executed versions of this
Agreement shall have equal legal effect. AbbVie
approves the necessity to publish a redacted
version of this agreement and its attachments in the
Central Register of Contracts managed by
Government Office of the SR.

Exhibit List.
Exhibit A Statement of Work
Exhibit B Budget Summary
Exhibit C Electronic Data Obligations
Exhibit D Power of Attorney
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NA DOKAZ TOHO, Zmluvné strany uzatvorili tGto Zmluvu IN WITNESS WHEREOF, the Parties have caused this

prostrednictvom svojich riadne spinomocnenych zastupcov.

Abbvie s.r.o.

By/Podpis:

Title/Funkcia: Country Clinical Operations Manager
Upon the power of attorney / Na zaklade plnej moci

Date/Datum:

Agreement to be executed by their duly authorized
representatives.

BIONT, a.s.
By/Podpis:

Title/Funkcia: board chairman/predseda predstavenstva

Date/Datum:

By/Podpis:

Title/Funkcia: board vicechairman/podpredseda predstavenstva

Date/Datum:
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BIONT, a.s.
Univerzitna nemocnica Martin

M22-003

PRILOHA A

EXHIBIT A

OPIS PRAC

STATEMENT OF WORK

1. Rozsah sluzieb (podrobny opis sluzieb, ktoré sa

maju vykonat):

1.  Scope of Services (detailed description of Services

to be performed):

Rozsah prac

Scope of Work

e Definované Protokolom M22-003 v rozsahu
prdac uvedenych v Prilohe 1 k Prilohe B tejto
Zmluvy

Predpokladany maximalny pocet ucastnikov
Skusania:

e Defined by the Protocol no. M22-003 in the scope
of works listed in Appendix 1 to Appendix B of
this Agreement

Expected maximum number of Study Subjects
for entire Study:

Zoznam pouzitel'nych dokumentov

List of Applicable Documents

° Protokol M22-003

. Protocol no. M22-003

Poziadavky na vykon a vystupy

Performance Requirements and Deliverables

e Uhrada za Sluzby bude zaloZena na podte
prevedenych radiologickych vySetreni

e Payment for the Services will be based on the
actual number of  performed radiology
examinations

e Uhrada =za Sluzby bude podmienena
predlozenim primeranej podpornej dokumentacie
(napr. podrobné tabufka) spolo¢nosti AbbVie
Spolocnostou

e Payment for the Services will be contingent upon
Company providing appropriate  supporting
documentation (e.g. detail spreadsheet) to AbbVie

Povinnosti

Responsibilities

e Radiolog sa zavazuje vykonavat radiologické
vySetrenia podfa poziadaviek Protokolu a
pisomnych pokynov Hlavného zku$ajuceho,
hlavne vratane spravy, popisu snimky a
interpretacie  obrazovych dat, manipulacie
s obrazovymi zdznamami, bude poskytovat
technicku podporu pri vyhodnoteny
radiologického snimku a taktiez sa zavazuje
bezodkladne odoslat zaslepené snimky pre
centralnu interpretaciu

e The Radiologist shall perform radiology
examinations in accordance with requirements of
the Protocol and written instructions of Principal
Investigator, including but not limited to, report and
interpretation of scan and imaging data, handling
of imaging data, provision of technical support in
connection with assessment of radiology scan and
further shall send without undue delay blinded
radiology scans to the central reader for central
reading

2. Platobné podmienky:

2. Payment Terms:

Platby budu preplatené v sulade s Rozpocétom,
ktory je tu pripojeny ako Priloha B.

Payments shall be made in accordance with the
Budget attached hereto as Exhibit B.

(zaroven so vSetkymi ziadostami o platbu musi
byt predlozena faktura)

(invoices must be submitted with all requests for
payment)
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BIONT, a.s.
Univerzitna nemocnica Martin

M22-003
EXHIBIT B
BUDGET SUMMARY
Company BIONT, a.s.
Address Karloveska 63, 842 29 Bratislava, Slovak Republic

Phone Number I

Study Product: Epcoritamab |Protocol: M22-003

TOTAL COMPENSATION (Not to Exceed)
(See Attachment 1 to Exhibit B)
The sum stated above is without VAT.

€ 128 900,00

PAYMENT SCHEDULE - Payments will be made as follows, after receipt of appropriate invoices in accordance with the
Compensation Section:

Payments will be made in accordance with the Compensation Section of this Agreement and will correspond to amounts listed in
Attachment 1 to Exhibit B. Tax document shall be payable within 30 days since its issue. Company shall within 10 business days
send electronic invoice to following e-mail address: | in copy to the address
The invoice for Start-up Fee will be issued after the entry into force of this Agreement.

PAYMENT INFORMATION:

Payment shall be made to:

Individual and Address to receive Payment:

Individual and Address to receive Invoices:

Attachment 1 to Exhibit B

i Protocol
Study Product |Epcoritamab Number M22-003

ALL PAYMENTS MADE IN: EUR

Code Conditional Procedure Price per Unit Estimated . Total Cost
Number of Units

TOTAL COSTS 128 900,00
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BIONT, a.s.
Univerzitna nemocnica Martin

M22-003
PRILOHA B
SUHRN ROZPOCTU
Spolo¢nost BIONT, a.s.
Adresa Karloveska 63, 842 29 Bratislava, Slovak Republic

Telefonné ¢islo

Skusany liek: Epcoritamab

Protokol: M22-003

CELKOVA ODMENA (nepresahuje)
(vid' Prilohu 1 k Prilohe B)

€

128 900,00

Ciastka uvedena hore je bez DPH.

PLATOBNY PLAN - Platby budu prevedené nasledovne, po prevzati prislu$nej faktury v sulade s élankom Odmena:

a v kopii na adresu
Zmluvy.

Platby sa uskutocnia v sulade s ¢lankom Odmena tejto Zmluvy a budu zodpovedat sumam uvedenym v Prilohe 1 k Prilohe B. Faktury budu
splatné do 30 dni od ich vystavenia. Spolo¢nost bude posielat vSetky faktiry do 10 dni od ich vystavenia na e-mailovi adresu:
. Faktura za zaciatoény poplatok bude vystavena po nadobudnuti G€innosti

PLATOBNE INFORMACIE:

Platby budu uhradzané na ucet:

Osoba, ktora prijima platby, a jej adresa:

Osoba, ktora prijima faktury, a jej adresa:

Priloha 1 k Prilohe B

B . Cislo
Skudsany liek |Epcoritamab protokolu M22-003
VSETKY PLATBY BUDU PROVEDENY V : EUR
Kod Podmieneény postup j(;::ztzkau pooéiltﬁ;:::z:iye K Celkové naklady

Celkové naklady:

128 900,00
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BIONT, a.s.
Univerzitna nemocnica Martin

M22-003

PRILOHA C

EXHIBIT C

Povinnosti vo vzt'ahu k elektronickym tudajom

Electronic Data Obligations

Spolo¢nost zabezpeli a zdokumentuje, Ze vSetky
systémy elektronického spracovania udajov pouzivané
pri plneni tejto zmluvy su v sulade so usmerneniami
ICH.

Spolo¢nost zaruCuje, zZe:

(i) systémy pouzivané na vytvaranie, Upravu,
udrziavanie a/alebo ziskavanie Udajov alebo
elektronickych z&znamov generovanych na
podporu Studie su v sulade s platnymi

Zakonmi;

(i) elektronické zaznamy budd spifat platné
pravne poziadavky tykajuce sa udrzby,
obsahu a ¢&asu uchovavania kazdého
zdznamu; a

(iii) poévodné  elektronické  zaznamy  budu

archivované v sulade s poziadavkami na dobu
uchovavania stanovenymi prislusnym
Zakonom.

Company shall ensure and document that all electronic
data processing system(s) used in performance of this
Agreement conforms with ICH guidelines.

Company warrants:

(i) the systems used to create, modify, maintain
and/or retrieve data or electronic records
generated in support of the Study are in
accordance with applicable Law;

(i) Electronic records will meet applicable legal
requirements regarding maintenance, content
and retention times for each record; and

(iii) Original electronic records will be archived in

accordance with retention period requirements

specified by applicable Law.
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BIONT, a.s.
Univerzitna nemocnica Martin

M22-003

PRILOHA D EXHIBIT D

PIlnomocenstvo Power of Attorney
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obbvie

POWER OF ATTORNEY PLNOMOCENSTVO

Spolo¢nost je registrovana v Obchodnom registri vedena Mestskym sudom Bratislava Ill. Oddiel Sro, vlozka ¢. 81375/B, defi zapisu 11.05.2012.




obbvie

Spolo&nost je registrovana v Obchodnom registri vedena Mestskym siidom Bratislava Ill. Oddiel Sro, vlozka €. 81375/B, defi zapisu 11.05.2012.




Upozornenie:

Notér legalizaciou neosved€uje pravdivost’
skutoénosti uvadzanych v listine

(§ 58 ods. 4 Notarskeho poriadku)

OSVEDCENIE O PRAVOSTI PODPISU NA LISTINE

(LEGALIZACIA)







