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ZMLUVA O POSKYTOVANI SLUZIEB MEDICINSKEHO
ZOBRAZOVANIA

Toto je Zmluva o poskytovani sluzieb (,zmluva®) medzi
spolo¢nostou AbbVie s.r.o Karadzicova 10, 821 08
Bratislava, ICO: 46640231, IC DPH: SK2023529057,
zastupena MUDr. Branislav (,spolo¢nost ABBVIE")
a Letecka vojenska nemocnica a.s so sidlom na adrese
Murgasova 1,040 868 KosSice, Slovenska republika ICO:
36601578, DIC: 2022103358, IC DPH: SK2022103358,
bankovy uget & 7000247304/8180, vedeny v banke Statna
pokladnica (,SPOLOCNOST*). SPOLOCNOST a spolognost
ABBVIE sa oznauju samostatne ako ,zmluvna strana"
a spologéne ako ,zmluvné strany”. Spolognost ABBVIE si
chce najat SPOLOCNOST na u&ely poskytovania sluzieb
medicinskeho zobrazovania vo vztahu ku klinicke] studii
spolocnosti  AbbVie (,8tudia®), ato =za nasledujucich
podmienok.

Sluzby. SPOLOCNOST bude na zaklade adekvatnych
Ziadosti zo strany spolo¢nosti ABBVIE vykonavat
¢innosti medicinskeho zobrazovania (,sluzby”) uvedené
v Prilohe A, ktoré sa moézu prilezitostne menit
(,sluzby").

Protokol. SPOLOCNOST bude vykonavat sluZby
vsllade s Prilohou A aprotokolom ¢ M10-898 s
ndzvom ,Randomizované, dvojito zaslepené,
multicentrické  klinické  skuSanie fazy 2
porovnavajuce Uc¢inok veliparibu s karboplatinou
a paklitaxelom s ucinkom placeba s karboplatinou
a paklitaxelom na doposial  nelieCeny
metastazujuci alebo pokrocily nemalobunkovy
karcindm pluc (NSCLC)" (,protokol'), ktory moze
spolo¢nost ABBVIE prileZitostne pisomne upravit,
pricom képiu poskytne SPOLOCNOSTI a bude na fiu
odkazovat aj tato zmluva, ako aj v sulade so vietkymi
pisomnymi pokynmi, ktoré méZe spoloénost ABBVIE
davat’ SPOLOCNOSTI. Ak by si zmena v protokole
vyZzadovala zmenu vrozsahu, nakladoch alebo
harmonograme  sluzieb, takyto upraveny alebo
modifikovany protokol nebude pre SPOLOCNOST
zavazny, kym sa neuzavrie Dodatok vsulade s
odsekom 7.

Kontaktné osoby. Kontaktnou osobou SPOLOCNOSTI
v spolocnosti ABBVIE bude Katarina Minarikova, PhD,
alebo ktorakolvek ina osoba, ktort spolo¢nost ABBVIE
urCi.  Kontaktnou osobou spolognosti  ABBVIE
v SPOLOCNOSTI bude MUDr. Peter Keselak. MUDr.
Peter Keselak bude vykonavat sluZby na (lely tejto
zmluvy v mene SPOLOCNOSTI.

Projektovy manazér. SPOLOCNOST 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 budl poskytovat na zaklade
tejto zmluvy. SPOLOCNOST poveri wvykonavanim
sluzieb pracovnikov, ktori su primerane zaskoleni
a kvalifikovani na vykonavanie uréenej prace a majl
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MEDICAL IMAGING
SERVICES AGREEMENT

This is a Services Agreement (‘Agreement”) between
AbbVie s.ro. Karadzi¢ova 10, 821 08 Bratislava, RN:
46640231, RN for tax: SK2023529057, represented by
Branislav Trutz, MD (*ABBVIE"), and Letecka vojenska
nemocnica a.s., with its principal place of business at
MurgaSova 1, 040 86 Kosice Slovak Republic, registration
number 36601578, fiscal identification code 2022103358 ,
bank account no. 7000247304/8180 open with Bank :
Statna pokladnica (‘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.

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

Protocol. COMPANY shall conduct the Services in
accordance with Exhibit A and Protocol No. M10-898
entitled “A randomized, Double-Blind, Multicenter,
Phase 2 Trial Comparing Veliparib Plus
Carboplatin and Paclitaxel Versus Placebc Plus
Carboplatin and Paclitaxel in Previous Untreated
Metastatic or Advanced Non-Small-Cell Lung
Cancer (NSCLC)" (“Protocal’), 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 until an
Amendment has been agreed to in accordance with
Section 7.

Contacts. COMPANY’s ABBVIE contact will be
Katarina Minarikova, PhD, or whomever ABBVIE may
designate. ABBVIE's contact with COMPANY will be
Peter KeSeldk, MD. Peter Keselak, MD shall conduct
the Services for this Agreement on behalf of the
COMAPNY.

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
\
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vnej prax. Spolo¢nost ABBVIE bude mat pravo
odévodnene poZadovat vymenu pridelenych
pracovnikov z akéhokolvek dévodu. SPOLOCNOST sa
zavazuje na takéto Ziadosti promptne reagovat
a vyvinlt' primerané Usilie s cielom napravit situaciu
v zaujme zlepSenia vykonnosti alebo zabezpecit
vymenu, ato na svoje vlastné naklady a v dohodnutej
tasovej lehote. Ak bude potrebna vymena pracovnikov,
SPOLOCNOST poskytne spoloénosti ABBVIE pred
procesom vymeny na schvalenie ich Zivotopisy a plan
vymeny.

Spravy. SPOLOCNOST bude poéas trvania tejto zmluvy
spolognost ABBVIE pravidelne informovat o postupe
v8etkych sluzieb abude jej poskytovat oznamenia,
spravy a udaje (suhrnne ,spravy o postupe"), o ktoré
méze spoloénost ABBVIE poziadat. SPOLOCNOST
poskytne spolo&nosti ABBVIE do Styroch (4) tyZdriov
zavere¢nu pisomnu spravu, ktorej podrobnosti mézZe
spoloCnost’ ABBVIE urcit, pricom v tejto sprave budu
uvedené procesy, vysledky avSetky udaje (suhrnne
.zaverec¢na sprava“), ktoré vznikli v désledku vykonania
sluzieb. V8etky spravy o postupe azavere¢né spravy
(suhrnne  spravy‘) budd  vyluénym  majetkom
spolo¢nosti ABBVIE.

Odmena, fakturacia, platobné podmienky.

6.1 Odmena. Spoloénost’ ABBVIE zaplati
SPOLOCNOSTI ako odmenu za vykonanie sluZieb
opisanych v tejto zmluve sumu, ktora pocas trvania
tejto zmluvy neprevy&i celkovy rozpocet projektu
uvedeny v Prilohe B. V pripade pred¢asného
ukonc&enia platnosti tejto zmluvy zaplati spolonost
ABBVIE SPOLOCNOSTI odmenu podia rozsahu
vykonanych sluZieb avydavkov vzniknutych
SPOLOCNOSTI do datumu ukon&enia platnosti
tejto  zmluvy. Spoloénost ABBVIE zaplati
SPOLOCNOSTI odmenu po prijati aschvaleni
faktary obsahujlcej vSetky informacie potrebné na
zéklade slovenskych predpisov, ktorej forma bude
podobna fakture v Prilohe C, ktora je priloZzena
k tejto zmiluve, s adekvatnym zdokumentovanim
sluzieb, ktoré SPOLOCNOST vykonala.

6.2 Fakturacia. SPOLOCNOST bude spolo&nosti
ABBVIE predkladat mesacné faktury za sluzby
vykonané pocas predchadzajucej tridsatdnovej (30)
lehoty. Faktury budu élenené tak, aby bola kazda
¢innost uvedena ako samostatna poloZzka. Ku
kazdej fakture bude priloZzena primerana podporna
dokumentacia (napr. podrobna tabulka).

6.3 Platobné podmienky. Spolo¢nost ABBVIE zaplati
SPOLOCNOSTI odmenu do 30 dni od prevzatia
aschvalenia  faktiry.  Podklady  ku v8etkym
vzniknutym vydavkom vratane externych vydavkov
musia byt uplné a spolo¢nost ABBVIE ich musi
pred uhradenim schvalit. V pripade sporu

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.

Reports. During the term of this Agreement,
COMPANY shall keep ABBVIE regularly advised of the
progress of all Services and provide ABBVIE with
communications, reports and data (collectively,
“Progress Reports”) as ABBVIE may request. Within
four weeks (4) , COMPANY shall furnish ABBVIE with a
written final report, in such detail as ABBVIE may
specify, setting forth the processes, results, and all of
the data (collectively, “Final Report”) generated by the
Services. All Progress Reports and Final Reports
(collectively, “Reports”) shall be the sole property of
ABBVIE.

Compensation, Invoicing, Payment Terms.

6.1 Compensation. In consideration for COMPANY's
performance of the Services described in this
Agreement, ABBVIE shall pay COMPANY an
amount not to exceed, during the term of this
Agreement, 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, similar to the form as set forth in
Exhibit C attached hereto, containing reasonable
documentation of Services performed by
COMPANY.

6.2 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.

6.3 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

o schvaleni zdokumentovanych podpornych regarding ABBVIE's approval of documented

vydavkov vzniknutych na zaklade tejto zmluvy zo supporting costs incurred under this Agreement,

strany spolo¢nosti ABBVIE nemoZno pred any data and information resulting from
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10.

vyrieSenim sporu odmietnut poskytnutie ziadnych
udajov ani informacii vyplyvajlucich zo sluzieb
SPOLOCNOSTI. Spolognost ABBVIE nebude
bezdbvodne odkladat' alebo odopierat poskytnutie
sUhlasu s vydavkami vzniknutymi na zéklade tejto
zmluvy a zavazuje sa vcas vyriesit' vietky spory.

Ak dobjde k vypovedaniu alebo zaniku tejto zmluvy,
SPOLOCNOST poskytne spolognosti ABBVIE
fakturu s oznacenim Zaverecna faktura (,zaveredna
faktlra") spolu s podkladmi. Zavere¢na platba na
zaklade tejto zmluvy sa vykond spolu s finanénym
odsuhlasenim, pricom sa zohladnia platby, ktoré sa
maju vykonat podla Prilohy B. Ak bude v ¢ase
takehoto finanéného odsuhlasenia celkova suma,
ktori spolonost ABBVIE zaplatila, niZz3ia ako
suma, na ktord ma SPOLOCNOST narok podla
tejto  zmluvy, spoloénost ABBVIE zaplati
SPOLOCNOSTI diznt  sumu. Kazdy preplatok
v prospech spolo¢nosti ABBVIE podfa tejto zmluvy,
ktory sa uréi vc&ase zavere¢ného odsuhlasenia
U¢tov, sa spolo¢nosti ABBVIE =zaplati do
Styridsiatich piatich (45) dni odo dna, v ktory
spolocnost ABBVIE SPOLOCNOST o takomto
preplatku informovala, apo$le sa Ing. Posova
Monika, CBC I, Karadzicova 10, 82108 Bratislava]
s vysvetlenim dévodu platby.

Dodatok. Ziadny dodatok ktejto zmluve ani jej
modifikacia sa nebudl povaZzovat' za U&inné, ak nebudt
mat' pisomna formu a nebudd podpisané opravnenymi
zastupcami vSetkych zmluvnych stran.

DodrZiavanie predpisov. SPOLOCNOST bude pri
vykonavani sluzieb dodrziavat véetky platné zakony,
predpisy a usmernenia, okrem iného aj pravidla, ktorymi
sa riadia slovenské &tatne programy v oblasti
zdravotnictva. SPOLOCNOST sa zavazuje dodrziavat
véetky vzajomne dohodnuté Standardné prevadzkove
postupy/praktiky. Pogas pritomnosti v priestoroch
spolo¢nosti ABBVIE bude SPOLOCNOST navyse
dodrZiavat' aj zasady spolo¢nosti ABBVIE.

Elektronické udaje. Ak bude sugastou vykonévania
sluZieb na zaklade tejto zmluvy zaznamenavanie
elektronickych udajov alebo ich prenos do spolo&nosti
ABBVIE, SPOLOCNOST bude dodrZiavat povinnosti
tykajuce sa elektronickych udajov uvedené v Prilohe D
ktejto zmluve, ako aj vietky obmedzenia alebo
povinnosti vyplyvajlce z prisludnych zakonov o ochrane
udajov.

Trvanie _azanik zmluvy. Tato zmluva nadobudne

platnost’ po jej riadnom podpisani zmluvnymi stranami
abude platt 24 mesiacov, ak neddjde kjgj
predCasnemu ukon&eniu v sllade s jej ustanoveniami.
Kazda zmluvna strana méze tuto zmiuvu vypovedat'
okamzite na zaklade pisomnej vypovede adresovanegj
druhej zmluvnej strane, ak druha zmluvna strana porusi

10.

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 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: Ing.
Posova Monika, CBC Il, Karadzicova 10, 82108
Bratislava] 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,
regulations, and guidance documents, including but not
limited to, rules governing Slovakian governmental
healthcare programs. COMPANY agrees to comply
with mutually agreed upon standard operating

procedures/practices. In addition, while on ABBVIE's
premises COMPANY shall comply with ABBVIE's
policies.

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
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 full execution by the parties and continue
for a period of 24 months or unless terminated earlier in
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
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11.

dolezite ustanovenie tejto zmluvy a nezabezpedi
napravu stavu do tridsiatich (30) dni od prevzatia
oznamenia o takomto poruseni od zmluvnej strany,
ktora ustanovenie neporusila. Spolodnost ABBVIE
mbZe tuto zmluvu kedykolvek okamZite vypovedat
s uvedenim alebo bez uvedenia dbvodu na zaklade
pisomnej vypovede adresovanej SPOLOCNOSTI,
pricom takato vypoved nadobudne G&innost okamzite
po tom, ako si SPOLOCNOST vypoved prevezme,
alebo podla toho, ako je uvedené v pisomnej vypovedi,
ato bez potreby akychkolvek dalsich formainych

Ukonov alebo zasahov =zo strany sudu alebo
rozhodcovského sudu.
Ak ddjde kvypovedaniu tejto zmluvy pred

ukonCenim  sluzieb na zaklade tejto zmluvy,
SPOLOCNOST  okamzite zastavi poskytovanie
véetkych sluzieb do okamihu, kym spolo&nost ABBVIE
neurci, ktoré sluzby su potrebné na uginné ukonéenie
povinnosti SPOLOCNOSTI na zaklade tejto zmluvy.

Tato zmluvu mozZno predizit pisomnou dohodou
podpisanou zmluvnymi stranami.

Po skongeni tejto zmiuv alebo  studie
z akéhokolvek dévodu vrati SPOLOCNOST spoloénosti
ABBVIE do tridsiatich (30) dni od takéhoto ukon&enia
véetky Udaje a vietky ostatné materidly spolognosti
ABBVIE Vo viastnictve SPOLOCNOSTI.
SPOLOCNOST bude v stlade so svojimi Standardnymi
prevadzkovymi  postupmi  a prislusnymi  zakonmi
a predpismi opravnena ponechat si archivne képie
vEetkych Udajov vyluéne na Ugely vedenia zdznamov
a nebude mat prévo takéto informacie pouzivat, pri¢om
vynimku tvoria situacie, ktoré vyslovne povolujd
podmienky tejto zmluvy. Ak dojde k skon&eniu tejto
zmluvy ~alebo $tudie pred uplynutim  lehoty,
SPOLOCNOST &o najrychlejsie ukon&i poskytovanie
svojich sluZieb podla pokynov spolo&nosti ABBVIE
a vsetkych platnych zakonov, predpisov a usmerneni
v stlade s odsekom 8.

SPOLOCNOST a spoloénost ABBVIE budu podas
vypovednej lehoty spolupracovat v zaujme zaistenia
bezpecnosti  (Eastnikov, pokracovania ich lieby
a dodrzZania vietkych platnych  vnutrostatnych
a medzinarodnych zakonov, predpisov a usmerneni.

Neplnenie  povinnosti, opravné prostriedky. Ak
SPOLOCNOST nebude spoloénosti ABBVIE poskytovat
sluZby zodpovedajice vo véetkych podstatnych
smeroch sluzbam a harmonogramom uvedenym v tejto
Zmluve a takéto neplnenie povinnosti bude spésobené
inym dbvodom nez udalostou vy$3ej moci alebo
konanim alebo necinnostou spoloénosti ABBVIE, ktoré
je odbvodnene potrebné na zaklade tejto zmluvy,

spolognost ABBVIE otom bude SPOLOCNOST
informovat  aumozni jej situaciu napravit alebo
prediozit  spolonosti  ABBVIE  prijatelny  plan

napravnych opatreni (ak bude spolocnost ABBVIE
oddvodnene povaZovat nedostatky za odstranite/né) do
tridsiatich  (30) dni od takého oznamenia. Ak
SPOLOCNOST v uvedenej lehote takyto nedostatok
neodstrani aak takato neéinnost zo strany
SPOLOCNOSTI navy$e ovplyvni naklady alebo kvalitu

11.

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 such termination shall be
effective immediately upon COMPANY’s 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 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. 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.

COMPANY and ABBVIE shall cooperate with each
other during the period of notice of termination to
safeguard Subject safety, continuty 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 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
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12.

Studie alalebo spdsobi, Ze &tddiu nejakym spdsobom
ovplyvnia pravne predpisy, SPOLOCNOST nahradi
spoloénosti ABBVIE vsetky primerane zdokumentované
naklady a vydavky vzniknuté v suvislosti s napravnymi
opatreniami potrebnymi v zaujme pokragovania takto
dotknutej Studie. Predchadzajluce ustanovenie nebude
jedingm opravnym prostriedkom spolo&nosti ABBVIE
v pripade takejto ne¢innosti zo strany SPOLOCNOSTI a
spolo¢nost ABBVIE si ponecha pravo na vyuzitie
vSetkych ostatnych opravnych prostriedkov dostupnych
na zaklade zakona alebo principov spravodlivosti.

Déverne informacie. ochrana udajov. Pocas trvania tejto
zmluvy vratane jej predizenej lehoty platnosti
anasledne pocas desiatich (10) rokov nebude
SPOLOCNOST zverejfiovat alebo pouzivat déverné
informacie (definované nizsie) okrem toho, ako to
povoluje tato zmluva alebo jej pisomne umozni
spoloCnost’ ABBVIE. Bez ohladu na predchadzajlice
ustanovenie plati, Ze zavazok mi¢anlivosti a zakaz
pouZivania vo vztahu kvyskumu, vyvoju alebo
vyrobnym procesom, ktoré spoloénost ABBVIE oznadi
za obchodné tajomstvo ostava v platnosti tak dlho
pokial' si tieto Déverné informacie zachovaju status
obchodného tajomstva podia prislusnych zakonov.
bude platit natrvalo. SPOLOCNOST suhlasi s tym, Ze
Jej zamestnanci, zastupcovia alebo dodavatelia, ktori
maju pristup k dévernym informaciam na zaklade tejto
zmluvy, budi dodrziavat zavazky mi¢anlivosti uvedené
vtejto zmluve. ,Dévené informacie® su vdetky
informacie, Gdaje a materialy o spoloénosti ABBVIE
a sluzbach, ktoré SPOLOCNOSTI spristupni spolo&nost
ABBVIE alebo sa jej spristupnia v mene spolognosti
ABBVIE, pripadne vzniknu ako désledok vykonavania
sluZieb zo strany SPOLOCNOSTI, ako aj véetky
identifikovate/né zdravotné udaje a udaje odhalujuce
alebo na zaklade ktorych moZno samostatne alebo
v kombinacii s inymi udajmi odhalit’ totoZnost Zijicej
osoby (,0sobné Udaje’), okrem ktorejkolvek ich &asti,
ktora:

(@) je SPOLOCNOSTI znama bez povinnosti utajenia
pred jej prijatim na zaklade tejto zmluvy, &0 moZno
doloZit' pisomnymi zaznamami SPOLOCNOSTI:

je SPOLOCNOSTI spristupnena po prijati tejto
zmluvy tretou stranou, ktord& mé pravo udaje
spristupnit bez povinnosti ich utajenia; alebo

(b)

(€)

je alebo sa stane verejnym majetkom bez
zavinenia SPOLOCNOSTI.

SPOLOCNOST  nebude  spoloénosti  ABBVIE
spristupriovat’ Ziadne informacie, ktoré su dévernymi
alalebo chranenymi informaciami tretej strany bez toho,
aby vopred neziskala pisomny suhlas tretej strany
i spolo¢nosti ABBVIE.

Po vypovedani alebo zaniku tejto zmluvy vrati
SPOLOCNOST spolognosti ABBVIE vietky déverné
informacie, ktoré je spoloénost ABBVIE poskytla alebo
jej boli poskytnuté v mene spoloénosti ABBVIE, alebo
ktore vyvinula SPOLOCNOST v dasledku svojho
vykonu sluzieb, podla Ziadosti spolocnosti ABBVIE. Ni&
v tejto zmluve sa nebude interpretovat’ ako ustanovenie,

12.

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; Data Protection. During the
term of this Agreement, including any extension
thereof, and ten (10) years thereafter, COMPANY 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 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, and any
individually  identifiable health information and
information identifying or, in combination with other
information, identifiable to a living individual (“Personal
Data”), except any portion thereof which:

(a) 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 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
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13.

14.

ktoré by SPOLOCNOST obmedzovalo v spristupfiovani
dovernych informacii  spolognosti ABBVIE, ktoré
prikazuje zakon alebo sudne alebo iné Statne
nariadenie, pri€om podmienkou je, aby SPOLOCNOST
v kazdom pripade v&as informovala spolo&nost ABBVIE
a tym jej umoznila poZiadat' o ochranny prikaz.

Utajenie Ucastnikov, ochrana udajov. Ak si realizacia
sluzieb SPOLOCNOSTI vyzaduje, aby SPOLOCNOST
ziskavala, evidovala, spracovavala alebo zverejfiovala
osobné udaje, SPOLOCNOST bude dodrziavat vSetky
platné zakony o ochrane Udajov a sukromia. Prijme
primerané technické a organiza¢né opatrenia s cielom
zabranit neopravnenému alebo nahodnému pouzitiu,
spristupneniu alebo spracovariiu osobnych Gdajov a
spolo¢nost  ABBVIE bude okamzite informovat
0 kazdom neopravnenom spristupneni alebo zverejneni
osobnych Udajov (,porudenie bezpeénosti‘) a poskytne
jej primeranui pomoc v zaujme odstranenia takéhoto
porusenia bezpecnosti. Ak prislusné zakony o ochrane
udajov vyZaduju, aby zmluvné strany uzatvorili
dodatotné zmluvy alebo dohody vratane zmlav
0 medzinarodnom prevode Udajov, zmluvné strany
zabezpetia  implementaciu  aplatnost  véetkych
potrebnych zmlav.

Vystupy a pracovny produkt. V&etky spravy, oznamenia,
materialy, informacie, inovacie, vynalezy alebo objavy
(bez ohladu na moznost ich patentovania alebo
ochrany autorskymi pravami), ktoré skoncipovala,
zhmotnila, vytvorila alebo vyvinula SPOLOCNOST
samostatne alebo spolu sinymi stranami v stvislosti
sjej vykonom sluZieb, budi okamzite poskytnuté
spoloCnosti ABBVIE a budu jej vyluénym majetkom a
SPOLOCNOST tymto prevadza na spolo&nost ABBVIE
vSetky prava, naroky azaujmy v nich spoéivajuce bez
toho, aby bola spoloénost ABBVIE za ne povinna
zaplatit nejaky poplatok alebo int formu odmeny. Ak
mozno vy$Sie uvedené produkty chranit autorskymi
pravami (okrem iného sa to tyka poéitatovych
programov, zdrojovych kodov, objektovych kodov
a podkladov), budu sa povazovat za diela vytvorené za
odmenu abudi azostand wyluénym  majetkom
spoloCnosti ABBVIE. Ak takéto materidly nesmu byt
dielami vytvorenymi za odmenu, SPOLOCNOST sa
zavazuje previest a tymto prevadza takéto materialy na
spoloénost ABBVIE. SPOLOCNOST na ziadost
anaklady spolocnosti ABBVIE vyhotovi dokumenty
aprijme opatrenia, ktoré bude spolognost ABBVIE
povazovat za potrebné alebo primerané, s cielom
ziskat, zaregistrovat' alebo uviest do platnosti patenty,
autorské prava alebo ich prevody v mene spoloénosti
ABBVIE. Bez ohladu na predchadzajuce ustancvenie
plati, Ze spoloénost ABBVIE neziska do vlastnictva

Ziadne materidly, informacie, know-how, nastroje,
modely, metodické postupy, techniky alalebo iné
dusevné vlastnictvo, ktoré bolo majetkom

SPOLOCNOSTI este predtym, ako zacala vykonavat
sluzby podla tejto zmluvy, alebo ktoré SPOLOCNOST
ziskala na zaklade licencie od tretej strany (vSetky
taketo materidly sa dalej oznacuju ako ,uz existujuce
dusevné viastnictvo*). SPOLOCNOST tymto udeluje
spolocnosti ABBVIE nevyluénu, nezrusitelnd, bezplatnu
a celosvetovu licenciu na pouzivanie, upravovanie

13.

14.

may seek a protective order.

Subject Confidentiality; Data Protection. In that event

that COMPANY’s performance of the Services requires
COMPANY to collect, retain, process or disclose
Personal Data, COMPANY shall abide by all applicable
data protection and privacy laws. COMPANY shall
adopt technical and organizational measures
appropriate to prevent any unauthorized or accidental
use, access or processing of Personal Data, and
promptly inform ABBVIE of any unauthorized access to
or disclosure of Personal Data (“Security Breach”) and
provide ABBVIE with all reasonable assistance to
remedy the Security Breach. Where applicable data
protection laws require the Parties to enter into
additional agreements or undertakings, including
international data transfer agreements, the Parties will
undertake to ensure that all necessary agreements are
implemented and in place.

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 performance of the
Services shall be promptly disclosed to and be the sole
property of ABBVIE, and COMPANY hereby assigns to
ABBVIE all right, title 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 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,
irevocable, 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.
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azvySovanie kvality takéhoto uZ existujuceho
duSevného vlastnictva (vratane prava na udelovanie
sublicencii), ak spoloénost’ ABBVIE bude takuto licenciu
potrebovat na vyuZivanie sluzieb SPOLOCNOSTI na
zaklade tejto zmluvy vratane v&etkych vystupov
a pracovnych produktov bez obmedzenia.

15. Prezentacie, publikacie a zvergjfiovanie.

15. Presentations, Publications and Publicity. COMPANY

SPOLOCNOST nebude bez predchadzajuceho
pisomného suhlasu spolo¢nosti ABBVIE prezentovat
ani publikovat' ani neodovzda na publikovanie Ziadne
dielo, ktoré bude vysledkom jej sluZzieb. Bez
predchadzajuceho pisomného suhlasu spolo&nosti
ABBVIE (ktorého udelenie alebo odmietnutie je vyluéne
na rozhodnuti spoloénosti ABBVIE) nebude pouzivat
meno spolonosti ABBVIE v Ziadnych zverejnenych
materialoch, inzerdtoch alebo oznamoch a nebude
zverejfiovat existenciu alebo podmienky tejto zmluvy.

Vyhlasenia a zaruky.

16.1

a zarutuje, Ze:

()tato zmluva ani ziadna platba na zaklade
tejto zmluvy nie je vymenou za explicitnd alebo implicitnG
dohodu alebo dohovor otom, Ze SPOLOCNOST bude
kupovat, prenajimat, objednavat, predpisovat, odpori&at
alebo inak zabezpecovat pouzivanie produktov spolognosti
ABBVIE alebo zabezpeti zaradenie do liekopisu alebo iné
prednostné alebo opraviujuce postavenie za pouzZivanie
produktov spoloénosti ABBVIE; a

Kazda  zmluvna strana  vyhlasuje

(i) celkova platba za sluzby predstavuje
objektivnu trhovl hodnotu sluzieb anebola stanovena
spésobom, ktory by zohladfioval objem a hodnotu
odportéani alebo obchodov medzi SPOLOCNOSTOU a
spolo¢nostou ABBVIE.

16.2  SPOLOCNOST wyhlasuje azaruduje, Ze
ak bude suCastou sluzieb aj propagacna prezentacia
produktov spoloénosti ABBVIE, obsah takejto prezentacie
bude zodpovedat schvalenému oznadeniu produktu
a prisludnym predpisom. SPOLOCNOST dalej vyhlasuje
a zarucuje, Ze podmienky tejto zmluvy nie su v rozpore so
Ziadnymi jej inymi zmluvnymi alebo pravnymi zavazkami
alebo stratégiami alebo postupmi nejakej institucie alebo inej
tretej strany, sktorou je zdruZena, azZe ziskala suhlas
takejto pridruZzenej institucie s poskytovanim sluzieb as
odmenou, ktora bude SPOLOCNOSTI vyplatena na zaklade
tejto zmluvy. SPOLOCNOST vyhlasuje a zaruéuje, 2e ma
zariadenia, odborny, technicky aadministrativny personal
a prax dostato¢nej kvality a rozsahu na vykonavanie sluzieb
podla tejto zmluvy. Ak pocas trvania tejto zmluvy dojde
k nejakym 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  ovplyvAujica  vhodnost
angazovania SPOLOCNOSTI na plneni tejto zmluvy),
SPOLOCNOST sa zavazuje o vsetkych takychto zmenach
okamzite informovat' spolo&nost ABBVIE.

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).

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

(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 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.
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17. WylG¢enie a vyradenie: SPOLOCNOST  wyhlasuje

azaruCuje, Ze proti nej ani jej zamestnancom alebo
zastupcom, ktori poskytuji sluzby na zaklade tejto
zmluvy, nikdy nebolo ani v stu¢asnosti nie je vedené
konanie, v dosledku ktorého by sa mohli stat' Fyzickou
alebo Pravnickou osobou s pozastavenou é&innostou,
Vyradenou Fyzickou alebo Pravnickou osobou alebo
Usvedcenou Fyzickou alebo Pravnickou osobou,ani nie
si na FDA Zozname vylu¢enych klinickych
skuSajlcich/skudajucich s  obmedzenim  &innosti.
.Fyzicka osoba s pozastavenou ¢innostou* je osoba,
ktora bola vyliéend FDA podlfa Hlavy 21 Zakona
Spojenych $tatov (dalej len ,USC"), Clanku 335a (a)
alebo (b) inym opravnenym organom, okrem iného
vratane miestneho opravneného organu z poskytovania
sluzieb akéhokplvek charakteru osobe, ktora ma
schvalenu alebo na schvalenie podanu Ziadost o
pouzitie lieku. ,Pravnickd osoba s pozastavenou
Cinnostou" je spolognost, zdruzenie alebo organizacia,
ktora bola vyli¢ena FDA podla Hlavy 21 Zakona
Spojenych &tatov, Clanku 335a (a) alebo (b) inym
opravnenym organom, okrem iného vratane miestneho
opravneného organu z podavania alebo pomoci pri
podavani skratenej Zziadosti o pouzitie lieku, alebo
dcérska spolo¢nost’ alebo pobotka Pravnickej osoby s
pozastavenou ¢&innostou. _ Vyradena fyzickd osoba“
alebo ,Vyradena pravnickd osoba“ je (i) fyzicka, resp.
pravnicka osoba, ktora stratila opravnenie k &innosti
alebo ktorej bola pozastavena alebo zru§ena &innost,
resp. ktora inym spésobom stratila pravo zléastiiovat
sa federalnych programov zdravotnej starostlivosti,
akymi su Medicare alebo Medicaid, na zaklade
rozhodnutia Kancelarie hlavného indpektora
Ministerstva zdravotnictva USA alebo (i) fyzicka, resp.
pravnicka osoba, ktord stratia oprévnenie k &innosti
alebo ktorej Sinnost' bola pozastavena alebo zrugena,
resp. ktora inym spdsobom stratila pravo zu&astiiovat
sa federalnych programov priameho alebo nepriameho
obstaravania, vratane tych realizovanych Uradom
veobecnej spravy sluZieb USA. ,Usvedéena fyzicka
osoba” alebo ,UsvedCend pravnicka osoba“ je fyzicka,
resp. pravnickd osoba, ktord bola usved&ena zo
spachania trestného &inu spadajuceho do pdsobnosti
Zakona &. 21 USC Cast 335a(a) alebo Zakona & 42
USC Cast 1320a — 7(a), ale ktord este nestratila
opravnenie k ¢innosti alebo ktorej &innost este nebola
pozastavena alebo zruSend, resp. ktora este nebola
vyhlasena za neopravnenu inym spdsobom. . FDA
Zoznam vylucenych klinickych skusajucich/skusajtcich
s__obmedzenim _¢innosti® je zoznam  klinickych
skusajucich, ktori maju obmedzenie prijimat skisané
lieky, biologicky material alebo zariadenia, ak FDA
stanovila, Ze skuSajici opakovane alebo Umyselne
nesplnili regulaéné poZiadavky na $tddie alebo predlozili
nepravdive (daje zadavatelovi $tudie alebo FDA.

SPOLOCNOST sa dalej zavazuje, vyhlasuje a zaruéuje,
Ze ak sa poCas trvania tejto zmluvy ona alebo jegj
zamestnanci alebo zastupcovia poskytujuci sluzby na
zaklade tejto zmluvy stanu alebo budl G&astnikmi
konania, v dosledku ktorého by sa mohli stat Fyzickou
alebo Pravnickou osobou s pozastavenou &innostou,
Vyradenou Fyzickou alebo Pravnickou osobou alebo
UsvedCenou Fyzickou alebo Pravnickou osobou, alebo

17. Debarment: 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, as applicable, a Debarred
Entity or Individual, an Excluded Entity or Individual or a
Convicted Entity or Individual nor are they listed on the
FDA's  Disqualified/Restricted List for clinical
investigators. A “Debarred Individual’ is an individual
who has been debarred by the U.S. Food and Drug
Administration (“FDA") pursuant to Title 21 United
States Code § 335a (a) or (b), or by any other
competent authority, including, without limitation, any
local competent authority, from providing services in
any capacity to a person that has an approved or
pending drug product application. A ‘Debarred Entity”
is a corporation, partnership or association that has
been debarred by FDA pursuant to Title 21 United
States Code § 335a (a) or (b), or by any other
competent authority, including, without limitation, any
Slovakian competent authority, from submitting or
assisting in the submission of any abbreviated drug
application, or a subsidiary or affiiate of such a
corporation, partnership or association. An “Excluded
Individual” or “Excluded Entity” is (i) an individual or
entity, as applicable, who has been excluded, debarred,
suspended or is otherwise ineligible to participate in
federal health care programs such as Medicare or
Medicaid by the Office of the Inspector General
(OIG/HHS) of the U.S. Department of Health and
Human Services; or (ii) is an individual or entity, as
applicable, who has been excluded, debarred,
suspended or is otherwise ineligible to participate in
federal procurement and non-procurement programs,
including those produced by the U.S. General Services
Administration (GSA). A “Convicted Individual’ or
“Convicted Entity" is an individual or entity, as
applicable, who has been convicted of a criminal
offense that falls within the ambit of Title 21 of USC
Section 335a(a) or Title 42 of USC Section 1320a —
7(a), but has not yet been excluded, debarred,
suspended or otherwise declared ineligible. “FDA’s
Disqualified/Restricted List" is the list of clinical
investigators restricted from receiving investigational
drugs, biologics, or devices if FDA has determined that
the investigators have repeatedly or deliberately failed
to comply with regulatory requirements for studies or
have submitted false information to the study sponsor
or the FDA...

COMPANY further covenants, represents and warrants
that if, during the term of this Agreement, it, or any of its
employees or agents providing services under this
Agreement, becomes or is the subject of a proceeding
that could lead to that party becoming, as applicable, a
Debarred Entity or Individual, an Excluded Entity or
Individual or a Convicted Entity or Individual or added
to FDA's Disqualified/Restricted List for clinical
investigators, COMPANY shall immediately notify
ABBVIE, and ABBVIE shall have the right to
immediately terminate this Agreement. This provision
shall survive termination or expiration of this
Agreement.
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18.

19.

20.

21.

sa dostani na FDA Zoznam vyli&enych klinickych
skusajucich/skisajucich s obmedzenim &innosti, bude
otom okamZite informovat spolotnost ABBVIE
a spolo¢nost ABBVIE bude mat préavo tato zmluvu
okamZite vypovedat. Toto ustanovenie zostane
v platnosti aj po vypovedani alebo zaniku tejto zmluvy.

Nezavisly dodévatel. SPOLOCNOST je vo vztahu
k tejto zmluve v pozicii nezavislého dodavatela. Na
Ziadny ucel sa nebude povazovat za zamestnanca,
zastupcu ani partnera spoloénosti ABBVIE ani za
osobu, ktord s fiou spoloéne podnika, a nebude mat
pravo spolo¢nost ABBVIE zavazovat ani konat' v jgj
mene. Tato zmluva nebude SPOLOCNOST opravriovat
na Ucast v plane alebo programe benefitov spoloénosti
ABBVIE. SPOLOCNOS'F bude zodpovedna za plnenie
povinnosti podla platnych dafovych zakonov, ktoré sa
tykaju Uhrady dane zprijmu a pripadne dane zo
Zivnosti, a zavazuje sa tieto povinnosti plnit.

Poistenie. SPOLOCNOST zabezpeti apocas cele]
lehoty platnosti tejto zmluvy bude udrZiavat v pine]
platnosti a u¢innosti primerané poistné krytie vo vyske
adekvatnej  vykonu  &innosti  SPOLOCNOSTI.
SPOLOCNOST bude mat uzavreté poistenie
zodpovednosti za Skody pri vykone odborngj &innosti
s minimalnym poistnym krytim vo vyke dva miliény
dolarov (2 000 000 USD). Spolo¢nosti ABBVIE na jej
Ziadost' spristupni na preskimanie certifikaty, ktoré su
dokladom o takomto poisteni.

Odskodnenie. SPOLOCNOST sa zavazuje, Ze
spoloCnost ABBVIE ajej partnerov, zamestnancov,
riaditelov, Uradnikov a zastupcov odskodni a zbavi
zodpovednosti vo vztahu k zodpovednosti, rozsudku,
poZiadavke, konaniu, Zalobe, strate, $kode, nakladom
ainym vydavkom (okrem iného aj vo vztahu
k primeranym poplatkom za pravne zastupovanie
asudnym trovam) (,zodpovednost®), ktoré su
dosledkom narokov tretej strany vodéi spolo&nosti
ABBVIE alebo konani proti nej, ak bude takato
zodpovednost dbsledkom nedbanlivosti
SPOLOCNOSTI, jej nepozornosti, umyselného
nespravneho konania alebo porugenia vyhlaseni
a zaruk uvedenych v tejto zmluve.

Kontrola, audit. Spoloénost ABBVIE bude po
adresovani primeraného oznamenia SPOLOGNOSTI
opravnena vykonat' prostrednictvom svojich
opravnenych zamestnancov, zastupcov, agentov,
partnerov a spolo¢ne podnikajlcich oséb v primeranom
¢ase ana primeranych miestach kontrolu v&etkych
zariadeni, vybavenia, postupov a praktik, ktoré
SPOLOCNOST pouziva pri vykonavani  sluzieb,
a preskumat’ a skontrolovat' vSetky zaznamy, stbory,
notebooky, prislusné prevadzkové postupy a Udaje
suvisiace s vykonavanymi sluZbami s cielom zabezpedit
pravdivé a gresné zaznamenavanie Udajov a potvrdit,
ze SPOLOCNOST dodrziava podmienky tejto zmluvy
a svoje prislusné stratégie a postupy.

18.

19.

20.

21

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 venturer 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
appropriate to the conduct of COMPANY’s business.
COMPANY  shall maintain professional liability
insurance that would provide a minimum coverage of
Two Million Dollars ($2,000,000). 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.

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
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.

Any significant non-compliance issues identified during
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Véetky zavazné nedostatky v dodrziavani predpisov
zistené po¢as auditu zariadeni a prevadzok
SPOLOCNOSTI sa oznamia u&astnikom auditu
zastupujicim SPOLOCNOST pogas stretnutia na zaver
auditu  azérovei sa SPOLOCNOSTI oznamia
v pisomnej forme. SPOLOCNOST poskytne spoloénosti
ABBVIE do tridsiatich (30) dni od prevzatia listu,
v ktorom ju spolo¢nost ABBVIE poZiada o napravné
opatrenie, plan napravnych opatreni v pisomnej forme.
SPOLOCNOST bude spoloé&nosti ABBVIE
v dohodnutych €asovych intervaloch aZ do odstranenia
vSetkych nedostatkov v dodrziavani predpisov
asplnenia planu napravnych opatreni predkladat
spravy ostave napravnych opatreni. Ak bude
spoloCnost ABBVIE povaZzovat zistenia auditu
aslvisiace reakcie za neprijatelné, SPOLOCNOST
nebude mdct ponlkat nové obchody alebo obchody,
ktorych sUcastou su neprijatelné sluzby a/alebo
zariadenia, ato aZz do vyrie$enia takychto problémov
s dodrZiavanim predpisov Kk primerane] spokojnosti
spolo€nosti ABBVIE. Ak problémy nie je moZné vyriesit
v primeranej Casovej lehote po takomto rozhodnuti,
spoloCnost ABBVIE bude méct tuto zmluvu vypovedat'.

Na Ziadost riadne opravneného CUradnika alebo
zamestnanca regulaéného organu umozni
SPOLOCNOST  takémuto  uradnikovi  alebo
zamestnancovi, aby vprimeranom ¢&ase vykonal
rozhovory s kluGovym personalom, spristupni mu
dokumenty slvisiace so sluzbami, ktorych vedenie
vyZaduju prisludné zakony a predpisy a ktoré su vo
vlastnictve SPOLOCNOSTI, v jej drzani alebo pod jej
kontrolou, umozni mu ich kopirovanie a verifikovanie
aak to bude potrebné, odovzda takéto dokumenty
(alebo ich kopie) takymto regulaénym organom.
SPOLOCNOST bude spoloénost ABBVIE informovat
okamzite po prijati Ziadosti otakéto dokumenty
a promptne jej poskytne kopiu vietkych dokumentov,
ktore dostala od regulacénych organov alebo ktoré
regulaénym orgénom odovzdala. Ak regulaéné organy
vydaju predvolanie alebo oznamenie suvisiace so
sluzbami, SPOLOCNOST sa zavazuje, 2e spolo&nosti
ABBVIE do patnastich (15) dni od prevzatia takéhoto
predvolania alebo oznadmenia od regulaéného organu
poskytne suhrn takéhoto predvolania alebo oznamenia
s vysvetlenim skutoCnosti, ktoré reguladny organ zistil,
s uvedenim odpovede na vyznamné skuto&nosti zistené
regulaénym organom a vysvetlenim toho, ako sa takéto
predvolanie alebo oznadmenie regulaéného organu
vztahuje na sluzby poskytované na zaklade tejto
zmiuvy.

SPOLOCNOST sa zavazuje, Ze bude spolonost
ABBVIE informovat' do dvadsiatich tyroch (24) hodin,
ak jej FDA alebo iny regulacny alebo &tatny organ
oznami, Ze sa pripravuje kontrola/audit
v SPOLOCNOSTI vsulvislosti so  $tudiou alebo
sluzbami. SPOLOCNOST zarover odovzda spolo&nosti
ABBVIE vsetky materialy a pisomné oznamenia prijaté
v dosledku kontroly/auditu do dvadsiatich &tyroch (24)
hodin od prijatia takychto oznameni a spolo&nosti
ABBVIE umozni, aby jej asistovala pri reagovani na
vsetky predvolania. Reagovat sa bude do dvoch (2)
tyzdrov od vydania predvolani alebo v kratsom termine,
ktory ur¢i regulaény organ, ktory predvolanie vydal.
SPOLOCNOST zarovef poskytne spoloénosti ABBVIE

an audit of COMPANY's facilities and operations will be
communicated to COMPANY's audit participants during
an audit close-out meeting as well as in writing to
COMPANY. COMPANY shall provide a corrective
action plan in writing to ABBVIE within thirty (30) days
of receipt of a corrective action request letter from
ABBVIE. COMPANY shall provide corrective action
status reports to ABBVIE at the agreed time interval(s)
until all non-compliance items have been addressed
and the corrective action plan has been completed. If
the audit findings and associated responses are
deemed unacceptable by ABBVIE, then COMPANY
may not be able to bid on new business or business
involving the unacceptable Service and/or facility until
resolution of all such compliance issues is complete to
ABBVIE's reasonable satisfaction. In the event
resolution cannot be reached within a reasonable
period of time following such determination, ABBVIE
may terminate this Agreement.

Upon request by any properly authorized officer or
employee of any regulatory authority, COMPANY shall
permit such officer or employee, at reasonable times, to
interview key personnel, have access to, copy and
verify documents in COMPANY’s possession or under
COMPANY’s custody or control related to the Services,
and that are required to be maintained under applicable
laws and regulations and shall submit such documents
(or copies thereof) to such regulatory authorities when it
is required. COMPANY shall notify ABBVIE
immediately upon receiving a request for such
documents and shall promptly provide ABBVIE with a
copy of any documents received from or provided to
regulatory authorities. 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.

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 material, 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
citation and/or action taken with respect thereto.
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[Letecka vojenska nemocnica a.s.]
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22.

23.

24,

kopie vsetkych déleZitych dokumentov odovzdanych
kontrolérom alebo auditorom. Ak bude FDA alebo iny
regulatny organ pozadovat alebo nariadi opatrenie,
ktore je vo vztahu k predvolaniam potrebné prijat,
SPOLOCNOST sa =zavazuje, Ze po porade so
spoloCnostou ABBVIE takéto opatrenie potrebné vo
vztahu k prisludnym predvolaniam prijme a zavizuje sa
so spolo¢nostou ABBVIE vo vztahu k takémuto
predvolaniu a/alebo sUvisiacemu opatreniu
spolupracovat’,

Kontrola, &innosti nevykonavané spoloénostou AbbVie.
SPOLOCNOST bude spolo¢nost’ ABBVIE do piatich (5)

pracovnych dni informovat o naplanovanej alebo
nedavno ukonéenej kontrole zo strany regulaénych
organov a o dostupnych zéveroch alebo vysledkoch, ak
su relevantné vo vztahu k sluzbam vykonévanym pre
spolo¢nost ABBVIE alebo v suvislosti s akymikolvek
sluzbami  vykonavanymi pre spoloénost ABBVIE.
SPOLOCNOST méze takéto zavery a vysledky upravit,
ak to bude potrebné vzaujme dodrzania z&vazkov
miganlivosti, ktoré su pre SPOLOCNOST zavazné.

Zrieknutie _sa _podmienok. Ziadne zrieknutie sa
podmienok alebo ustanoveni tejto zmluvy sa v Ziadnom
pripade nebude povaZovat za dal$ie alebo pokra&ujice
zrieknutie sa takejto podmienky alebo ustanovenia
alebo inej podmienky alebo ustanovenia tejto zmiuvy
ani sa nebude takto interpretovat. Ziadne zrieknutie sa
nejakeého prava uvedeného v tejto zmluve sa nebude
povazovat' za U¢inné, ak nebude mat pisomnd formu
aak ho nepodpige zmluvna strana, voéi ktorej sa
zrieknutie uplatiuje. Ak niektora zmluvna strana
nevyuzile nejaké pravo alebo opravny prostriedok
v suvislosti stym, Ze druhd zmluvna strana porusi
niektorl 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 zéklade tejto zmluvy budi mat pisomna
formu, budi doru¢ené osobne alebo odoslané
doporucenou postou s potvrdenim o prevzati alebo
renomovanou kuriérskou sluzbou, s riadnym uvedenim
adresy, alebo budli odoslané faxom s potvrdenim
o prenose abudli sa doruéovat na adresu druhej
zmluvnej strany uvedend niZdie. Oznamenia sa budd
povazovat za dorucené (a) v defl prevzatia v pripade
osobneho doruéenia alebo odoslania doporuéenou
postou alebo renomovanou kuriérskou sluzbou: alebo
(b) dnom odoslania potvrdenia o prenose v pripade
odoslania faxom.

V pripade adresovania SPOLOCNOSTI:
Letecka vojenska nemocnica a.s
Murga$ova 1, 040 86 Kosice

Slovenska republika

Telefon: +421 55 61 30 831

Fax: +421 55 61 30 835

V pripade adresovania spolo&nosti ABBVIE:

22,

23.

24.

Inspection; Non-AbbVie Activities. COMPANY 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.

If to COMPANY:

Letecka vojenska nemocnica a.s
Murgasova 1, 040 86 Kosice
Slovenska republika

Phone: +421 55 61 30 831
Fax: +421 55 61 30 835

If to ABBVIE:

Ing. Katarina Minarikova, PhD
AbbVie sro.

CBC Il Karadzigova 10
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Ing. Katarina Minarikova, PhD
AbbVie s.r.o.

CBC |l Karadzic¢ova 10

821 08 Bratislava

Slovakia

Telefén: 421-2-44454176
Fax: 421-2-44454420

kopia sa doruci na adresu:

Divisional Vice President and

Associate General Counsel International Legal Operations
Dept. 32RC, Bldg. AP6A

Abbott Laboratories

100 Abbott Park Road

Abbott Park, IL 60064-6011

Fax: 847-938-1206

25.

26.

27.

28.

29.

821 08 Bratislava
Slovakia

Phone: 421-2-44454176
Fax: 421-2-44454420

with a copy to:

Divisional Vice President and
Associate General Counsel
International Legal Operations
Dept. 32RC, Bldg. AP6A
Abbott Laboratories

100 Abbott Park Road

Abbott Park, IL 60064-6011
Fax: 847-938-1206

Postupenie, uzatvaranie subdodavatelskych zmliv. 25. Assignment. Subcontracting. COMPANY may not
SPOLOCNOST  nesmie bez predchadzajuceho assign this Agreement or any interest herein, or
pisomneho suhlasu spolo¢nosti ABBVIE (ktorého delegate any duty hereunder, to any third party without

udelenie alebo odmietnutie je vyluéne na rozhodnuti
spoloénosti ABBVIE) tuto zmluvu alebo akykolvek svoj
zaujem v nej spocivajuci postupovat tretej strane ani
nesmie tretiu stranu poverovat pinenim nejakej
povinnosti vyplyvajucej z tejto zmluvy. Ak
SPOLOCNOST bude méct pinenim niektorej povinnosti
vyplyvajicej ztejto zmluvy poverit' tretiu stranu ako
subdodavatela, takyto subdodavatel uzatvori zmluvu vo
forme, ktoréa bude pre spoloénost ABBVIE prijateln
aktora ho bude zavazovat k dodrziavaniu podmienok
tejto zmluvy, pricom SPOLOCNOST zostane nadalej
zodpovedna za konanie alebo ne&innost takéhoto
subdodavatela, ako keby takéto &innosti vykonavala
sama.

Roézne Tato zmluva obsahuje Gplnt dohodu zmluvnych
stran vo vztahu kjej predmetu anahrédza vsetky
predchadzajuce zmluvy adohovory vo vztahu k jej
predmetu. Tuto zmluvu mozno upravovat len na
zaklade pisomnej dohody podpisanej zmluvnymi
stranami. Tato zmluva sa bude riadit’ a interpretovat
podla pravneho poriadku Slovenskej republiky,
s vynimkou ustanoveni o konflikte zakonov.

Oddelitelnost. Ak sud prisludnej pravomoci vyhlasi
niektoré ustanovenie tejto zmluvy alebo jeho &ast za
nevykonatelnu alebo neplatnu, platnost
a vykonatelnost' ostatnych Gasti takéhoto ustanovenia
alalebo ostatnych ustanoveni tym nebude dotknuta.

Rozhodné pravo. Tato zmluva sa bude riadit
ainterpretovat podla pravneho poriadku Slovenskej
republiky.

Rovnopisy. Téato zmluva méze byt vyhotovena
v lubovolnom poéte rovnopisov, z ktorych kazdy sa

26.

27.

28.

29.

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. This Agreement shall be governed by and
construed in accordance with the laws of Slovakia,
excluding its conflicts of laws provisions.

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.

Counterparts. This Agreement may be executed in any
number of counterparts, each of which shall be deemed
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bude povazovat za original avsetky spolu budu
predstavovat jednu atu istd zmluvu. Kazda zmluvna
strana potvrdzuje, Ze originalny podpis alebo jeho kdpia
prenesena faxom alebo prostrednictvom pdf bude
predstavovat originalny podpis na Ucely tejto zmluvy.
Anglicka a slovenska verzia tejto zmluvy budd mat
rovnaky pravny uéinok.

30. Rozhodcovské konanie. Kazdy spor, rozpor alebo nérok
vyplyvajuci z tejto zmluvy alebo s flou suvisiaci, ktory
nebude mozne vyriesit' do tridsiatich (30) dni vzajomnou
dohodou zmluvnych stran, sa bude riesit v ramci
rozhodcovského konania podla $vajciarskych pravidiel

rozhodcovského konania platnych ku driu Géinnosti a

(a) kazdé takéto rozhodcovské konanie bude riadit
Obchodna komora v Zurichu;

(b) budu sa uplatiovat &Standardné administrativne

postupy a rozpis nakladov vramci $vajiarskych

pravidiel medzinarodného rozhodcovského

konania platnych v ¢ase rozhodcovského konania;

pocet rozhodcov bude jeden (1);

(d) miestom  rozhodcovského

Bratislava;

(e) pocas rozhodcovského konania sa bude pouzivat
anglicky jazyk;

(f) tento odsek zostane v platnosti aj po vypovedani
alebo zaniku tejto zmluvy.

(c)

konania bude

31. Zoznam priloh.

Priloha A Opis prac

Priloha B Suhrn rozpoétu
Priloha C Vzorova faktura
Priloha D Povinnosti vo vztahu

k elektronickym udajom

NA DOKAZ TOHO kazda zmluvna strana zabezpegila, aby
tito zmluvu v jej mene a v jej pro podpisal jej
splnomocneny zastupca.

ABBVIE S.R.O. /

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.

30. Arbitration. 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 settled by arbitration in accordance
with the Swiss Rules of International Arbitration in force

on the effective date, and

(a) Any such arbitration shall be administered by the

Chamber of Commerce in Zurich;

yhe standard administrative procedures and

Schedule of Costs of the Swiss Rules of

International Arbitration in force at the time of the

arbitration shall apply;

the number of arbitrators shall be one (1);

the place of arbitration shall be Bratislava:

the language to be used in the arbitral

proceedings shall be English; and

(f)  this Section shall survive termination or expiration
of this Agreement.

31. Exhibit List.

Exhibit A Statement of Work

Exhibit B Budget Summary

Exhibit C Sample Invoice

Exhibit D Electronic Data Obligations

IN WITNESS WHEREOF, each of the Parties has caused
this Agreement to be executed by its authorized
representative in its name and on its behalf. 5 et

-~

LETECKA VOJENSKA NEMOCNICA@.s



[Letecka vojenska nemocnica a.s.]
[Jan, 15, 2013]

LETECKA VOJENSKA NEMOCNICA a.s



[Letecka vojenska nemocnica a.s ]
[Jan, 15, 2013]

PRILOHA A

EXHIBIT A

OPIS PRAC

STATEMENT OF WORK

1. Rozsah sluZieb (podrobny opis sluZieb, ktoré sa

maju vykonat):

a. CT sken celého hrudnika a brucha (so
zobrazenim pecene a nadoblitiek) s |.V.
kontrastnou latkou a pouzitim RECIST (verzia 1.1)
pre radiologické zhodnotenie nadorov poéas
klinickej $tudie spolognosti AbbVieM10-898
s nazvom ,Randomizované, dvojito zaslepeng,
multicentrické klinické skusanie fazy 2
porovnavajlce Ucinok veliparibu s karboplatinou

\ a paklitaxelom s u€inkom placeba s karboplatinou
a paklitaxelom na doposial nelieceny
metastazujlci alebo pokrogily nemalobunkovy
karciném plic (NSCLC)."

b. CT sken hrudnika a brucha bude spraveny
v sulade s protokolom M10-898 a bude sa
postupovat podla manuélu Bioclinical
,Doporucenia pre CT a MRI zobrazenie a
odovzdanie*

| Planované su Styri CT vy&etrenia hrudnika a brucha
s predpokladanym poctom pacientov v $tadii 5 az 10.

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

c.  CT scan of the full chest and abdomen (with
image of liver and adrenal glands) with |.V.
contrast using RECIST (version 1.1) for radiologic
tumor assessment during an AbbVie research
study M10-898 entitled "A Randomized, Double-
Blind, Multicenter, Phase 2 Trial Comparing
Veliparib Plus Carboplatin and Paclitaxel Versus
Placebo Plus Carboplatin and Paclitaxel in
Previously Untreated Metastatic or Advanced
Non-Small-Cell Lung Cancer (NSCLC)" (“study”)

d.  CT of chest and abdomen will be done according
to the study protocol M10-898 and Bioclinical
manual ,CT and MRI Imaging and Submission
Guidelines" will be followed.

e Four CT examinations of chest and abdomen per
subject with an anticipated enrollement of 5 up to
10 subject in the study.

Zoznam pouzitelnych dokumentov
e Pri CT vySetreni hrudniku a brucha sa bude
postupovat podia protokolu studie M10-898 a
manualu Bioclinical ,Doporu¢enia pre CT a MRI
zobrazenie a odovzdanie*

List of Applicable Documents
e For CT of chest and abdomen the study

protocol M10-898 and Bioclinical manual
,CT and MRI Imaging and Submission
Guidelines” will be followed.

PozZiadavky na vykon a vystupy

Performance Requirements and Deliverables

» Skusajuci vykonavajuci $tudiu na pracovisku
VOU a.s, Rastislavova 43,041 90 Kosice -MUDr.
Igor Andrasina alebo nim uréena osoba
(,Skdsajuci‘) dohodne termin CT vy$etrenia
Ucastnika Studie s MUDr. Peter KeSelak Pre
objednanie bude Skusajlici kontaktovat recepciu
Poskytovatela sluzieb na tel. ¢isle: + 421 55 6130
831

* MUDr .Peter Keselak prevedie CT vysetrenie
Ucastnika Studie a poskytne sken spolu
s pisomnou spravou MUDr. Igorovi Andrasinovi na
adresu VOU a.s, Rastislavova 43, 041 90 Kosice,
Slovakia.

= Radiologicke skeny budl tieZ odposlané do 2
dni od vykonania CT do centralneho systému
zobrazeni.

* The Investigator performing the study VOU a.s,
Rastislavova 43,041 90 Kosice -MUDr. Igor
Andrasina MD. or his delegated study personnel
(“Investigator”) will schedule a CT examination of
the study subject by . Peter Ke$elak MD., by
contacting the receptionist of the Service Provider
in advance via phone no.: : + 42155 6130 831

e Peter KeSeldak , MD. will perform the CT
on the study subject and provide a written
report and scan to attention of Igor
Andragina, M.D at the following address
VOU a.s, Rastislavova 43, 041 90 Kosice
,Slovakia.

= Radiology scans will be also sent to a
central imaging center within 2 days
of image acquisition for review.

e Uhrada za Sluzby bude zaloZena na
aktualnom pocte prevedenych CT vySetreni.
Uhrada za Sluzby bude podmienena
predioZzenim CT zpravy a zobrazenia

e Payment for the Services will be based on
the actual CT examinations performed.

* Payment is contingent upon Service
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Poskytovatelom sluzieb Skusajucemu a
centralnemu systému zobrazeni a ich
kontrolou zo strany spoloénosti AbbVie
pocas monitorovacej navitevy v centru
MUDr. Andrasinu

Provider providing CT report and images
to the Investigator and central imanging
center and its verification by AbbVie
during monitoring visit at site of
Andrasina, MD.
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EXHIBIT B
Budget Summary and Payment Schedule

Supplier Name: Letecka vojenska nemocnica a.s.
Abbott Compound/Product Name: ABT-888
Protocol Number: M10-898

Project Budget
Services to | Payment Total Sluzby, Platobné | Celkom
be Terms ktoré maji | podmienky
Performed byt
poskytnuté
Four 518.00 20720.00 | Styri 518.00 20720.00
CTI EUR per EUR | vySetrenia EUR za EUR
examination | examination, pluc a | vySetrenie,
of chest | estimated 40 brucha na | predpoklad
and | examinations pacienta, 40
abdomen vratane vySetreni
per subject, popisu celkom
including
description
Subtotal 20720.00 Medzisucet 20720.00 EUR
EUR
Total Compensation 20720.00 Celkova 20720.00 EUR
(not to exceed) EUR uhrada
(maximalna
‘ vyska)

(invoices must be submitted with all requests for payment)

(zaroven so véetkymi ziadostami o platbu musia byt
predloZené aj faktury)

Invoices will be sent to:

Checks will be made payable
to:

Faktury posielajte::

Seky budu vystavené na meno

PhD.
AbbVie s.r.o.

Ing. Katarina Minarikova,

CBC Il, Karad#i¢ova 10,
821 08 Bratislava

Ing Jana Carnoka.

Vojenska letecka nemocnica a.s.
Murgasova 1,

040 86 Kosice,

Slovenska republika

¢.u: 7000247304/8180

Banka: Statna pokladnica

IBAN SK10 8180 0000 0070
0024 7304

SWIFT: SUBASK BX

Ing. Katarina Minarikova,
PhD.

AbbVie s.r.o.
CBC I, Karadzi¢ova 10,

821 08 Bratislava

Ing Jana Carnoka

Vojenska letecka nemocnica a.s.
Murga$ova 1,

040 86 Kosice,

Slovenska republika

Account no: 7000247304/8180
Bank: x Statna pokladnica

IBAN SK10 8180 0000 0070
0024 7304

SWIFT: SUBASK BX
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PRILOHA C
Vzorova faktura

Faktura €.

Vykaz sluzieb poskytnutych podla Zmluvy o poskytovani sluzieb zobrazovania
Obdobie od , 200_
do
,200_
Poéet odpracovanych Struény opis vykonanych sluzieb

hodin/dni alebo vystup
projektu

CENA LETENKY
POZEMNA DOPRAVA
TELEFON

Celkové naklady:

Dotyéna osoba potvrdzuje poskytnutie vyséie opisanych sluzieb, ktoré su podrobnejsie uvedené v zmluve. Na
priloZzenych stranach s uvedené dalsie podrobnosti a prijmové doklady.

Podpis:
DIC:

Datum:
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EXHIBIT C
Sample Invoice
Invoice #
Statement for Services Provided in Accordance with the Imaging Services Agreement
Period of , 200_
to
, 200_

Number of Hours/Days Brief Description of Services Performed
Worked or Project - o '
Deliverable
AIRFARE
GROUND
TRANSPORTATION
TELEPHONE
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 |.D. #

Date:

DOVERNE/ CONFIDENTIAL
Template: Slovakia-AbbVie-Medical_Imaging_Services_Agreement_12SEP2012
Document Title Slovakia-AbbVie-Medical_Imaging_Services_Agreement_12SEP2012
Page 19 of 23



[Letecka vojenska nemocnica a.s.]
[Jan, 15, 2013]

EXHIBIT C
PRILOHA D

Povinnosti vo vztahu k elektronickym idajom

V tejto Prilohe D budi mat' niz8ie uvedené pojmy nasledujtci vyznam:
,Nudzovy plan obnovy" znamena plan opisujici infradtruktaru, zdroje a citlivé firemné materialy, ako napriklad
vybavenie, elektronické Udaje a dokumenty, ktoré sa moézu v pripade prirodnej alebo Elovekom zavinenej
katastrofy stratit, pricom takyto plan uvédza opatrenia v zaujme obmedzenia prestojov, minimalizovania strat
a zabezpecenia rychlej a bezproblémovej obnovy firemnych procesov a udajov.

,FDA" znamena Urad USA pre potraviny a lieky alebo jeho nastupnicky subjekt.

~Smernice ICH" znamena harmonizovana trojstranna smernica Medzinarodnej konferencie o harmonizacii, ktora
sa tyka spravnej klinickej praxe.

1. Spracovanie elektronickych Gdajov $tuidie a/alebo dialkové systémy elektronickych tdajov Studie.

(a) SPOLOCNOST zabezpedi, aby vSetky systémy spracovania elektronickych Gdajov, ktoré pouziva alebo
ktoré pouZivaju fiou povereni subdodavatelia pri poskytovani sluzieb, boli v sllade s poziadavkami
spolognosti ABBVIE, ktoré boli SPOLOCNOSTI oznamené, smernicami ICH, poziadavkami prislugnych
slovenskych organov a poZiadavkami FDA vztahujicimi sa na uplnost, presnost, spolahlivost
a konzistentny planovany vykon a takyto sulad zdokumentuje;

(b) SPOLOCNOST bude dodrziavat tandardné prevadzkové postupy vztahujice sa na pouzivanie takychto
systemoyv;,

(c) SPOLOCNOST zabezpegi, aby boli takéto systémy navrhnuté tak, aby umozriovali zmeny Udajov, priom
takéto zmeny Udajov budu zdokumentované a nebude dochadzat k vymazavaniu zadanych Gdajov (t j.
umozni vypracovanie kontrolného zaznamu, sledovanie Udajov a Gprav) a pri sledovani Upravy Udajov sa
budu pravidelne kontrolovat neopravnené Upravy;

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

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

(f) SPOLOCNOST bude vykonavat' primerané zalohovanie udajov; a

(9) SPOLOCNOST zabezpeti pripadné zaslepenie (napr. bude vykonavat zaslepovanie pogas zadavania
a spracovania udajov).

2. Elektronické zaznamy, elektronické podpisy. SPOLOCNOST zaruéuje, Ze jej systémy pouZivané na vytvaranie,
upravovanie, uchovavanie a/alebo obnovovanie tdajov alebo elektronickych zaznamov vytvorenych na podporu
klinickej Studie su v sulade s poziadavkami &asti 11 hlavy 21 C.F.R. — Elektronické zaznamy, elektronické
podpisy, okrem iného vrétane nasledujlcich elektronickych postupov, ktoré sa mézu pocas Studie pouzit:

(a) SPOLOCNOST prediozi FDA doklad o tom ze pouzivanie elektronickych podpisov predstavuje pravne
zavazny ekvivalent ruénych podpisov (pozri hlavu 21 C.F.R § 11.100 (,V8eobecné ustanovenia*);

(b) Vsetky elektronicky systémy boli primerane validovane (pozri hlavu 21 C.F.R. §§ 11.10 (,Kontroly
otvorenych systémov*) a 11.30 (,Kontroly otvorenych systémov*);
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(c) Elektronické zaznamy budd spifiat véetky pouzitelné poZiadavky predikativnych pravidiel (t. j. pravidiel FDA
platnych pred 20. augustom 1897, ¢o je datum nadobudnutia Uginnosti ¢asti 11 hlavy 21 C.F.R.), okrem
iného aj pravidiel tykajucich sa typu aobsahu zaznamov, ktoré je potrebné viest, & sa pouzivaj
elektronické podpisy a aké su adekvatne lehoty archivacie zaznamov;

(d) V8etky elektronické podpisy pouzivané pogitatovym systémom budu spifiat’ poZiadavky asti 11 hlavy 21
CFR,

(e) Originélne elektronické zaznamy sa budu archivovat pocas celej Specifikovanej lehoty archivacie, bud na
zaklade zmluvy so spolognostou ABBVIE, alebo poZiadaviek predikativnych pravidiel FDA, podla toho,
ktora lehota bude dihsia. Spolo¢nost ABBVIE méZe na zaklade viastného uvazenia poziadat, aby sa jej
odovzdali vetky origindlne zaznamy;

(f)  Koépie originalnych elektronickych udajov budd potvrdené ako presné a upiné kopie; a

(g) Elektronické metédy, ktoré bude SPOLOCNOST pouzivat na prenos elektronickych zéznamov, budu
primerane validované.

3, Zodpovednost za integritu Gdajov. SPOLOCNOST musi zabezpedit kontrolu kvality vo vztahu k celému
svojmu procesu spracovania udajov a bude niest' zodpovednost za kvalitu a integritu v&etkych Gdajov, ktoré
vytvori. SPOLOCNOST zabezpe&i implementaciu nudzového planu obnovy v pripadoch, ked sa to bude
povaZovat' za potrebné.
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EXHIBIT D

Electronic Data Obligations
As used in this Exhibit C, 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.

“FDA" shall mean the United States Food and Drug Administration, or any successor entity thereto.

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

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

(a) COMPANY shall ensure and document that any electronic data processing system(s) used by COMPANY
or COMPANY's designated subcontractors in providing Services conforms to and is consistent with
ABBVIE’s requirements, as provided to COMPANY, ICH Guidelines, Slovakian competent authorities and
FDA established requirements for completeness, accuracy, reliability, and consistent intended
performance;

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

(c) COMPANY 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) COMPANY shall maintain a security system that prevents unauthorized access to the data:

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

(f) COMPANY shall maintain adequate backup of the data; and

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

4. Electronic Records; Electronic Signatures. COMPANY warrants that COMPANY's systems, which are used to
create, modify, maintain, and/or retrieve data or electronic records generated in support of a clinical study are in
compliance with the requirements, as applicable, of 21 C.F.R. Part 11 Electronic records: electronic signatures,
including, but not limited to, the following electronic procedures that may be utilized in a study:

(@) COMPANY shall have certified to FDA that use of Electronic Signatures are the legally binding equivalent
of handwritten signatures (See 21 C.F.R § 11.100 (“General requirements”)):

(b) All electronic systems shall have been appropriately validated (See 21 C.F.R. §§ 11.10 (“Controls for open
systems”) and 11.30 (“Controls for open systems”));

(c) Electronic Records shall meet all applicable FDA predicate rule requirements (i.e., FDA's rules in effect
prior to August 20, 1997, the effective date of 21 C.F.R. Part 11) including, but not limited to, what records
are to be maintained, the content of the record, if Electronic Signatures are employed, and appropriate
retention times for the record;

(d) Any Electronic Signatures employed by the computer system shall meet requirements under 21 C.F.R Part
11,

DOVERNE/ CONFIDENTIAL
Template: Slovakia-AbbVie-Medical_Imaging_Services_Agreement_12SEP2012
Document Title Slovakia-AbbVie-Medical_Imaging_Services_Agreement_12SEP2012
Page 22 of 23




[Letecka vojenska nemocnica a.s.]
[Jan, 15, 2013]

(e) Original Electronic Records shall be archived throughout the retention period as specified, either by
ABBVIE contract or FDA predicate rule requirements, whichever is longer. ABBVIE may, at its option,
request that all original records be transferred to ABBVIE;

(f) Copies of original electronic data shall have been certified as accurate and complete; and

Electronic methods used by COMPANY to transmit electronic records shall have been appropriately
validated.

3. Responsibility for Integrity of Data. COMPANY must ensure quality control is applied to all of COMPANY's
data handling, and COMPANY shall be responsible for the quality and integrity of all data generated by
COMPANY. COMPANY shall ensure that a Disaster Recovery Plan can be implemented in cases as deemed
necessary.
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