[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

ZMLUVA O KLINICKEJ STUDII

AbbVie s.r.o., Karadzi¢ova 10, 821 08 Bratislava, Slovenska
republika, ICO: 46640231, DIC: 2023529057, IC DPH:
SK2023529057, Zakonny zastupca: Branislav Trutz, M.D.,
SpoloCnost je zapisana v Obchodnom registri okresného
sudu Bratislava I. ¢ast’ Sro, vlozka €. 81375/B, datum zapisu
11.05.2012 (dalej len ,AbbVie®) si Zela, aby Specializovana
nemocnica sv. Svorada Zobor, n.o., Klastorska 134, 949 88
Nitra, Slovensko, ICO: 37971832, DIC: 2021877792, IC DPH:
SK2021877792 Statutarny zastupca Ing . Erika Chuda (dalej
len ,Indtitacia“) vykonala klinickd $tudiu (dalej len ,Studia") vo
vztahu k produktu Veliparib (ABT-888) (dalej len ,Produkt,
ktory je predmetom Studie“) s platnostou odo dna, kedy je
tato Zmluva o klinickej Studii (dalej len ,Zmluva®) podpisana
zmluvnymi stranami a s u€innostou, diiom nasledujicim po
dni jej zverejnenia v sulade s platnymi pravnymi predpismi,
ako je uvedené v ¢lanku 3 (Sulad s pravnymi predpismi),
(dalej len ,Datum ucinnosti®). S prihliadnutim na vzajomné
prisfuby uvedené vtejto Zmluve sa strany dohodli na
nasledovnom:

1. Vykonanie Studie.

(a) Institucia a Hlavny sku$ajuci (definovani nizSie) vykonaju
Studiu v stlade s podmienkami tejto Zmluvy a v prisnom
sulade s Protokolom ¢. M11-089 s nazvom ,Randomizované,
dvojito zaslepené, multicentrické klinické skuSanie fazy 3,
porovnavajuce kombinaciu veliparibu, karboplatiny
a paklitaxelu s kombinaciou placeba, karboplatiny a
paklitaxelu u predtym nelieenych pacientov s pokroCilym
alebo  metastatickym  skvamoéznym  nemalobunkovym
karcinémom pltuc (NSCLC)“ (dalej len ,Protokol®), ktory méze
spoloénost AbbVie priebezne pisomne zmenit, a akymikolvek
inymi pisomnymi pokynmi, ktoré méze spolo¢nost AbbVie
poskytnut Institucii. SkuSajuci tymto potvrdzuje, ze si precital
a porozumel Protokolu, ¢o SkusSajuci potvrdil svojim
podpisom v Zmluve so skuSajucim, ktora je sucastou
Protokolu, ktory mdze byt priebezne zmeneny, a na vSetky
ktoré sa tato Zmluva odkazuje.

(b) Institucia vynalozi najlepSie usilie aby ukoncila nabor
vSetkych U&astnikov do dvanast (12) mesiacov od zaciatku
Studie.  Spolognost AbbVie méoze tuto Zmluvu okamzite
vypovedat v sulade s podmienkami uvedenymi v tejto
Zmluve, ak: (i) Institicia nezabezpedi v nabore minimalne
troch (3) ucastnikov do deviatich (9) mesiacov od dodania
Produktu, ktory je predmetom Studie; (ii) schvalenie IRB
alebo EC (definovany niz8ie) sa neziska do Siestich (6)
tyzdiov od prijatia vSetkych potrebnych materialov, ktoré sa
predkladaju IRB/EC; alebo (iii) vSetky potrebné dokumenty
neboli riadne vyhotovené a spolo¢nost AbbVie ich neobdrzala
do dvoch (2) tyzdnov od prijatia pisomného schvalenia IRB
alebo EC Instituciou.

(c) Spolognost AbbVie tymto vyslovne deleguje na
SkuSajuceho a Indtituciu nasledujuce povinnosti zadavatela
stanovené Z&konom o liekoch ¢&. 362/2011 (dalej ako
.Zakon®) (ktoré su blizSie definované v €lanku 3), pricom
Skusajuci a Institucia beri na vedomie a zavazuju sa plnit

CLINICAL STUDY AGREEMENT

AbbVie s.r.o. Karadzicova 10, 821 08 Bratislava, Slovak
Republic, RN: 46640231, RN for tax: 2023529057, RN for
VAT: SK2023529057, Legal representative: Branislav Trutz,
M.D., Company is registered in Trade Register of District
Court Batislava |. Part Sro, insertion no. 81375/B, date of
registration 11.05.2012 ("AbbVie") desires to retain
Specializovana nemocnica sv. Svorada Zobor, n.o.,
Klastorska 134, 949 88 Nitra, Slovakia, RN: 37971832, RN
for tax: 2021877792 , RN for VAT: SK2021877792, legal
representative Ing Erika Chuda (“Institution”) to conduct a
clinical study (the “Study”) in relation to Veliparib (ABT-888)
(the “Study Product(s)”) valid as of the date this Clinical Study
Agreement (this “Agreement”) is signed by the Parties and
effective as of the date following the day of this Agreement’s
publication in accordance with applicable law, as stated
below in Section 3 (Compliance with Law), (hereinafter the
“Effective Date”). In consideration of the mutual promises set
forth herein, the parties agree as follows:

1. Conduct of Study.

(&) Institution and Principal Investigator (defined below) will
conduct the Study pursuant to the terms of this Agreement
and in strict adherence to Protocol No. M11-089 entitled
“Randomized, Double-Blind, Multicenter, Phase 3 Study
Comparing Veliparib Plus Carboplatin and Paclitaxel Versus
Placebo Plus Carboplatin and Paclitaxel in Previously
Untreated Advanced or Metastatic Squamous Non-Small Cell
Lung Cancer (NSCLC)” (the “Protocol”), as the same may be
amended from time to time in writing, and any other written
instruction that may be provided to Institution and/or
Investigator by AbbVie. Investigator hereby acknowledges
reviewing and understanding the Protocol, as evidenced by
the Investigator’'s signature on the Investigator Agreement(s)
contained within the Protocol, as may be amended from time
to time, all of which are incorporated herein by reference.

(b) Institution shall use its best efforts to complete enroliment
of all subjects within twelve (12) months of Study initiation.
AbbVie may terminate this Agreement immediately consistent
with the terms set forth herein if: (i) Institution does not enroll
at least three (3) subject(s) within nine (9) month(s) of Study
Product shipment; (ii) IRB or EC (defined below) approval is
not obtained within six (6) weeks of receipt of all necessary
materials for IRB/EC submission; or (iii) all essential
documents have not been executed and received by AbbVie
within two (2) weeks of Institution’s receipt of IRB or EC’s
written approval.

(c) AbbVie hereby expressly delegates to the Investigator and
Institution the following sponsor obligations as set forth in the
Act on Pharmaceuticals No. 362/2011 Coll (“the Act”) (further
defined in Section 3) and the Investigator and Institution
acknowledge and agree to perform such sponsor obligations
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tieto povinnosti v mene spolo€nosti AbbVie, vratane, ale nie
vyluéne:

(Joznamenia zacatia Klinickej Studie prislusnej
zdravotnej poistovni uCastnikov zaradenych do
Klinickej Studie (,zdravotné poistovne®) bezodkladne
po takom zacatiu;

(ii)bezodkladného nahlasenia zavaznych
neziaducich udalosti a akékolvek podozrenie na
zavazné neziaduce ucinky a neoCakavané zavazné
neziaduce ucCinky, ktoré suvisia s Klinickou Studiou
vykonavanou v Inétitucii, SIDC, IBR/EC a prisluSnym
zdravotnym poistovniam U€astnikov Klinickej Studie;
a

Institdcia a/alebo Hlavny skuSajuci (dalej iba ,Skusajuci®)
nacas zabezpecia vSetky potrebné schvélenia a ozndmenia

vzmysle Zakona. InStiticia a/alebo SkuSajuci budu
spolo¢nost AbbVie bezodkladne informovat o kazdom
omeskani s plnenim zakonnych povinnosti spolognosti
AbbVie, ktoré boli delegované na Instituciu a/alebo
Skusajuceho.

(d) In&titucia a/alebo SkuSajuci budi bezodkladne hlasit
spolo¢nosti AbbVie kazdy zavazny neziaduci ucinok a kazdy
neoCakavany zavazny nezZiaduci U€inok v sulade so
zakonom. Institdcia a/alebo SkusSajuci budu viest databazu
vSetkych neZiaducich udalosti, zavaznych neZiaducich
ucinkov a neoc¢akavanych zavaznych neziaducich ucinkov,
vratane akychkolvek podozrivych zavaznych/neoakavanych
neziaducich udalosti/UCinkov v suvislosti s Klinickou Studiou
vykonavanou v Inétitucii; a na Ziadost tuto databazu predlozia
SIDC (definovana v €lanku 3), IRB/EC (Eticka komisia)
al/alebo prislusnym zdravotnym poistovniam ucastnikov
Klinickej Studie. V pripade neziaducej udalosti vyvolanej,
alebo spbsobenej skudanym produktom, ktord priamo
vyZaduje hospitalizaciu subjektu klinického skuSania, AbbVie
preplati vydavky spojené s hospitalizaciou institucii v rozsahu
vyzadujucim toto plnenie podfa platnych zakonov Slovenskej
Republiky.

(e) Institucia a Skusajlci si oboznameni s tym, Ze (i) Studia
zahfiia UcCast viacerych centier; (ii) nabor pacientov je
kompetetivny; a ked sa dosiahne celkovy stanoveny nabor
pacientov v Stadii, nabor bude ukondeny vo vsetkych
centrach vratane InStiticie bez ohfadu na to, €i InStitucia
a SkuSajuci dosiahli ich individualny ciel naboru pacientov.
V takomto pripade na zaklade upozornenia zo spolocnosti
AbbVie, Indtitucia a SkuSajuci okamzite ukonlia nébor
novych pacientov.

(f) In&titucia suhlasi, Zze spolo€nost AbbVie uzavrela zmluvu
so spolo¢nostou

ako poskytovatela zobrazovacich sluzieb pre
potreby klinického skusania. Institicia a Investigator budu
pouzivat tieto zariadenia na vykonavanie zobrazovacich
sluzieb ako to vyzaduje protokol.

2. SkuSajuci; kontakty. Spolo¢nost AbbVie uzatvara tato
Zmluvu s Instituciou s tym, Ze Doc. MUDr. Peter Berzinec,
CSc. (dalej len ,Skusajuci“) bude zodpovedny za vykonanie

under the Act on behalf of AbbVie, including but not limited to:

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

(i) reporting serious adverse events and any suspicion
of serious adverse reactions and unexpected serious
adverse reactions in relation to the Study, at the
Institution, promptly to SIDC, IBR/EC and the relevant
Health Insurance Companies of the subjects; and

Institution and/or Principal Investigator (hereinafter only
“Investigator”) shall ensure the approvals and notifications
under the Act is performed in a timely manner. Institution
and/or Investigator will notify AbbVie immediately of any
delay in complying with such AbbVie’s obligations under the
law as further delegated to the Institution and/or Investigator.

(d) Institution and/or Investigator shall report immediately,
any serious adverse reaction and any unexpected serious
adverse reaction in accordance with the law to AbbVie.
Institution and/or Investigator shall maintain a database of all
adverse events, serious adverse reactions and unexpected
serious adverse reactions, including any suspected
serious/unexpected adverse events/reactions in relation to
the Study at the Institution; and submit the database, upon
request to the SIDC (defined in Section 3), the IRB/EC
and/or the relevant Health Insurance Companies of the Study
subjects. . In the event that an adverse event related to the
Study Product directly causes the hospitalization of a Study
subject, AbbVie shall be responsible for reimbursing the
Institution for the cost of such hospitalization to the extent
required by the applicable law of the Slovak Republic.

(e) Institution and Investigator acknowledge that (i) the Study
involves participation of multiple sites; (ii) recruitment is
competitive; and (iii) when the enrolment goal for the Study
as a whole is reached, enrolment will be closed at all sites,
including the Institution, regardless of whether the Institution
and Investigator have reached their individual enrolment goal.
In such event, upon notice from AbbVie, Institution and
Investigator shall immediately stop enroliment of any new
subjects.

(f) Institution acknowledges that AbbVie has contracted with
company

for imaging services for the purpose of the Study.
Institution and Investigator shall use such facility for imaging
services as required by the Study Protocol.

2. Investigator; Contacts.  AbbVie is entering into this
Agreement with Institution with the understanding that Assoc.
Prof. Peter Berzinec, M.D. CSc. (“Investigator”) will be
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Stadie v mene Institicie. Ak takéto osobné sluzby nie su
z akéhokolvek doévodu k dispozicii, méze spolo¢nost AbbVie
tato Zmluvu okamzite ukondcit. Kontaktom spolo€nosti
AbbVie

, alebo ktokolvek,
koho spolo€nost AbbVie pisomne urci. Kontaktmi Institucie
pre spolo¢nost AbbVie su Ing. Erika Chuda, tel.: 00421 037
6941 227, fax: 00421 037 6510 616 , e-mail:
sekretariat(at)snzobor.sk alebo ktokolvek, koho Institucia
pisomne urdi. Indtitucia vyhlasuje a zaruCuje sa, Ze
Skusajuci je zamestnancom Institicie. Ak Skusajuci ukondi
zamestnanie v Institucii po€as Doby platnosti tejto Zmluvy
(ako je definovana nizSie), Institicia okamzite pisomne
informuje  spoloCnost AbbVie a ziska od nového
zamestnavatela SkuSajuceho pisomné potvrdenie, ze
Skusajuci sa zudastfiuje na Stadii podla podmienok tejto
Zmluvy.

3. Sulad s pravnymi predpismi.

(a) InsStitcia sa zavazuje, Ze zverejni tdto Zmluvu v
Centralnom registri zmldv na www.crz.gov.sk na zaklade §
5a. 1 zakona 211/2000 Z.z. o volnom pristupe k informaciam
do dvoch (2) pracovnych dni od Uplného podpisania Zmluvy
a neodkladne upovedomi AbbVie o takomto zverejneni.

(b) Institucia a Skusajuci vyhlasuju, zaru€uju a zavazuju sa,
7e kazdy znich bude vykonavat Studiu a plnit svoje
povinnosti podfa tejto Zmluvy v sulade so vSetkymi platnymi
zakonmi, pravnymi predpismi, a smernicami, najma, nie vSak
vyluéne, zakonom €. 362/2011 o liekoch a zdravotnickych
poméckach (dalej len ,Zakon“) a vyhlaskou ¢. 433/2011
0 poziadavkach na klinické skusanie a spravnu klinicku prax.
Vo vztahu k vy3Sie uvedenym povinnostiam Institucia dalej
zabezpeli, Ze vykonavanie Studie bude schvalované
a dohliadané prislunymi organmi — Statnym UGstavom pre
kontrolu liegiv SUKL (,State Institute for Drug Control, dalej
len ,SIDC*), kontrolnymi organmi institicie (,Institutional
Review Board®, dalej len ,IRB*), Nezavislou etickou komisiou
(,Ethics Committee®, dalej len ,EC*), alebo vSetkymi, ak je to
potrebné, zriadenymi a ustanovenymi v sulade s platnymi
zdkonmi a pravnymi predpismi. In&titicia bude dodrZiavat
pokyny prislusnych regulaénych organov, vratane Statneho
ustavu pre kontrolu lie€iv a IRB alebo EC, alebo oboch, ak je
to potrebné, s ohladom na vykonavanie Studie a oznami
spolo¢nosti AbbVie, v akom rozsahu sa tieto pokyny odlisuju
od Protokolu.

(c) Institicia a Skusajuci suhlasia, ze ak spolo¢nost AbbVie
alebo ina spolo¢nost vjej mene zaplati alebo bezplatne
poskytne Materialy k Studii (ako su definované nizSie) a/alebo
sluzby, nebude InStiticia, jej zastupcovia ani Skusajuci
samostatne Uc&tovat alebo Ziadat nahradu za tieto Materialy k
Studii alebo sluzby od tretich stran, okrem iného vratane
Ucastnika, sukromnych poskytovatelov poistenia, Statnych
programov, alebo inych verejnych poskytovatelov poistenia.
Ak sa Studia tyka udastnikov, ktorych Materidly k $tudii
al/alebo sluzby su pokryté v ramci globalnych platobnych
systémov, napr. diagnostickych skupin (,Diagnosis Related
Groups*, dalej len ,DRG"), bude Institicia nakladat s takymito
Materialmi k Studii alebo sluzbami zaplatenymi alebo
bezplatne poskytnutymi spolo¢nostou AbbVie alebo inou

responsible on Institution's behalf for the conduct of the
Study. If such personal services are not available for any
reason, AbbVie may terminate this Agreement immediately.
Institution’s contact at AbbVie

, or
whomever AbbVie may designate in writing.  AbbVie’s
contact(s) at Institution will be Ing. Erika Chuda, tel.: 00421
37 6941 227, fax: 00421 37 6510 616 , e-mail:
sekretariat(at)snzobor.sk or whomever Institution may
designate in writing. Institution represents and warrants that
Investigator is an employee of Institution. If Investigator
leaves Institution’s employment during the Term (as defined
below), then Institution will promptly notify AbbVie in writing
and will obtain a written acknowledgement by Investigator’s
new employer that Investigator is participating in the Study
under the terms of this Agreement.

3. Compliance with Law.

(a) Institution agrees to publish this Agreement in the Central
Registry of Agreements at www.crz.gov.sk in accordance with
the terms of Section 5a. 1 of the Act. 211/2000 Coll. on Free
Access to Information within two (2) business days of full
execution of the Agreement and to promptly notify AbbVie of
publication.

(b) Each of Institution and Investigator represents, warrants
and covenants that each will conduct the Study and perform
its obligations under this Agreement in compliance with all
applicable laws, regulations and guidelines, including but not
limited to Act No. 362/2011 Coll., on Pharmaceuticals and
Medical Devices (the "Act"), and the Decree No. 433/2011
Coll. on Good Clinical Practice. In furtherance of the
foregoing obligations, Institution will further ensure that the
competent authorities, State Institute for Drug Control (Statny
ustav pre kontrolu lie¢ivISUKL) (“SIDC”), an Institutional
Review Board (“IRB”), an Ethics Committee (“EC”), or all, as
applicable, established and constituted in accordance with
applicable laws and regulations, approves and oversees the
conduct of the Study. Institution will comply with the directives
of the relevant regulatory authorities, including the State
Institute for Drug Control and the IRB or EC, or both, as
applicable, respecting the conduct of the Study, and will notify
AbbVie to the extent any such directives vary from the
Protocol.

(c) Institution and Investigator agree that if Study Materials
(as defined below) and/or services are paid for or provided
without charge by or on behalf ofAbbVie, none of Institution,
its agents or Investigator shall separately bill or seek
reimbursement for such Study Materials or services from any
third party including, without limitation, the subject, any
private provider of insurance, or any government program or
other public provider of insurance. If the Study involves
subjects whose Study Materials and/or services are covered
under global payment systems, such as Diagnosis Related
Groups (“DRGS”), Institution will treat any such Study
Materials or services paid for or provided without charge by or
on behalf of AbbVie as part of the Study under the billing
procedures applicable to such payment system. Institution
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spolognostou vjej mene ako sugast Studie v sulade
s postupmi Uc¢tovania platnymi pre takyto platobny systém.
Ak to vyZaduje zakon, Institucia dalej nahlasi prijatie takychto
Materialov k studii Statnym, inym verejnym alebo sukromnym
poistovatelom.

(d) Skusajuci je oboznameny a suhlasi so skuto€nostou, Ze
ani on a ani ziadny zo spoluskisajucich nemaju narok na
akékolvek dodato¢né platby od AbbVie za &innost spojenu s
klinickym skusanim, okrem tych, ktoré budu vyplatené
Institucii, tak ako je to dohodnuté v Rozpodte Studie, ktory je
suCastou tohto dokumentu ako Priloha A (,Rozpocet®).
Odmena SkuSajuceho je zahrnuta v odmene pre Inétituciu
upravenej v tomto ¢lanku.

4. Osveddenie o finanénom oznameni. Pred zadatim Studie
Institucia zabezpedi, ze vSetci jej Skusajuci a spoluskusajuci
(a) vyplnia a odovzdaju Osvedcenie o finanénom oznameni a
(b) poskytnu vSetky potrebné regulacné dokumenty, ktoré
spolo¢nost’ AbbVie pozaduje, aby zabezpecila dodrzanie ods.
21 C.F.R, Clanku 54, okrem iného vratane aktualneho
Zivotopisu a lekarskej licencie, alebo jej ekvivalentu.
SkuSajuci berie na vedomie aje povinny predlozit
osvedCenie, ze SkuSajuci a vSetci spoluskusajuci, ktori
vykonavaju $tudiu, a ich najblizSia rodina nemézu mat’ priamu
majetkovi ucast (napr. prava duSevného vlastnictva) vo
vztahu k Produktu, ktory je predmetom Studie, ani nesmu byt
odmeneni cennymi papiermi spolo¢nosti AbbVie za to, Ze su
Skusajucimi  alebo spoluskusajucimi v Studii. Kazdy
Skusajuci a vSetci spoluskusajuci budu okamzite informovat
spolo¢nost AbbVie v pripade zmeny spravnosti Osvedcenia
o finan€nom oznameni pocas Doby platnosti tejto Zmluvy
ajeden (1) rok po ukonéeni Studie. Institucia bude
dodrziavat vSetky platné poziadavky suvisiace s ohlasovanim
a rieSenim konfliktov zaujmov.

5. Dodavky pre Studiu. Spolognost AbbVie poskytne
dostatocné mnozstvo Produktov, ktoré su predmetom Studie,
formularov pre zaznamy o hodnotenych uc€astnikoch
alebo pristup k systému elektronickej evidencie dat (dalej len
,CRF“) podla konkrétnej situacie a vSetky ostatné latky,
materidly ainformacie uvedené v Protokole alebo iné
materialy, ktoré spolo¢nost AbbVie povazuje za potrebné pre
vykonanie Studie (dalej spolu len ,Materidly k $tadii®).
Spolo¢nost AbbVie doruci Produkty, ktoré su predmetom
Studie a zlGCeniny do Centra $tudie alebo do lekarne uréenej
Inétituciou a/alebo Skusajucim. Institdcia a Skusajuci zarucia
nalezité prijatie, manipulaciu a uskladnenie a vydavanie
Produktu, ktory je predmetom Studie a dalSich zlu€enin v
sulade so Spravnou lekarnickou praxou. Institicia ani
Skusajuci nepouziju ziadne Materialy k Studii na akykolvek
iny G&el ako na vykonanie Stidie v sllade s Protokolom.
VSetky Materialy k Studii a ostatné informacie poskytnuté
spolo€nostou AbbVie v suvislosti stouto Zmluvou su
aostand vylu€nym vlastnictvom spoloCnosti AbbVie.
Skusajuci a Inétitacia vyhlasuju, zaru€uju a zavazuju sa, ze:

(@) dodavka Materialov k Studii je primerana a Materialy
k $tudii budud ulozené a bude sa s nimi nakladat podfla
pisomnych pokynov spolo€nosti AbbVie tak, ako je uvedené
na oznaceni Materidlov k Studii a v sulade s platnymi
regulaénymi poziadavkami;

(b) Materialy k $tadii nebudu pouzité po uplynuti oznacene;j

will further report receipt of such Study Materials to any
government, other public or private insurance program as
may be required by law.

(d) Investigator understands and agrees that neither
Investigator nor any subinvestigator shall receive any
additional funds from AbbVie other than the funds paid to
Institution set forth in the Study Budget attached hereto as
Exhibit A and incorporated herein (the “Budget”), for any of
their work relating to this Study. The compensation for
Investigator is included in the Institution’s compensation
under this Section.

4. Financial Disclosure Certification. Prior to the initiation of
the Study, Institution will ensure that each of Investigator and
any subinvestigator (a) completes and returns the Financial
Disclosure Certification and (b) provides all essential
regulatory documents requested by AbbVie to ensure
compliance with 21 C.F.R. Part 54, including but not limited to
current Curriculum Vitae and medical license, or its
equivalent. Investigator understands and will be required to
certify that Investigator and all subinvestigators conducting
the Study, and their immediate families may not have a direct
ownership interest (e.g., intellectual property rights) in the
Study Product, nor may they be compensated with AbbVie
securities in exchange for being a Investigator or
subinvestigator in the Study. Each of Investigator and any
subinvestigator will promptly notify AbbVie of any change in
the accuracy of the Financial Disclosure Certification during
the Term and for one (1) year following completion of the
Study. Institution will comply with all applicable requirements
regarding reporting and management of conflicts of interest.

5. Study Supplies. AbbVie will provide sufficient quantity of
the Study Product(s) and case report forms or access to an
electronic data capture system, as applicable (“CRFs”), as
well as any other compounds, materials and information
specified by the Protocol or other materials AbbVie deems
necessary to conduct the Study (together, the “Study
Materials”). AbbVie will deliver such Study Product and
compounds to the Study site or pharmacy designated by the
Institution and/or the Investigator. Institution and Investigator
will ensure proper receipt, handling and storage, and
dispensing of the Study Product and any other compounds
according to Good Pharmacy Practice. Neither Institution nor
Investigator will use any of the Study Materials for any
purpose other than to conduct the Study pursuant to the
Protocol. All Study Materials and other information provided
by AbbVie in connection with this Agreement are and will
remain the sole property of AbbVie. Each of Investigator and
Institution represents, warrants and covenants that:

(@) the supply of Study Materials is adequate and that the
Study Materials will be stored and handled in accordance with
AbbVie’s written instructions, as set forth in the labeling of the
Study Materials, and in accordance with applicable regulatory
requirements;

(b) the Study Materials will not be used past the labeled
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expiracnej lehoty; a

(c) po ukonceni Klinickej $tudie alebo zaniku Zmluvy alebo
na ziadost spolo¢nosti AbbVie budu vSetky Materialy na
Klinicki  $tadiu vratené spolo¢nosti AbbVie v sulade
s Protokolom a podfa platnych poZiadaviek, ktorymi sa
zasielanie tychto Materidlov na Klinickd Studiu riadi. Ak sa
zmluvné strany dohodnu, Ze vratenie tychto Materidlov na
Klinicki Stadiu nie je mozné alebo je podla miestnych
zakonov alebo predpisov zakazané, budu vsetky zvysné
alebo expirované Materialy na Klinicku Stadiu zniCené na
vyluéné néklady Institucie a v sulade s platnymi zakonmi
a predpismi, a to (i) InStiticiou za predpokladu, Ze Institacia
disponuje potrebnymi zariadeniami, expertizou a suhlasmi
regulaCnych organov, ktoré su potrebné na znienie
Materialov na Klinicki skusku; alebo (i) tretou stranou,
s ktorou Institdcia uzatvorila zmluvu (a ktoru spolo¢nost
AbbVie podla svojho primeraného uvazenia schvalila) pod
podmienkou, Ze Institucia bude uréena ako zdroj Materidlov
na Klinicku S$tudiu a dalej pod podmienkou, Ze Inétitucia
potvrdi, Ze tato ftretia strana disponuje potrebnymi
zariadeniami, expertizou a suhlasmi regulacnych organov,
ktoré su potrebné na zni¢enie Materialov na Klinicku skusku.
Institicia spoloénost AbbVie odSkodni a zabezpeli jej
ochranu pred akymikolvek narokmi alebo zalobami vo i
spolo¢nosti  AbbVie vratane, ale nie vyluCne, narokov
suvisiacich s kontaminaciou Zivotného prostredia, ku ktorej

modze dbéjst pri likvidacii Materidlov na Klinicku Studiu
InStiticiou  alebo  tretimi  stranami, ktoré InStitdcia
kontrahovala. Po kazdej likvidacii takychto materidlov
Indtitdciou alebo trefou stranou predlozi Institicia

bezodkladne spolo¢nosti AbbVie osvedc&enie o likvidacii alebo
obdobny doklad o kone¢nom nalozeni s Materialmi na
Klinicku Stadiu a

(d) SkuSajuci alalebo Indtitucia budd viest primeranu
evidenciu o nakladani s Materialmi k studii, vratane datumov,
mnozstva a pouzitia subjektmi.

6. DoruCovanie sprav o postupe a naslednych sprav. Na
ziadost spolo¢nosti AbbVie poskytne Institicia a/alebo
Skusajuci ustne hodnotenie alebo predlozi pisomné spravy
o postupe Studie vratanie av8ak nie vyluéne zavaznych
neziaducich udalosti v sulade s Protokolom a Zakonom.
Pokial AbbVie pisomne nenariadi inak, do Styridsiatich piatich
(45) dni od dokoné&enia alebo ukond&enia Studie poskytne
Institucia spolo¢nosti AbbVie pisomne nasledovné:

(@) koneénu IRB alebo EC spravu o Studii, ktort pre IRB
al/alebo EC vypracuje Skusajuci;

(b) vsetky vyplnené, pouzité a nepouzité CRF, ktoré predtym
neboli odovzdané spolo¢nosti AbbVie;

(c) vsetky Udaje, spravy ainé
v suvislosti so Studiou; a

informacie vytvorené

(d) vSetky ostatné materidly ainformacie poskytnuté
spolo¢nostou AbbVie.

7. Monitorovanie a audit, uchovavanie zaznamov.

(a) Institucia umozni spoloCnosti AbbVie a vSetkym fou
urenym zastupcom pristup na miesto konania Studie,

expiration date;

(c) upon conclusion of the Study or termination of the
Agreement or at AbbVie’s request, any remaining or expired
Study Materials will be returned to AbbVie in accordance with
the Protocol and in compliance with applicable requirements
governing the shipment of such Study Materials. If the
parties agree that the return of such Study Materials is not
practicable or is prohibited under local laws or regulations,
any remaining or expired Study Materials will be destroyed at
Institution’s sole costs and expense and in full compliance
with applicable laws and regulations by either (i) the
Institution, provided that Institution has the necessary
facilities, expertise and regulatory approvals required to
destroy Study Materials; or (ii) by a third party contracted by
the Institution (approved by AbbVie in its reasonable
discretion), provided that the Institution is identified as the
generator of the Study Materials and further provided that the
Institution confirms that the third party has the necessary
facilities, expertise and regulatory approvals required to
destroy Study Materials. Institution will indemnify, release and
hold harmless AbbVie for any claims made or proceedings
brought against AbbVie including, but not limited to, claims
related to environmental contamination that may arise from
the destruction of Study Materials by Institution or third
parties contracted by Institution. Upon any such destruction
by Institution or by a third party, Institution will promptly
provide AbbVie with a certificate of destruction or similar
document verifying the final disposition of the Study
Materials; and

(d) Institution and/or Investigator shall maintain adequate
records of the disposition of Study Materials including dates,
quantity and use by subjects.

6. Delivery of Progress and Post-Study Reports. Upon the
request of AbbVie, Institution and/or Investigator will submit
oral or written reports on the progress of the Study, including
but not limited to serious adverse events in accordance with
the Protocol and the Act. Within forty-five (45) days following
the completion or termination of the Study, Institution will
furnish AbbVie with the following, unless AbbVie directs
otherwise in writing:

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

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

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

(d) all other materials and information provided by AbbVie.

7. Monitoring and Audits; Record Retention.

() Institution will permit AbbVie and any AbbVie designee
access to Study sites, including any pharmacy dispensing the

CONFIDENTIAL / DOVERNE
Template: Slovakia_AbbVie_Clinical_Study_Agreement_(1_Agreement_per_site)_(Bilingual)_29APR2014
Document Name: AbbVie Slovakia_Clinical_Study_Agreement_(1_Agreement_per_site)_(Bilingual)_PI Berzinec_01Jul2015__added cost

split_PB_17Jul2015 DR_final redacted approved by RRTI w
Page 5 of 29



[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

vratane lekarne vydavajucej Produkt, ktory je predmetom
Studie a/alebo inych zlu€enin, po€as beznej pracovnej doby,
v pripade potreby max. do 17:00 hod. za Gcelom
monitorovania vykonavania Studie a auditu zaznamov, CRF,
podkladov a inych Gdajov tykajucich sa Studie s ciefom overit
dodrziavanie zmluvnych povinnosti zo strany Institucie
a Skusajuceho podla tejto Zmluvy. Inétitucia zabezpedi, ze
udaje o ucastnikovi pozadované v Protokole budu zapisané
do CRF (v elektronickej alebo papierovej forme) do piatich (5)
pracovnych dni od navstevy ucastnika. InStiticia mbze
redigovat’ takéto zdznamy, podklady a dalSie udaje, ak je to
pozadované pravnymi predpismi na ochranu dovernosti
Ugastnika v sulade s Clankom 10 (Utajenie dat udastnika;
ochrana udajov) tejto Zmluvy. Ak v désledku monitorovania
alebo auditu poZaduje spolo¢nost AbbVie napravné a/alebo
preventivne opatrenia, Institicia okamZite vytvori a realizuje
akény plan napravnych alalebo preventivnych opatreni.
Pravo spolocnosti AbbVie na audit je zachované aj po
uplynuti platnosti tejto Zmluvy.

(b) Pokial to pravne predpisy nezakazuju, Institacia
okamzite informuje spolo¢nost AbbVie o prijati akejkolvek
Ziadosti zo strany regulacného organu na kontrolu alebo
pristup k dokumentom tykajucim sa Studie a okamzite
poskytne spolo¢nosti AbbVie koépiu takejto ziadosti, vratane
képii dokumentov, ktoré dostala od regulaéného organu
alebo ktoré mu poskytla. Ak bude vydané regulacné
predvolanie alebo oznamenie suvisiace so sluzbami podla
tejto Zmluvy, Institdcia suhlasi, ze vypracuje suhrn, ktory
bude zahffat vysvetlenie otazok identifikovanych regulaénym
organom, odpovede na vyznamné otazky identifikované
regulaénym organom a vysvetlenie vplyvu takéhoto
regulaCného predvolania alebo oznamenia vo vztahu k
sluzbam poskytovanym podla tejto Zmluvy. Institacia suhlasi,
Ze poskytne spolo€nosti AbbVie takyto suhrn do patnastich
(15) dni od prijatia regulaéného predvolania alebo oznamenia
Instituciou.

(c) Institicia bude uchovavat Dokumenty k Studii v sulade
s platnymi zakonmi a pravnymi predpismi alebo Protokolom,
podla toho, ktoré z nich ur€uje dlhSiu dobu uchovavania. Na
Ziadost anaklady spoloCnosti AbbVie bude Institucia
uchovavat Dokumenty k Stadii aj dlhSie ako je doba
uchovavania uvedena vysSie. Za tymto UCelom zaSle
Indtiticia  spoloCnosti  AbbVie  pisomné  oznamenie
o odstraneni Dokumentov k Studii zo zdznamov Sestdesiat
(60) dni vopred. Napriek vy$Sie uvedenému bude Institicia
archivovat zoznam identifikacnych kddov ucastnikov Klinickej
Studie po dobu minimalne 15 rokov v sulade so Zakonom.

8. Odmena.

(@) Ako protiplnenie za uplné vykonanie sluzieb podrla tejto
Zmluvy zaplati spolo&nost AbbVie Institacii sumu podfa
Rozpoctu uvedeného v Prilohe A. Institicia rozumie, ze
Ziadna ina odmena spojena so sluzbami klinického skuSania
vykonavaného v InStitdcii nebude vyplatena priamo
SkuSajucemu ani inému Studijnému personalu a Institicia
dalej suhlasi, Ze vyplati hlavhému skuSajuceho odmenu
podla Dodatku 3 k Prilohe A tejto zmluvy. Okrem toho maju
zamestnanci Institicie, vratane SkuSajuceho, narok na
nahradu opravnenych a nutnych cestovnych vydavkov v
sulade s politikou sluzobnych ciest spolo¢nosti AbbVie (ktora

Study Product and/or other compounds, during normal
business hours, in case of need to max. 5 p.m. to monitor the
conduct of the Study as well as to audit records, CRFs,
source documents, and other data relating to the Study to
verify Institution’s and Investigator's compliance with their
obligations herein. Institution will ensure that subject data, as
required in the Protocol, is entered into the CRFs (whether
electronic or paper) within five (5) business days of subject
visit. Institution may redact such records, source documents,
and other data as may be legally required to protect subject
confidentiality consistent with Section 10 (Subject
Confidentiality; Data Protection) of this Agreement. If AbbVie
requests corrective and/or preventive action as a result of its
monitoring or audit activities, Institution shall comply with the
timely creation and implementation of a corrective action
and/or preventive action plan. AbbVie’s right to audit shall
survive the expiration of this Agreement.

(b) Unless prohibited by law, Institution will notify AbbVie
immediately upon receiving any requests by any regulatory
authority to inspect or have access to documents related to
the Study and will promptly provide AbbVie with a copy of any
such request, to include copies 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 under this Agreement, Institution agrees to produce
a summary that includes an explanation of the issues
identified by the regulatory authority, 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. Institution
agrees to provide AbbVie with such summary within fifteen
(15) days of Institution’s receipt of any regulatory citation or
notice.

(c) Institution shall retain the Study documents in
accordance with the applicable laws and regulations or the
Protocol, whichever retention period is longer. At AbbVie’s
request and expense, Institution shall retain the Study
documents for an even longer period than the retention
period described above. For these purposes, Institution shall
provide AbbVie at least sixty (60) days’ written notice before
deleting any Study documents from its files.
Nothwithstanding the foregoing the Institution shall archive
the list of identification codes of the Study subjects for a
period of at least 15 years in accordance with the Act.

8. Compensation.

(@ In exchange for the full performance of services
hereunder, AbbVie shall pay Institution as per the Budget set
forth in  Exhibit A. |Institution understands that no
compensation will be paid directly to Investigator or any other
Study personnel for Study-related services performed at
Institution, and agrees to pay to Investigator as stated in
Attachment 3 to Exhibit A of this Agreement. In addition,
Institution’s employees, including Investigator, may be
reimbursed for reasonable and necessary expenses related
to travel, consistent with AbbVie’s travel policy (including
economy coach air travel, reasonable and customary lodging

CONFIDENTIAL / DOVERNE
Template: Slovakia_AbbVie_Clinical_Study_Agreement_(1_Agreement_per_site)_(Bilingual)_29APR2014
Document Name: AbbVie Slovakia_Clinical_Study_Agreement_(1_Agreement_per_site)_(Bilingual)_PI Berzinec_01Jul2015__added cost

split_PB_17Jul2015 DR_final redacted approved by RRTI w
Page 6 of 29



[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

zahfhia letecki dopravu v ekonomickej triede, primerané
a obvyklé ubytovanie a sadzby stravného v geografickej
oblasti cesty) a mdéze im byt poskytnuta strava na stretnutiach
sku$ajucich alebo inych stretnutiach, ktoré spolo€nost AbbVie
pozaduje. Strany suhlasia, Ze vySka platieb uvedenych
v Rozpocte predstavuje primeranu trhovd hodnotu za sluzby,
ktoré maju byt poskytnuté, a nebola ovplyvnena spésobom,
ktory berie do uvahy objem alebo hodnotu akychkolvek
odporucani alebo obchodnej spoluprace medzi Institaciou
a spolo¢nostou AbbVie.

(b) V pripade, Ze spolo¢nost AbbVie ukonéi tuto Zmluvu
ziného dovodu ako na zaklade jej poruSenia zo strany
Institacie, zaplati spolo¢nost’ AbbVie Inétiticii podla rozsahu
vykonanych sluzieb a vynaloZzenych nakladov v sulade
s Ciastkami stanovenymi v Rozpocte.

(c) Rozpocet je zalozeny na uUplnom poskytnuti sluzieb
predpokladanych touto Zmluvou a uplnom dodrzani
podmienok tejto Zmluvy (vratane Protokolu). Spoloénost
AbbVie nebude zodpovedna za zaplatenie navstev alebo
oSetrenia UCastnikov v rozpore s Protokolom alebo za
neupiné a nepresné udaje obsiahnuté v CRF. Ak spolo¢nost
AbbVie za tieto sluzby uz zaplatila predtym, preplatok sa
odpocita z dalSej platby (alebo koneCnej platby tak, ako je
uvedené v Clanku 8(f) nizsie).

(d) VsSetky platby sa uskutonia v sulade so zmluvnymi
podmienkami Prilohy Aa az po podpise tejto Zmluvy
zmluvnymi  stranami. Uhrada poplatkov IRB/EC je
podmienena ukonéenim preskumania IRB/EC a konecnym
rozhodnutim  vo  vztahu ku vSetkym predlozenym
Dokumentom k §tuadii, okrem iného vratane Protokolu
a/alebo revizii Protokolu. Spolo¢nost AbbVie nie je povinna
uhradit' InStiticii navySené vydavky fakturované spolo¢nosti
AbbVie neskér ako stoosemdesiat (180) dni po datume
ukoncenia tejto Zmluvy.

e) InStituicia a SkuSajuci suhlasia, ze v pripade sporu
o platbu nesmie Institicia ani Skusajuci odmietnut(poskytnut
Udaje alebo informacie o Studii az do vyrieSenia sporu,
pretoze takéto odmietnutie poskytnutia by mohlo spdsobit
nenapravitelné $kody vo vztahu k Studii.

(f) Konecna platba Institucii podla tejto Zmluvy bude splatna
po dokonceni vSetkych sluZieb planovanych podla tejto

Zmluvy, odovzdani vSetkych CRF spoloCnosti AbbVie
avrateni vSetkych poloziek opisanych v Clanku 6
(DoruCovanie  sprav o postupe anaslednych sprav)

spolo¢nosti AbbVie.

(@) Ku konecnej platbe bude prilozené finanéné vyucétovanie
spracované spolo¢nostou AbbVie. Ak sa pri vyuctovani zisti,
Ze celkova suma, ktoru spolo€nost AbbVie zaplatila, je nizSia
ako suma, na ktori ma Institucia narok podla tejto Zmluvy,
spolo¢nost AbbVie zaplati tito diznd sumu. Ak sa ma
spolocnosti AbbVie vratit akakolvek nezaslizena odmena
alebo preplatok, Institdcia musi uhradit vracanu Cciastku
spolo¢nosti AbbVie na: Ekonomické oddelenie, AbbVie s.r.o.,
CBC Il, Karadzicova 10, 821 08 Bratislava. VSetky platby
splatné jednou stranou druhej strane vramci vyuctovania
musia byt uskuto€nené do Styridsiatich piatich (45) dni odo
dfia oznamenia a faktury na dlznd sumu. VSetky Ciastky
vracané spolo¢nosti AbbVie musia byt dolozené podkladovou

and meal rates based on the geographic region of travel), and
may be provided meals at investigator meetings or other
AbbVie required meetings. The parties agree that the
amounts for payments set forth in the Budget represents the
fair market value for the services to be rendered and has not
been determined in any manner that takes into account the
volume or value of any referrals or business otherwise
generated between or among Institution and AbbVie.

(b) In the event of termination of this Agreement by AbbVie
for any reason other than for Institution’s breach, AbbVie shall
pay Institution according to the extent of services performed
and expenses incurred in accordance with the amounts set
forth in the Budget.

(c) The Budget is based on the full performance of services
contemplated by this Agreement and full compliance with the
terms of this Agreement (including the Protocol). AbbVie will
not be responsible for paying for subject visits or treatments
in violation of the Protocol or for the data contained in a CRF
which is not complete and accurate. If AbbVie has previously
paid for such services, the overpayment will be deducted
from the next payment (or the final payment, as described in
Section 8(f) below).

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

(e) Institution and Investigator agree that in the event of a
payment dispute, Institution and Investigator shall not
withhold Study data or information pending resolution of the
dispute because such withholding may cause irreparable
harm to the Study.

() The final payment due to Institution under this
Agreement shall be payable upon completion of all services
contemplated hereunder, delivery to AbbVie of all CRFs, and
return to AbbVie of all items described in Section 6 (Delivery
of Progress and Post-Study Reports).

(@) The final payment will be accompanied by a financial
reconciliation performed by AbbVie. If the total amount
AbbVie has paid is less than the amount to which Institution is
entitled hereunder as revealed by the reconciliation, AbbVie
shall pay the outstanding amount due. If AbbVie is due a
refund for any unearned fees or overpayments, Institution
shall remit the amount of such refund to AbbVie at: Economy
department, AbbVie s.r.o., CBC Il, Karadzi¢ova 10, 821 08
Bratislava. Any payments due from one party to the other
under the reconciliation shall be made within forty-five (45)
days of the notice and invoice of amount due. Any refunds to
AbbVie shall be accompanied by supporting documentation
and copied to the AbbVie contact set forth in Section 2
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dokumentaciou a kopia musi byt zaslana kontaktnej osobe
spolo¢nosti  AbbVie uvedenej v Clanku 2 (Skusajuci,
kontakty) tejto Zmluvy.

(h) Na zaklade pisomného oznamenia modze spolo¢nost
AbbVie delegovat niektoré svoje platobné povinnosti na
splnomocnenu organizaciu (dalej len "CRO"). V taktom
pripade Institicia a SkuSajuci suhlasia, ze pokial ide o platby
delegované spolo¢nostou AbbVie na CRO, Institicia
a Skusajuci budu ziadat uhradu najskér od CRO.

9. Dovernost.

(@) Pogas Doby platnosti tejto Zmluvy, vratane jej predizeni,
a po dobu od uplynutia platnosti alebo
ukonCenia tejto Zmluvy nebude Institucia, jej zamestnanci,
vratane Skusajuceho, zastupcov, subdodavatelov a pobociek
(spolo¢ne dalej len ,Prijimajuca strana“) spristupriovat ziadne
Doéverné informacie bez predchadzajuceho pisomného
suhlasu spolo¢nosti AbbVie. Bez ohladu na vysSie uvedené,
povinnost zachovavat dévernost a nepouzivat akékolvek
Doéverné informacie oznacené ako obchodné tajomstvo
spolo¢nosti AbbVie ostava v platnosti tak dlho pokial si tieto
Doéverné informacie zachovaju status obchodného tajomstva
podfa prislusnych zékonov. ,Déverné informacie“ zahffaju
vSetky  informacie  poskytnuté Prijimajucej  strane
spolo¢nostou AbbVie alebo v jej mene, okrem iného vratane
Protokolu, Materidlov  k Stadii, a vSetkych materidlov
a informacii tykajucich sa spolo&nosti AbbVie alebo Studie,
alebo tych, ktoré boli vytvorené ako vysledok vykonavania
Studie, s vynimkou akejkolvek ¢asti:

(i) ktora je znama Prijimajucej strane pred prijatim,
o ¢om svedcia jej pisomné zaznamy;

(i) ktoru sa Prijimajuca strana dozvedela od tretej
strany, ktora ma pravo na takéto spristupnenie
nedévernym spésobom; alebo

(iii) ktora je alebo sa stala verejne znamou bez
zavinenia Prijimajucej strany.

(b) Prijimajuca strana nebude pouzivat Déverné informacie
na iny uCel ako je uvedené vtejto Zmluve bez
predchadzajuceho pisomného suhlasu spolo€nosti AbbVie.

() Ziadne ustanovenie tejto Zmluvy sa nebude
interpretovat’ ako obmedzenie Prijimajucej strany spristupnit
Doéverné informacie, ak to vyzaduje zakon, sudny prikaz, iné
Statne nariadenie alebo poziadavka za predpokladu, ze
Prijimajuca strana okamzite zaSle spolo¢nosti AbbVie
pisomné oznamenie (v kazdom pripade najneskér do piatich
(5) pracovnych dni), aby umoznila spolo€nosti AbbVie prijat
opatrenia na ochranu svojich Dévernych informacii.
V pripade, Zze sa nedosiahne Ziaden ochranny prikaz alebo
iny opravny prostriedok, alebo sa spolo¢nost AbbVie vzda
dodrzania podmienok uvedenych v tomto Clanku 9,
Prijimajuca strana poskytne len tu ¢ast Dévernych informacii,
ktora je pozadovana pravnymi predpismi na zaklade
pisomného stanoviska pravneho poradcu.

(d) Ziadna z prijimajlcich stran nespristupni spolognosti
AbbVie Ziadne dbverné informacie tretej strany, alebo
informacie, ktoré su vlastnictvom ftretej strany, pokial

(Investigator; Contacts) of this Agreement.

(h) Upon written notice, AbbVie may delegate certain of its
payment obligations to a contract research organization
(“CRO”). In such event, Institution and Investigator agree that
as to any payments delegated by AbbVie to a CRO,
Institution and Investigator shall first seek redress from the
CRO for compensation.

9. Confidentiality.

(@) During the Term of this Agreement, including any
extensions thereof, and for a period after the
expiration or termination of this Agreement, Institution, its
employees, including Investigator, agents, subcontractors
and affiliates (collectively, “Receiving Party”) shall not
disclose Confidential Information without AbbVie's prior
written consent. Notwithstanding the foregoing, obligations of
confidentiality and non-use with respect to any Confidential
Information identified as a 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. “Confidential Information” shall include any
information provided to Receiving Party by or on behalf of
AbbVie, including but not limited to the Protocol, Study
Materials, and all materials and information concerning
AbbVie or the Study or developed as a result of conducting
the Study, except any portion thereof which:

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

(ii) is disclosed to the Receiving Party by a third party
who has a right to make such disclosure in a
nonconfidential manner; or

(iiiy is or becomes part of the public domain through
no fault of the Receiving Party.

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

(c) Nothing in this Agreement will be construed to restrict
Receiving Party from disclosing Confidential Information as
required by law or court order or other governmental order or
request, provided in each case Receiving Party shall give
AbbVie prompt written notice (and in any case at least five (5)
business days notice) to allow AbbVie to take action to
protect its Confidential Information. In the event that no
protective order or other remedy is obtained, or AbbVie
waives compliance with the terms of this Section 9,
Receiving Party shall furnish only that portion of the
Confidential Information which is legally required based on
the written opinion of legal counsel.

(d) None of Receiving Parties will disclose to AbbVie any
information which is confidential or proprietary to a third party
unless Institution has first obtained the prior written approval
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Institicia neziskala predchadzajuci pisomny suhlas takejto
tretej strany aj spolo¢nosti AbbVie.

10. Utajenie u€astnika; ochrana udajov.

(a) Strany dodrzia vSetky platné zakony a pravne predpisy
slvisiace so zachovanim dévernosti Ugastnika Studie
a ochranou udajov. SkuSajuci bude v mene Institicie
zodpovedny za  ziskanie  podpisaného  Formuléra
informovaného suhlasu a dokumentu opravnenia (dalej len
JUCFY) od kazdého ugastnika Studie pred tym, ako sa
Geastnik zG&astni na Stadii. ICF musi umozZnit spolognosti
AbbVie a jej zastupcom, ktori st zapojeni do Studie alebo jej
vyhodnotenia, pristup k udajom Studie, ich spracovaniu,
vytvaraniu kopii, (prenosu a uchovavaniu. Kazdy ICF musi
byt v sulade s Protokolom a Medzindrodnou konferenciou
0 harmonizacii, Harmonizovanymi trojstrannymi smernicami
pre spravnu klinickd prax (ICH), v8etkymi platnymi zakonmi,
pravnymi predpismi a regulacnymi poziadavkami; a musi byt
pisomne schvaleny IRB/EC prisluSnym regulaénym organom
vratane Statneho Ustavu pre kontrolu liediv a spolognostou
AbbVie. ICF musi byt zabezpe€eny v sulade s platnymi
pravnymi predpismi, najma ustanoveniami §15 ods. 13 zak. €.
140/1998 Z.z. o lieku a zdravotnickych poméckach v platnom
zneni. Ugast Géastnika Stadie na Studii bude zavisiet od
podpisania prislusného ICF.

(b) Ak Institicia a/alebo Sku$ajuci zhromazduje, uchovava,
spracovava alebo spristupriuje informacie, ktoré identifikuju
jednotlivca alebo su v kombinacii sinymi informaciami
identifikovatelné vo vztahu k nemu, vratane ucastnikov
Studie a inych G&astnikov alebo 0sdb spojenych so Studiou
(dalej len "Osobné udaje”), mdze tak urobit len v sulade
s touto Zmluvou, vSetkymi platnymi pravnymi predpismi
a pisomnymi pokynmi spolognosti AbbVie. Institucia
a SkuSajuci zabezpedia vhodné bezpecénostné opatrenia na
zaistenie dovernosti a bezpecnosti Osobnych adajov.
Intiticia a Sku$ajuci budd bezodkladne informovat
spolo¢nost AbbVie o akomkolvek neopravnenom pristupe
alebo spristupneni Osobnych Udajov (dalej len ,PoruSenie
bezpeénosti®), vratane ¢asu a povahy Porusenia bezpec¢nosti,
a prijmu vSetky primerané opatrenia na napravu Porusenia
bezpecénosti. Ak platné pravne predpisy na ochranu udajov
pozaduju, aby strany uzatvorili dalSie zmluvy alebo zaruky,
vratane dohdd o medzinarodnom prenose udajov, Institucia
sa zavazuje zabezpecit implementaciu a podpisanie vietkych
potrebnych dohéd.

(c) Skusajuci potvrdzuje, suhlasi a zabezpeci, aby vSetci jeho
spoluskusajuci v Studii potvrdili a suhlasili, e spolo&nost
AbbVie bude zhromazdovat, pouzivat, spracovavat a
spristupriovat’ Osobné udaje Skusajuceho a
spoluskusajucich, vratane informacii ako su meno, adresa,
kvalifikdcia a skusenosti s klinickym skuganim.  Dalsie
pouzitie alebo spristupnenie mobéze zahfhat finanéné
informacie (vratane odmeny a vyplaty nahrad), verejnu
registraciu Stadie na internetovych strankach uréenych na
tento ucel, napr. www.clinicaltrials.gov, hodnotenia vhodnosti
Skusajuceho pre buduce studie zo strany spolo€nosti AbbVie
a na ucely suladu s platnymi pravnymi predpismi._ Skusajuci
berie na vedomie a vyslovne suhlasi a zabezpeci, aby vSetci
jeho spolusktgajuci v Stadii vyslovne sthlasili, Ze tieto
informacie sa v pripade potreby mézu na tieto ucely
spristupnit etickym komisiam, Statnym organom a inym

of both such third party and AbbVie.

10. Subject Confidentiality; Data Protection.

(@) The parties will comply with all applicable laws and
regulations regarding Study subject confidentiality and data
protection. Investigator will be responsible on behalf of the
Institution for obtaining a signhed Informed Consent Form and
authorization document (“ICE”) from each Study subject prior
to the subject’'s participation in the Study. The ICF must
permit AbbVie and its representatives involved with or
evaluating the Study to access, process, obtain copies,
transfer and retain Study data. Each ICF must conform with
the Protocol and be compliant with: International Conference
on Harmonisation, Harmonised Tripartite Guidelines for Good
Clinical Practice (ICH); all applicable laws and regulatory
requirements; and must be approved in writing by the IRB/EC
and the relevant regulatory authorities, including the State
Institute for Drug Control and AbbVie. The ICF must be
obtained in compliance with the rules set forth in the
applicable legal regulations, in particular the rules set forth in
Section 29(13) of the Act No. 362/2011 Coll. on Drugs and
Sanitary Tools Control, as amended. A Study subject’s
participation in the Study will be contingent upon execution of
a proper ICF.

(b) Where Institution and/or Investigator collects, retains,
processes or discloses information identifying or, in
combination with other information, identifiable to a living
individual, including Study subjects and others participating in
or associated with the Study (“Personal Data”) it shall only do
so in accordance with this Agreement, with all applicable laws
and with AbbVie’s written instructions. Institution and
Investigator shall maintain appropriate safeguards to ensure
the confidentiality and security of the Personal Data.
Institution and Investigator shall promptly inform AbbVie
about any unauthorized access to or disclosure of Personal
Data (“Security Breach”), including the timing and nature of
the Security Breach, and take all reasonable measures to
remedy the Security Breach.  Where applicable data
protection laws require that the parties enter into additional
agreements or undertakings, including international data
transfer agreements, Institution will undertake to ensure that
all necessary agreements are implemented and in place.

(c) Investigator acknowledges and consents to, and shall
cause all subinvestigators for the Study to acknowledge and
consent to, AbbVie’'s collection, use, processing, and
disclosure of Investigator's and sub-investigator's Personal
Data including details of his/her name, address, qualifications
and clinical trials experience. Additional uses or disclosures
may include financial information (including compensation
and reimbursement payments), public registration of the
Study on web sites designed for this purpose such as
www.clinicaltrials.gov,  assessments by  AbbVie of
Investigator’s suitability for future studies, and for purposes of
complying with applicable laws. Investigator understands and
expressly agrees and shall cause all subinvestigators for the
Study to expressly agree that this information may, if
necessary for these purposes, be made available to ethics
committees, government authorities and other companies
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spolo¢nostiam v rdmci skupiny AbbVie so sidlom v krajine, v
ktorej Studia prebieha, alebo v ostatnych krajinach vratane
Spojenych Statov, alebo sa mézu pouzit niekde inde, ak je to
poZzadované platnymi pravnymi predpismi alebo ak je to
potrebné na ucely Spravnej klinickej praxe alebo kontrolu a
preskimanie ochrany udajov.

11.Publicita. InStiticia pri  publicite, reklame alebo
informovani vo vztahu k ftretej strane alebo verejnosti
nezverejni, a zabezpedi, aby Prijimajuca strana nezverejnila
existenciu alebo podmienky tejto Zmluvy, ani nepouzila
meno, obchodnu znacku, obchodnu znamku alebo logo
spolo¢nosti  AbbVie bez predchadzajuceho pisomného
suhlasu spolo¢nosti AbbVie. Inétitdcia berie na vedomie, ze
spolo¢nost’ AbbVie méze spristupnit a zverejnit podmienky
tejto Zmluvy, vratane vySky akychkolvek platieb
realizovanych podfa tejto Zmluvy, ak to vyzaduju zakony
alebo pravne predpisy, a ak to AbbVie povazuje za vhodné.

12. Vynalezy. Akékolvek informacie, vynalezy, udaje alebo
objavy (patentovatelné, chranitelné autorskym pravom alebo
nie), inovacie, oznamenia alebo spravy, ktoré skoncipovala,
doviedla do praktického vyuzitia, realizovala, vytvorila alebo
vyvinula Prijimajuca strana, a ktoré su bud vysledkom
pouzitia ktoréhokolvek Materialu k Studii alebo su désledkom
vykonania  Studie, budli  bezodkladne  spristupnené

Indtitucia
a SkuSajuci suhlasia, Ze na Ziadost spolo¢nosti AbbVie
a naklady spolo¢nosti AbbVie vypracuju a podpiSu alebo
zabezpecia vypracovanie a podpisanie takych dokumentov,
a vykonaju také ukony, aké spolo¢nost AbbVie povazuje za
nevyhnutné a vhodné na ziskanie patentu alebo inej ochrany
vlastnictva vy3Sie uvedeného v mene spolo¢nosti AbbVie.

13. Publikacie a prezentacie.

(@) PoZiadavky na publikaciu. Pre podporu najvyssich
Standardov vztahujucich na vedecké publikacie, vratane
rukopisov, abstraktov a obrazovych/Ustnych prezentacii (dalej
spolu len ,Publikacie®) sa spolo¢nost AbbVie zavazuje
zachovavat transparentnost’ a eticku prax publikacie. Ak je
Skusajuci autorom akejkolvek Publikacie vyplyvajucej zo
Studie, musi Sku$ajuci dodrzat PoZiadavky na vedecké
publikovanie, ktoré su prilozené k tejto Zmluve ako Priloha B.

(b) Postupy. Spolo¢nost AbbVie si vyhradzuje pravo ako
prva zverejnit vysledky Stidie prostrednictvom Publikacie
alebo inej formy verejného spristupnenia (dalej spolu len
.Zverejnenie vysledkov §tudie“). Nasledne po tom, co
nastane skor: (i) Zverejnenie vysledkov Studie spolo€nostou
AbbVie, alebo (ii) dvanast’ (12) mesiacov po dokonéeni alebo
ukongeni Studie na v8etkych miestach vykonavania Studie,
bude mat Institicia a SkuSajuci pravo pripravit a predlozit
Zverejnenie vysledkov Studie na publikovanie vo vhodnych
vedeckych ¢asopisoch alebo inych odbornych publikaciach.
Ak Institacia alebo Skusajuci pripravia Zverejnenie vysledkov
Studie, Institicia poskytne alebo bude od SkuSajuceho
pozadovat, aby poskytol spolo€nosti AbbVie navrh prace na
preskumanie a vyjadrenie spolo¢nosti AbbVie najmenej
Sestdesiat (60) dni pred predloZzenim prace na Zverejnenie
vysledkov Studie s ciefom ubezpedit sa, &i sa nezverejiiuju
akékolvek patentovatelné skutoCnosti alebo Doéverné

within the AbbVie group of companies located both in the
country in which the Study is carried out and in other
countries, including in the United States or elsewhere as
required by applicable law or as necessary for the purposes
of Good Clinical Practice or data protection audits or
inspections.

11. Publicity. Institution shall not and shall ensure Receiving
Party shall not disclose the existence or terms of this
Agreement or use the name, trademark, servicemark or logo
of AbbVie in any publicity, advertising or information, which is
disseminated to any third person or to the general public
without AbbVie’s prior written approval. Institution
understands that the terms and conditions of this Agreement,
including the amount of any payment made hereunder, may
be disclosed and made public by AbbVie as required by law
or regulation or where AbbVie deems appropriate.

12. Inventions. Any information, invention, data or discovery
(whether patentable or copyrightable or not), innovation,
communication or report, conceived, reduced to practice,
made, generated or developed by the Receiving Party that
either results from use of any of the Study Materials or results
from conduct of the Study will be promptly disclosed to

Institution and Investigator each agree, upon
AbbVie’s request and at AbbVie’'s expense, to execute or
cause to have executed such documents and to take such
other actions as AbbVie deems necessary or appropriate to
obtain patent or other proprietary protection in AbbVie’s
name covering any of the foregoing.

13. Publications and Presentations.

(&) Publication Requirements. To foster the highest
standards of conduct related to scientific publications,

including  manuscripts,  abstracts, and  poster/oral
presentations (collectively, “Publication(s)”), AbbVie is

committed to transparency and ethical publication practices.
If Investigator serves as an author on any Publication
emanating from the Study, Investigator to comply with the
Requirements for Scientific Publications attached hereto as
Exhibit B.

(b) Procedures. AbbVie shall retain the first right to
disclose the results of the Study through a Publication or any

other public disclosure (collectively, a “Study Results
Disclosure”).  Accordingly, following the earliest of: (i)

AbbVie’s Study Results Disclosure; or (ii) twelve (12) months
after completion or termination of the Study at all Study sites,
Institution and Investigator shall have the right to prepare and

submit for Publication a Study Result Disclosure in
appropriate  scientific  journals or other professional
publications. If Institution or Investigator prepares a Study

Results Disclosure, Institution shall provide or shall require
Investigator to provide AbbVie, at least sixty (60) days prior to
any submission of a work for a Study Results Disclosure, with
a draft of the same for AbbVie’s review and comment to
ascertain whether any patentable subject matter or AbbVie
Confidential Information (other than the results of the Study
generated hereunder) are disclosed therein. AbbVie shall
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informacie spolognosti AbbVie (okrem vysledkov Studie, ktoré
boli vytvorené podla tejto Zmluvy). Spolo¢nost AbbVie zaSle
Institacii alebo  SkuSajucemu  pripomienky spat do
Sestdesiatich (60) dni od prijatia navrhu Zverejnenia
vysledkov S$tudie (dalej len ,Obdobie pre preskumanie®).
Okrem toho musi Institucia alebo Sku$ajuci okrem Obdobia
na preskimanie pozdrzat navrhované Zverejnenie vysledkov
Studie o dalSich Sestdesiat (60) dni navySe k Obdobiu pre
preskumanie v pripade, Ze to spolo¢nost AbbVie pozaduje na
zabezpecenie svojej patentovej alebo inej vlastnickej ochrany
(dalej len ,Doba pozdrzania"). Institucia suhlasi , a bude od
SkuSajuceho pozadovat, aby suhlasil so zachovanim
dovernosti Zverejnenia vysledkov Studie az kym neuplynie
Obdobie pre preskimanie a Doba pozdrzania, pokial ju
spolo¢nost’” AbbVie uplatnila. In&titucia suhlasi, a bude od
SkuSajuceho pozadovat, aby suhlasil, Zze sa pripomienkam
spolo¢nosti AbbVie bude venovat nalezita pozornost; a dalej
ze Dobverné informacie spolo¢nosti AbbVie (okrem vysledkov
Studie, ktoré boli vytvorené podlfa tejto Zmluvy) budu
vymazané zo Zverejnenia vysledkov Studie. V pripade, Ze sa
Institucia alebo Skusajuci a spolo¢nost AbbVie rozchadzaju
v n4zore alebo interpretcii udajov v Zverejneni vysledkov
Studie, vyrieSia strany tieto rozpory v dobrej viere
prostrednictvom primeranej vedeckej rozpravy.

14. Prehlasenia a zaruky:
sa, ze:

Institacia prehlasuje a zarucuje

(@) podmienky tejto Zmluvy su platnymi a zavaznymi
povinnostami In&titucie, a nie su v rozpore s akoukolvek inou
zmluvnou alebo zakonnou povinnostou Institicie alebo
Skusajuceho, ani v rozpore s politikami a postupmi Institucie
alebo politkami a postupmi akejkolvek institucie alebo
spolo¢nosti, s ktorou je Institacia alebo Skusajici prepojeny;

(b) poskytovanie sluzieb Instituciou a prijatie odmeny,
vratane prijatia stravného a/alebo nahrady za primerané
naklady vynaloZzené na stretnutia skuSajucich alebo iné
stretnutia pozadované spolo¢nostou AbbVie, ktoré mézu byt
poskytnuté  SkuSajucemu alebo Indtitdcii  (vratane jej
zamestnancov a zastupcov) podla tejto Zmluvy, je v sulade
so vSetkymi politkami a postupmi Institicie, aze
poskytovanie takychto sluzieb zo strany Skusajuceho
nepredstavuje konflikt zaujmov s ostatnymi sluzobnymi
povinnostami Skusajuceho;

(c) SkuSajuci dostal od InStitucie vSetky pozadované
pisomné alebo iné opravnenia na poskytovanie sluzieb
a prijatie stravného a/alebo nahrady za primerané naklady,
ktoré mu vznikli v suvislosti so stretnutiami skusajucich alebo
inymi stretnutiami pozadovanymi spolo¢nostou AbbVie, ktoré
mdzu byt SkuSajucemu poskytnuté podla tejto Zmluvy;

(d) Institicia a SkuSajuci sa zavazuju
zadavatela delegované spolo¢nostou
Zakona, uvedené v sekcii 1(c).

plnit  povinnosti
AbbVie v zmysle

(e) InStitucia a SkuSajuci maju  skusenosti, schopnosti,
primerany pocet UCastnikov a zdroje, okrem iného vratane
dostatoéného  persondlu  avybavenia, na efektivne
aprimerane rychle vykonanie Studie profesionalnym
a kompetentnym spésobom;

(f) vsetci spoluskusajici, ktorych Institacia vyuzije pri Studii,

return comments to Institution or Investigator within sixty (60)
days after receipt of the draft Study Results Disclosure
(“Review Period”). In addition, Institution or Investigator shall
delay any proposed Study Results Disclosure an additional
sixty (60) days in addition to the Review Period in the event
AbbVie so requests to enable AbbVie to secure patent or
other proprietary protection (“‘Delay Period”). Institution
agrees and shall require Investigator to agree to keep the
proposed Study Results Disclosure confidential until the
Review Period and, if elected by AbbVie, the Delay Period
has expired. Institution agrees and shall require Investigator
to agree that due consideration will be given to AbbVie
comments; and further, AbbVie Confidential Information
(other than the results of the Study generated hereunder)
shall be deleted from any Study Results Disclosure. In the
event that Institution or Investigator and AbbVie differ in their
opinion or interpretation of data in the Study Results
Disclosure, the parties shall resolve such differences in good
faith through appropriate scientific debate.

14. Representations and Warranties. Institution represents
and warrants that:

(@) the terms of this Agreement are valid and binding
obligations of Institution, and are not inconsistent with any
other contractual or legal obligation it or Investigator may
have or with Institution’s policies and procedures or the
policies and procedures of any institution or company with
which each of Institution or Investigator is associated;

(b) Institution’s performance of the services and acceptance
of compensation, including the acceptance of any meals
and/or reimbursement of reasonable expenses for
investigator meetings or other AbbVie required meetings,
which may be provided to Investigator or Institution (including
its employees and agents) hereunder, is in compliance with
all policies and procedures of Institution, and that
Investigator's performance of such services does not present
a conflict of interest with Investigator’s official duties;

(c) Investigator has received any required authorization,
written or otherwise, from Institution for Investigator's
performance of the services and acceptance of any meals
and/or reimbursement of reasonable expenses for
investigator meetings or other AbbVie required meetings,
which may be provided to Investigator hereunder;

(d) Institution and Investigator will perform the sponsor
obligations delegated by AbbVie in accordance with the Act,
as set forth in Section 1(c).

(e) Institution and Investigator have the experience,
capabilities, adequate subject population, and resources,
including but not limited to sufficient personnel and
equipment, to efficiently and expeditiously perform the Study
in a professional and competent manner;

() any subinvestigators used by Institution for the Study will
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budu vybrani na zaklade zvazenia tychto skutoCnosti: (i)
Skolenia a odborné znalosti v prislusnych oblastiach, (i)
vhodné vyskumné zariadenia, (iii) skusenosti s prisluSnym
suborom U&astnikov Studie, aby mal spoluskusajici
primerane vysoku pravdepodobnost naboru vhodnych
Ugastnikov vyskumu aich zotrvania do dokonéenia Studie;
(iv) predchadzajuci vedecky vyskum alebo klinické
skusenosti; a (v) schopnost vykonat Studiu v sllade
s platnymi pravnymi a regulaénymi poZiadavkami;

(g) (i) SkuSajuci ma aktualnu a platnd lekarsku licenciu
v jurisdikcii, v ktorej sa Klinicka Studia uskutoCruje, (ii) tato
licencia nebola nikdy odnata, jej platnost nebola nikdy
obmedzena alebo pozastavené lekarskou komorou alebo
inym organom vydavajucim licencie, (iii) jeho opravnenie
alebo spobsobilost vykonavat lekarsku prax nebolo nikdy
zruSené, obmedzené alebo pozastavené zdravotnickym
zariadenim alebo inym poskytovatelom zdravotnickych
sluzieb, a (iv) podla svojho najlepSieho vedomia Sku$ajuci
nie je podrobeny Ziadnemu vysetrovaniu, ktoré by mohlo mat
za nasledok odnatie, obmedzenie alebo pozastavenie jeho
lekarskej licencie alebo opravnenia alebo spdsobilosti
vykonavat' lekarsku prax v zdravotnickom zariadeni alebo
u iného poskytovatela zdravotnickych sluzieb. V pripade, ze
pocas doby platnosti tejto Zmluvy déjde k zmene niektorej
z uvedenych skutoCnosti, Institucia bude o tom spolo€nost
AbbVie bezodkladne informovat, pricom spolo¢nost AbbVie
je opravnena tuto Zmluvu bezodkladne vypovedat; a

(h) ak vpriebehu Doby platnosti tejto Zmluvy nastanu
vyznamné zmeny s ohfadom na okolnosti tejto Zmluvy (t.j.
ddjde k zmene politiky alebo postupu, ktora sa da dévodne
vykladat ako ovplyvnenie vhodnosti ucasti Institucie alebo
SkuSajuceho na tejto Zmluve), Institdcia suhlasi, ze bude
okamzite otakychto zmenach pisomne informovat
spolo¢nost AbbVie.

15. Doba platnosti a ukonéenie.

(@) Tato Zmluva bude ucinna od Datumu uUc&innosti a straca
platnost diom, ktory nastane neskér: (i) jeden (1) rok od
Datumu Gginnosti, (i) defi uzamknutia databazy k Studii v
pripade registracie ucastnikov podla tejto Zmluvy, alebo (iii)
den splnenia v8etkych povinnosti stran podla tejto Zmluvy
(dalej len ,Doba platnosti®), pokial nebude ukonéena skor
podra Clanku 15(b) nizsie.

(b) Tato Zmluvu moéze ukongit:

i) spolo¢nost AbbVie alebo Institicia po zaslani
pisomnej vypovede druhej strane, ak: (A) druha strana
poruSila podstatnd podmienku tejto Zmluvy, alebo (B)
v pripade ukond&enia Studie zo strany Vladnej agentiry
(Spojenych Statov pre potraviny a lieky (,FDA®) alebo
iného Statneho alebo regulaéného organu;

(i) spolo€nost AbbVie okamzite po zaslani pisomnej
vypovede Institucii, ak: (A) osobné sluzby SkuSajuceho
nie su k dispozicii; podfa Clanku 2 (Hlavny skusajuci;
kontakty) tejto Zmluvy (B) existuje na zaklade
vyhradného zvazenia spolo¢nosti AbbVie nepriaznivé
bezpeénostné riziko vo vztahu k Produktu, ktory je
predmetom Studie a v désledku toho je pokraCovanie
v skuSani nevhodné, (C) Institucia nesplni kritéria naboru

be selected based upon a consideration of the following: (i)
training and expertise in relevant fields; (ii) appropriate
research facilities; (iii) experience with the relevant subject
population so that the subinvestigator has a reasonably high
likelihood of recruiting the appropriate research participants
and following through to the completion of the Study; (iv) prior
scientific research or clinical experience; and (v) ability to
conduct the Study in accordance with applicable legal and
regulatory requirements;

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

(h) if any significant changes occur during the Term 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 Institution
or Investigator’'s involvement in this Agreement), Institution
agrees to immediately notify AbbVie in writing of any such
changes.

15. Term and Termination.

(@) This Agreement will be effective on the Effective Date
and shall expire on the later of: (i) one (1) year from the
Effective Date; (ii) the date of Study database lock if there is
subject enrolliment under this Agreement; or (iii) the date of
completion of all the obligations of the parties hereunder (the
“Term”), unless terminated earlier as provided in Section
15(b) below.

(b) This Agreement may be terminated:

(i) by either AbbVie or Institution upon written notice to
the other party if: (A) the other party has breached a
material term of this Agreement; or (B) in the event of
termination of the Study by the United States Food and
Drug Administration (the “EDA”) or any other
governmental or regulatory authority;

(i) by AbbVie immediately upon written notice to
Institution if: (A) the personal services of Investigator is
not available; pursuant to Section 2 (Investigator;
Contacts) of this Agreement (B) in AbbVie's sole
judgment, an adverse safety concern with respect to
Study Product makes continued testing unadvisable; (C)
Institution does not meet enrollment criteria, IRB/EC
approval, or essential document submission within the
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ucastnikov, neziska suhlas IRB/EC, alebo nepredlozi
nevyhnutni dokumentaciu v lehotach stanovenych v tejto
Zmluve, (D) lekarska licencia SkuS$ajuceho, alebo jej
ekvivalent sa obmedzi alebo pozastavi, alebo bude proti
Skusajucemu vedené vySetrovanie alebo disciplinarne
konanie zo strany akejkolvek lekarskej rady, alebo (E)
InStitucia alebo Sku$ajuci sa stanu Fyzickou alebo
Pravnickou osobou s pozastavenou ¢&innostou,
Vyradenou Fyzickou alebo Pravnickou osobou alebo
Usved€enou Fyzickou alebo Pravnickou osobou, alebo
bude proti nim vedené konanie, ktoré moze viest k tomu,
Ze sa stanu Fyzickou alebo Pravnickou osobou s
pozastavenou ¢innostou, Vyradenou Fyzickou alebo
Pravnickou osobou alebo Usved€enou Fyzickou alebo
Pravnickou osobou, alebo sa dostani na Zoznam
vylu€enych klinickych skuSajucich/skusajucich
s obmedzenim ¢innosti; alebo

(iii) spolocnost AbbVie bez udania dbévodu po
predchadzajucej pisomnej vypovedi zaslanej Institucii
s tridsatdriovou (30) vypovednou lehotou.

(c) Ukoncenie alebo uplynutie platnosti tejto Zmluvy nebude
mat vplyv na akékolvek prava alebo povinnosti, ktoré vznikli
pred jej uzatvorenim. V pripade pred¢asného ukoncenia tejto
Zmluvy InStiticia bud nalezite vypovie a ukonéi uCast
vSetkych dovtedy zaregistrovanych u€astnikov, alebo dokonci
Studiu pre dovtedy zaregistrovanych Gg&astnikov Studie,
pokial to vyZzaduje zavedena lekarska prax.

16. Odskodnenie.

(@) SpoloCnost AbbVie odSkodni, bude hajit a nahradi
Institucii, Skusajucemu, funkcionarom Institucie a ostatnym
kvalifikovanym zamestnancov Institucie, ktori pracuju pod
priamym dohladom SkuSajuceho (dalej len ,OdSkodnené
osoby*) pri vykonavani Studie, naklady na obhajobu (aZ do
okamihu, kedy obhajobu prevezme spolo¢nost AbbVie)
a priznanti nahradu skody, ak je nejaka (dalej spolu len
~otraty“) vyplyvajuce z akéhokolvek naroku alebo sudneho
procesu zo strany U&astnika Studie, ktory si narokuje
ublizenie na zdravi v désledku pouzivania Produktu, ktory je
predmetom $tidie podas Studie. Povinnost od$kodnenia zo
strany spolo¢nosti AbbVie sa vztahuje len na pripady, ak bol
Produkt, ktory je predmetom $tidie, pouZity podas Studie
v sulade s Protokolom, zavedenou lekarskou praxou
a ostatnymi  pisomnymi  pokynmi spolo€nosti AbbVie.
Povinnost odskodnenia zo strany spolo¢nosti AbbVie sa
nevztahuje na akékolvek Straty, ktoré je mozné pripisat,
priamo alebo nepriamo, nedbanlivosti, neopatrnosti alebo
umyselnému pochybeniu niektorej z OdSkodnenych osbb
alebo jej zamestnancov, zastupcov, subdodavatelov,
pobodiek alebo tretich stran. Bez ohladu na &okolvek iné
vtejto Zmluve vopaénom zmysle a pokial to nezakazuju
miestne pravne predpisy, bude spolo€nost AbbVie povinna
hajit a odskodnit Odskodnené osoby podla tejto zmluvy za
akékolvek a vSetky Straty narokované podla tejto Zmluvy
maximalne do Uhrnnej Ciastky pat miliéGnov dolarov
(5 000 000 USD).

(b) VysSie uvedena dohoda o odskodneni Odskodnenych
oséb je podmienena  nasledovnymi  povinnostami
Odskodnenych osbb:

timelines of this Agreement; (D) Investigator's medical
license, or its equivalent, becomes restricted or
suspended or Investigator becomes a subject to any
investigation or disciplinary action by any medical board;
or (E) Institution or Investigator becomes a Debarred,
Excluded, or Convicted Entity or Individual or becomes
the subject of a proceeding which could lead to that party
becoming a Debarred Excluded, or Convicted Entity or
Individual, or becomes added to FDA'’s
Disqualified/Restricted List for clinical investigators; or

(i) by AbbVie without cause upon at least thirty (30)
days prior written notice to Institution.

(c) Termination or expiration of this Agreement will not affect
any rights or obligations which have accrued prior thereto. In
the event of premature termination of this Agreement,
Institution will either appropriately withdraw and discontinue
all then-enrolled subjects or complete the Study for
then-enrolled Study subjects where required by accepted
medical practice.

16. Indemnification.

(&) AbbVie will indemnify, defend and hold harmless
Institution, Investigator, Institution’s officers, and all other
qualified employees of the Institution working under the direct
supervision of the Investigator (“Indemnitees”) in the conduct
of the Study for the cost of defense (until such time as AbbVie
assumes the defense) and for compensatory damages
awarded, if any, (collectively, “Losses”) arising from any claim
orlawsuit made by a Study subject alleging bodily injury
sustained as a result of the use of any Study Product during
the Study. AbbVie’s indemnification obligation applies only if
Study Product is used during the Study in accordance with
the Protocol, with accepted medical practice and with any
other written instructions furnished by AbbVie. AbbVie’s
indemnification obligation will not apply to any Losses
attributable, whether directly or indirectly, to the negligence,
recklessness or willful misconduct of any of the Indemnitees
or their employees, agents, subcontractors, affiliates or third
parties. Notwithstanding anything herein to the contrary, and
except if prohibited by local law, AbbVie’s obligation to defend
and indemnify Indemnitees hereunder will not exceed an
aggregate amount, including any and all Losses claimed
hereunder, of Five Million Dollars ($5,000,000).

(b) The foregoing agreement to indemnify Indemnitees is
conditioned upon the following obligations of Indemnitees to:
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(i) pisomne informovanie  spoloCnosti  AbbVie
0 akomkolvek naroku alebo sudnom procese zaslanim
ozndmenia na adresu uvedent v Clanku 23 tejto
Zmluvy do péatnastich (15) dni odo dna prijatia
oznamenia o danom naroku alebo sudnom procese
Odskodnenymi osobami, alebo pocas iného ¢asového
ramca tak, aby nebola dotknutd schopnost a pravo
spolo¢nosti AbbVie na obhajobu alebo urovnanie
takéhoto naroku alebo sudneho sporu podla
vyhradného uvazenia spolo¢nosti AbbVie;

(i) poskytnutie pomoci spolo¢nosti AbbVie ajej
zastupcom pri vySetrovani a obhajobe v sudnom
procese a/alebo naroku, vo vztahu ku ktorému sa ma
poskytnut odSkodnenie; a

(iii) nedohodnutie sa na zmieri ani iné urovnanie

takéhoto naroku alebo sudneho procesu bez
predchadzajuceho pisomného suhlasu spolo€nosti
AbbVie.

17. Priama ujma udéastnika. Ak sa v priebehu Studie
vyskytne akakolvek ujma ucastnika v priamom dosledku
pouzitia Produktu, ktory je predmetom Studie alebo nalezite
vykonanych postupov pozadovanych v Protokole (dalej len
.Priama ujma ucastnika“), spolo¢nost AbbVie suhlasi so
zaplatenim v8etkych primeranych lekarskych vydavkov
potrebnych na lieCbu takejto Priamej ujmy U€astnika za
predpokladu, Ze ugastnik Studie (i) dodrzal vsetky pokyny
skuSajucich a (i) nebol inak odSkodneny zdravotnym
poistenim. VyS8Sie uvedené neplati, ak je Priama ujma
Ucastnika dbsledkom nedbanlivosti, neopatrnosti alebo
umyselného pochybenia Institucie alebo SkusSajuceho, ich
funkcionarov, zastupcov alebo zamestnancov, alebo
dosledkom nedodrzania Protokolu z ich strany. Priama ujma
ucastnika nezahffia prirodzeny vyvoj akéhokolvek uz
existujuceho ochorenia alebo akejkolvek suvisiacej choroby
bez ohfladu na to, & boli alebo neboli predtym
diagnostikované.

18. Poistenie. Obe strany suhlasia, ze uzatvoria poistnu
zmluvu alebo zmluvy alebo vlastné poistenie, ktoré bude
dostaCujuce na uspokojenie  prisluSnych  povinnosti
a zavazkov podla tejto Zmluvy v takom rozsahu, v akom su
tieto povinnosti a zavazky komeréne poistitelné. Obe strany
dalej suhlasia, Ze poskytni pisomny doklad o takomto
poisteni (vratane osved&enia o poisteni alebo inych dékazov
o primeranych zarukach) druhej strane do siedmich (7)
pracovnych dni odo dfia prijatia pisomnej ziadosti druhej
strany.

19. Vylu€enie a vyradenie. Institicia vyhlasuje a zaru€uje
sa, ze proti Institicii, jej zamestnancom vratane Skusajuceho,
zastupcov a subdodavatelov, ktori sa zuc€astiiuju na plneni
tejto Zmluvy, atiez spoluskusajucich, nikdy nebolo ani
v su€asnosti nie je vedené konanie, ktoré by mohlo viest k
tomu, Ze sa InStitucia, jej zamestnanci, zastupcovia alebo
subdodavatelia stanu Fyzickou alebo Pravnickou osobou s
pozastavenou ¢innostou, Vyradenou Fyzickou alebo
Pravnickou osobou alebo Usved€enou Fyzickou alebo
Pravnickou osobou,ani nie su na FDA Zozname vylu€enych
klinickych skusajucich/skusajucich s obmedzenim &innosti.
Intitucia sa dalej zavazuje, vyhlasuje a zaruCuje sa, ze ak
poCas Doby platnosti tejto Zmluvy je alebo bude proti

(i) advise AbbVie of any claim or lawsuit, in writing to
the addresses stated in Section 23 of this Agreement,
within fifteen (15) days after Indemnitees has received
notice of said claim or lawsuit, or within such other time
frame so that AbbVie’s ability and rights to defend or
settle such claim or lawsuit, as determined in AbbVie's
sole discretion, are not prejudiced;

(i) assist AbbVie and its representatives in the
investigation and defense of any lawsuit and/or claim for
which indemnification is provided; and

(iif) not compromise or otherwise settle any such claim
or lawsuit without AbbVie's prior written consent.

17. Subject Direct Injury. If during the course of the Study
any injury occurs to a subject as a direct result of the Study
Product or properly performed procedures required by the
Protocol (“Subject Direct Injury”), AbbVie agrees to pay all
reasonable medical expenses necessary to treat such
Subject Direct Injury, provided that the Study subject (i)
follows the directions of the investigators, and (ii) is not
otherwise reimbursed by medical insurance. The foregoing
shall not apply where the Subject Direct Injury is due to the
negligence, recklessness or willful misconduct of Institution or
Investigator, their officers, agents, or employees, or their
failure to follow the Protocol. Subject Direct Injury does not
include the natural progression of any pre-existing disease or
any underlying iliness, whether or not previously diagnosed.

18. Insurance. Each party agrees to maintain a policy or
policies of insurance or self-insurance sufficient to satisfy its
respective duties and obligations under this Agreement to the
extent such duties and obligations are commercially
insurable. Each party further agrees to provide written
evidence of such insurance (including certificates of
insurance or other evidence providing reasonable
assurances) to the other party within seven (7) business days
following receipt of written request by the other party
therefore.

19. Debarment and Exclusion. Institution represents and
warrants that none of Institution, any Institution employees,
including Investigator, agents and subcontractors performing
services hereunder, including any subinvestigators, have ever
been, are currently, or are the subject of a proceeding that
could lead to Institution or such employees, agents or
subcontractors 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.
Institution further covenants, represents and warrants that if,
during the Term, Institution, or any of Institution’s employees,
including Investigator, agents or subcontractors, including any
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Institucii, jej zamestnancom vratane SkuSajuceho, zastupcov
alebo subdodavatelov vratane spoluskusSajucich, ktori sa
zUc€asthuju na plneni tejto Zmluvy, vedené konanie, ktoré
moze viest k tomu, Ze sa takato strana stane Fyzickou alebo
Pravnickou osobou s pozastavenou c¢innostou, Vyradenou
Fyzickou alebo Pravnickou osobou alebo Usvedcenou
Fyzickou alebo Pravnickou osobou, alebo sa dostani na FDA
Zoznam vylu€enych klinickych skusajucich/skisajucich s
obmedzenim  ¢innosti, InStiticia okamzite informuje
spolo¢nost’ AbbVie a spolo¢nost AbbVie bude mat pravo
okamzite ukoncit tuto Zmluvu. Ustanovenie podfa tohto
odseku, ktoré sa tyka oznamenia o konani, ktoré nastalo
pocCas obdobia platnosti, zostava v platnosti aj po ukonceni
alebo uplynuti platnosti tejto Zmluvy. Na Uc€ely tohto
ustanovenia sa pouziju tieto definicie:

(a) ,Fyzickd osoba s pozastavenou &innostou“ je osoba,
ktora bola vylu¢ena FDA podla Hlavy 21 Zakona Spojenych
Statov (dalej len ,USC*), Clanku 335a (a) alebo (b) inym
opradvnenym organom, okrem iného vratane miestneho
opravneného organu z poskytovania

sluzieb akéhokplvek charakteru osobe, ktora ma schvalenu
alebo na schvalenie podanu zZiadost o pouzitie lieku.

(b) ,Pravnickd osoba s pozastavenou ¢innostou“ je
spolo¢nost, zdruzenie alebo organizacia, ktora bola vylu¢ena
FDA podfa Hlavy 21 Zakona Spojenych $tatov, Clanku 335a
(@) 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 pobocka Pravnickej osoby s
pozastavenou ¢innostou.

(c) ,Vyradena fyzickd osoba“ alebo ,Vyradena pravnicka
osoba“ je (i) fyzickda, resp. pravnicka osoba, ktora stratila
opravnenie k €innosti alebo ktorej bola pozastavena alebo
zrudena cinnost, resp. ktora inym spésobom stratila pravo
zUCastiiovat sa  federdlnych  programov  zdravotnej
starostlivosti, akymi su Medicare alebo Medicaid, na zaklade
rozhodnutia Kancelarie hlavného inSpektora Ministerstva
zdravotnictva USA alebo (ii) fyzicka, resp. pravnicka osoba,
ktora stratila opravnenie k Cinnosti alebo ktorej ¢innost bola
pozastavena alebo zruSend, resp. ktora inym spdsobom
stratila pravo zucCastfiovat sa federalnych programov
priameho alebo nepriameho obstaravania, vratane tych
realizovanych Uradom v&eobecnej spravy sluZieb USA.

(d) ,UsvedCena fyzicka osoba“ alebo ,UsvedCena pravnicka

osoba“ je fyzicka, resp. pravnicka osoba, ktora bola
usved€ena zo spachania trestného c&inu spadajuceho do
podsobnosti Zakona &. 21 USC Cast 335a(a) alebo Zakona &.
42 USC Cast 1320a - 7(a), ale ktora e$te nestratila
opravnenie k €innosti alebo ktorej

¢innost’ eSte nebola pozastavena alebo zruSena, resp. ktora
eSte nebola vyhlasena za neopravnenu inym spdsobom.

(e) ~CDA Zoznam vylu¢enych klinickych

subinvestigators, performing services hereunder, 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, Institution will immediately notify
AbbVie, and AbbVie will have the right to immediately
terminate this Agreement. The provision of this paragraph
regarding notice of acts occuring during the Term will survive
termination or expiration of this Agreement. For purposes of
this provision, the following definitions will apply:

(&) A “Debarred Individual” is an individual who has been
debarred by the FDA pursuant to Title 21 of the United States
Code (“USC”) Section 335a (a) or (b) 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.

(b) A “Debarred Entity” is a corporation, partnership or
association that has been debarred by the FDA pursuant to
Title 21 of USC Section 335a (a) or (b) by any other
competent authority, including, without limitation, any local
competent authority from submitting or assisting in the
submission of any abbreviated drug application, or a
subsidiary or affiliate of a Debarred Entity.

(c) 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 of the U.S.
Department of Health and Human Services; or (i) 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.

(d) 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.

(e) “EDA’s Disqualified/Restricted List” is the list of clinical

skuSajucich/skusajucich s obmedzenim Einnosti* je zoznam
klinickych sku$ajucich, ktori maju obmedzenie prijimat
skusané lieky, biologicky material alebo zariadenia, ak FDA
stanovila, Ze skuSajuci opakovane alebo Uumyselne nesplnili
regulacné poziadavky na Studie alebo predlozili nepravdivé
udaje zadavatelovi Studie alebo FDA.

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.
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[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

20. Nezavisly dodavatel. Kazdy vztah Institucie a
Skusajuceho so spolo¢nostou AbbVie podla tejto Zmluvy je
vztahom nezavislého dodavatela, a Institucia ani Skusajuci
nema opravnenie zavazovat spolo¢nost AbbVie alebo konat
V jej mene.

21. Postupenie. Institicia nesmie tuto Zmluvu postupit
Ziadnej inej strane ani nesmie zadat vykonavanie svojich
sluzieb podfa tejto Zmluvy subdodavatelovi bez
predchadzajuceho pisomného suhlasu spolognosti AbbVie.
Akykolvek pokus o postupenie bez predchadzajuceho
pisomného suhlasu spolo¢nosti AbbVie bude neplatny a
neucinny, abude predstavovat zavazné poruSenie tejto
Zmluvy. Odsuhlaseny nadobudatel prevezme vSetky
zavazky Institucie podla tejto Zmluvy. Postupenie nezbavi
Instituciu zodpovednosti za plnenie akychkolvek vzniknutych
zavazkov. V pripade, Ze ma Institicia povolené zadat
plnenie akykolvek povinnosti podfa tejto Zmluvy tretej strane,
musi tento subdodavatel podpisat zmluvu, ktord zavazuje
takéhoto subdodavatela, aby dodrzal vSetky podmienky tejto
Zmluvy, a Institicia bude nadalej zodpovedna za konanie
alebo nekonanie takéhoto subdodavatela, ako keby tuto
¢innost vykonavala samotna Institucia.

22. Spoluskusajici. Inétiticia nebude vyuZivat na Studiu
Ziadnych spolusku$ajucich bez predchadzajuceho pisomného
stuhlasu spolo¢nosti AbbVie, ato len na zaklade zmluvy
s Indtituciou, ktord zabezpeli, Ze spoluskuSajuci bude
dodrziavat vSetky podmienky tejto Zmluvy. Okrem toho, vo
vztahu k akymkolvek takymto spoluskuSajucim, ktori nie su
zamestnancami Institucie, Institucia:

(a) zabezpedi, aby takyto spoluskusajuci podpisal zmluvu vo
forme akceptovatelnej pre spolo€nost AbbVie, ktora zavazuje
takéhoto spolusku$ajuceho, aby dodrziaval podmienky tejto
Zmluvy, a

(b) ziska potvrdenie zamestnavatela takéhoto
spoluskusajuceho, ze sa spoluskusajuci zu€astriuje na Stadii
a je povinny dodrziavat podmienky tejto Zmluvy.

23. Oznamenia. Akékolvek oznamenia, ktoré sa
pozaduju alebo inak uskuto€ruju podla tejto Zmluvy, musia
byt v pisomnej forme, doru¢ené osobne alebo zaslané
doporu¢enou postou s doru¢enkou, alebo prostrednictvom
uznanej kuriérskej sluzby, alebo faxom s potvrdenim prijatia
riadne adresované druhej strane na adresu uvedenu nizSie.
Oznamenia budu povazované za dorucené (a) v den
dorucenia v pripade osobného dorucenia alebo zaslania
doporu¢enou poStou alebo uznanou kuriérskou sluzbou,
alebo (b) v defi potvrdenia prijatia v pripade odoslania faxom.
Pre Instituciu:

Ing. Erika Chuda

Specializovana nemocnica sv. Svorada Zobor, n.o.
Klastorska 134

949 88 Nitra, Slovakia

Teleféon: 037 6941 227

Fax: 037 6510 616

Pre Skusajuceho:
Doc. MUDr. Peter Berzinec

20. Independent Contractor. Each of Institution and
Investigator's relationship to AbbVie under this Agreement is
that of an independent contractor, and neither Institution nor
Investigator has authority to bind or act on behalf of AbbVie.

21. Assignment. Institution may not assign this Agreement to
any other party, or subcontract any of its services hereunder,
without AbbVie’s prior written consent. Any attempted
assignment without AbbVie’s prior written consent will be null
and void and will constitute a material breach of this
Agreement.  Any permitted assignee shall assume all
obligations of Institution under this Agreement. Assignment
shall not relieve Institution of responsibility for the
performance of any accrued obligation. Further, in the event
that Institution is permitted to subcontract any duty hereunder
to any third party, such subcontractor shall execute an
agreement obligating such subcontractor to comply with the
terms and conditions hereof, and Institution shall remain
responsible and liable for the acts or omissions of such
subcontractor activites as if such activites had been
performed by Institution.

22. Subinvestigators. Institution will not use any
subinvestigator for the Study without AbbVie’s prior written
consent, and only upon Institution’s agreement to ensure any
subinvestigator’'s compliance with the terms and conditions of
this Agreement. In addition, as to any such subinvestigator
not employed by Institution, Institution will:

(a) have any such subinvestigator execute an agreement in a
form acceptable to AbbVie obligating such subinvestigator to
comply with the terms and conditions hereof, and

(b) obtain an acknowledgement by such subinvestigator’s
employer that such subinvestigator is participating in the
Study and is obligated to comply with the terms and
conditions hereof.

23. 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 Institution:

Ing. Erika Chuda

Specializovana nemocnica sv. Svorada Zobor, n.o.
Klastorska 134

949 88 Nitra, Slovakia

Phone: 037 6941 227

Fax: 037 6510 616

If to Investigator:
Assoc. Prof. Peter Berzinec M.D., CSc.
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[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

Oddelenie klinickej onkologie

Specializovana nemocnica sv. Svorada Zobor, n.o.
Klastorska 134

949 88 Nitra, Slovakia

Telefon: 00421 37 6941246

Fax: 00421 37 6941346

Pre AbbVie:

s kopiou na:

Divisional Vice President and
Associate General Counsel

Business Legal

AbbVie Inc.

1 North Waukegan Road

North Chicago, IL 60064-6011; U.S.A.
Fax: 847-938-1206

24. Pretrvanie v platnosti. Bez ohladu na ukoncenie tejto
Zmluvy z akéhokolvek ddvodu, zostanu prava a povinnosti,
ktoré podfa podmienok tejto Zmluvy pretrvaju ukonéenie
Zmluvy, v plnej platnosti a ucinnosti.

25. Oddelitelnost. Ak je akékolvek ustanovenie, pravo alebo
opravny prostriedok podla tejto Zmluvy povazovany sudom
prislusnej jurisdikcie za nevymahatelny alebo neudinny,
platnost a vymahatelnost ostatnych ustanoveni zostane
nedotknuta.

26. Rovnopisy. Tato Zmluva mobze byt vyhotovena
v lubovolnom pocte rovnopisov, z ktorych kazdy sa bude
povazovat za original a ktoré spolu tvoria jednu a tu istu
zmluvu. Strany potvrdzuju, Ze originalny podpis alebo jeho
kopia prenesena faxom alebo v PDF bude na ucely tejto
Zmluvy povazovand za originalny podpis.

27. ArbitrdZz. Akykolvek spor, rozpor alebo narok vyplyvajuci
z tejto Zmluvy alebo suvisiaci s nou, ktory nie je mozné
vyrieSit do tridsiatich (30) dni vzajomnou dohodou stran, bude
rozhodnuty rozhodcovskym konanim v sulade
so Svajéiarskymi pravidlami medzinarodnej arbitraze platnymi
v den udinnosti, a:

(@) kazdu takuto arbitraz bude viest Obchodna komora
v Zurichu;

(b) pouzijle sa Standardné spravne konanie a Cennik
nakladov podla Svajiarskych pravidiel medzinarodnej
arbitraze platnych v Case arbitraze;

(c) pocet rozhodcov bude jeden (1);

(d) miestom arbitraze bude Bratislava;

Clinical Oncology Department

Specializovana nemocnica sv. Svorada Zobor, n.o.
Klastorska 134

949 88 Nitra, Slovakia

Telefon: 00421 37 6941246

Fax: 00421 37 6941346

If to AbbVie:

with a copy to:

Divisional Vice President and
Associate General Counsel

Business Legal

AbbVie Inc.

1 North Waukegan Road

North Chicago, IL 60064-6011; U.S.A.
Fax: 847-938-1206

24. Survival. Notwithstanding termination of this Agreement
for any reason, rights and obligations which by the terms of
this Agreement survive termination of the Agreement, will
remain in full force and effect.

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

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

27. 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:

(@) any such arbitration shall
Chamber of Commerce in Zurich;

be administered by the

(b) the standard administrative procedures and Schedule of
Costs of the Swiss Rules of International Arbitration in force
at the time of the arbitration shall apply;

(c) the number of arbitrators shall be one (1);

(d) the place of arbitration shall be Bratislava;
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[Specializovana nemocnica sv. Svoroda Zobor, n.o.]

[Peter Berzinec]

M11-089

[April 29, 2015]

bude

(e) jazykom pouzitym v rozhodcovskom konani

angli¢tina; a

(f) tento Clanok ostava v platnosti aj po ukond&eni alebo
uplynuti platnosti tejto Zmluvy.

28. Rozhodné pravo. Tato Zmluva sa riadi a interpretuje
vsulade s pravnym poriadkom Slovenskej Republiky,
s vynimkou jeho ustanoveni o konflikte pravnych poriadkov.

29. Uplna dohoda. Tato Zmluva, vratane vsetkych jej
priloh, obsahuje Uplné dojednanie stran vo vztahu
k predmetu tejto Zmluvy a nahradza vSetky predchadzajuce
dohody a zavazky vo vztahu k nej. V pripade rozporu medzi
ustanoveniami Protokolu a tejto Zmluvy alebo akychkolvek jej
priloh bude vo vztahu k vedeckym otazkam, lekarskej praxi a
bezpeénosti G&astnika Stadie rozhodujuci Protokol. Vo
vSetkych ostatnych otazkach budu rozhodujuc

e ustanovenia tejto Zmluvy. V pripade akychkolvek
pochybnosti je rozhodujuca anglicka verzia Zmluvy Tato
Zmluva, alebo jej podmienky, vratane dodatkov alebo priloh,
sa nesmu menit, preformulovavat alebo inym spésobom
menit bez pisomnej dohody podpisanej oboma stranami.

(e) the language to be used in the arbitral proceedings shall
be English; and

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

28. Governing Law. This Agreement shall be governed by
and construed in accordance with the laws of the Slovak
Republic, excluding its conflicts of laws provisions.

29. Entire Agreement. This Agreement, including all exhibits
hereto, contains the entire understanding of the parties with
respect to the subject matter herein and supersedes all
previous agreements and undertakings with respect thereto.
In the event of a conflict between provisions of the Protocol
and this Agreement or any exhibits hereto, the Protocol shall
control with respect to matters of science, medical practice,
and Study subject safety. In all other matters, the provisions
of this Agreement shall control. The English language
version of this Agreement shall govern all disputes
hereunder. None of this Agreement or any of its terms,
including any attachment or exhibit hereto, may be amended,
restated or otherwise altered except by written agreement
signed by the parties.

CONFIDENTIAL / DOVERNE
Template: Slovakia_AbbVie_Clinical_Study_Agreement_(1_Agreement_per_site)_(Bilingual)_29APR2014
Document Name: AbbVie Slovakia_Clinical_Study_Agreement_(1_Agreement_per_site)_(Bilingual)_PI Berzinec_01Jul2015__added cost

split_PB_17Jul2015 DR_final redacted approved by RRTI w
Page 18 of 29



[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

NA ZNAK SUHLASU strany tito Zmluvu o klinickej $tudii
podpisuju riadne splnomocnenymi zastupcami.

PodPiS/BY & ..
Meno/Name : ...MUDr. Branislav Trutz.................
Titul/Title : ...... General Manager......................

Datum/Date @ ......cooiviiii

PRILOHA A — ROZPOCET
DODATOK 1 K PRILOHE A
DODATOK 2 K PRILOHE A
DODATOK 3 K PRILOHE A

PRILOHA B - POZIADAVKY NA VEDECKE PUBLIKACIE

IN WITNESS WHEREOF, the parties have caused this
Clinical Study Agreement to be executed by their duly
authorized representatives.

Suhlasim a pristupujem k ustanoveniam tejto zmluvy, ktorymi

budem viazany/a./ | agree to be bound by the provisions of

this Agreement.

Podpis/BY & ..o

Meno/Name : ...Ing. ErikaChuda............................

TIUITItE & o

Datum/Date : ......cooviviiiiii

Podpis/BY @ ..o

Meno/Name : DOC. MUDR. PETER BERZINEC, CSC.
Titul/Title : Hlavny skasajuci / Principal Investigator

Datum/Date : ......cooviviiiiiii e

EXHIBIT A—- BUDGET

ATTACHMENT 1 TO EXHIBIT A
ATTACHMENT 2 TO EXHIBIT A
ATTACHMENT 3 TO EXHIBIT A

EXHIBIT B - REQUIREMENTS FOR SCIENTIFIC
PUBLICATIONS
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[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

Exhibit A
BUDGET SUMMARY AND PAYMENT SCHEDULE
Investigator Doc. MUDr. Peter Berzinec, CSc.
Institution Specializovan nemocnica Zobor, n.o., Klatorska 134, Nitra
Study Product Protocol /Study
ABT-888 M11-089
The maximum number of subjects that can be enrolled per site: 10
Upon written prior AbbVie approval, Site may enroll additional subjects: 5
Overhead Fee Insert Percentage: (Must be per documented Institution policy and confirmed, otherwise enter 0] 0%
Total Cost per Completed Subject (see Attachment 1) 4 082,00
TOTAL COST FOR ALL SUBJECTS: 61 230,00

SUBJECT VISIT PAYMENT SCHEDULE: Payments will be made in accordance with Section 8 of the Agreement as follows:

per Section 8(c) (Compensation) of the Agreement if necessary.

Payments for subject visits will be made monthly following enroliment of the first subject at the site. Payments will be made after data is entered
by Institution via the Electronic Data Capture (EDC) system and reviewed by AbbVie, and will correspond to amounts listed in Attachment 1 and
to Attachment 2 to Exhibit A. Institution understands that such payments are subject to subsequent verification by AbbVie and will be adjusted

ADDITIONAL STUDY FEES: Payment shall be made within 45 days of receipt and approval of invoice. See "Additional
Study Fees" listed in Attachment 2 to Exhibit A for details

TOTAL ADDITIONAL STUDY FEES

174 473,40 €

TOTAL BUDGET

235703,40 €

PAYMENT INFORMATION:

Payments shall be made payable to:| Specializovana nemocnica sv. Svorada Zobor, n.o.
(Must match the legal name exactly as it appears on the IRS W-9 tax form): [ K/aStorska 134, 949 88 Nitra, Slovakia

BIC: GIBASKBX

Contact information for Individual at Institution Payment Method: Bank ¢
to receive payment remittance notifications and Check or ACH ank transter
study correspondence: Ref IBAN: SKO07 0900 0000 0002 3270 6854

Remittance Address:

Specializovana nemocnica sv. Svorada Zobor, n.o.
Klastorska 134, 949 88 Nitra, Slovakia

Contact Name: Ing. Erika Chuda
Phone Number: (42137) 694-1227
Fax Number: 00421 37 6510 616
Email: chuda@snzobor.sk
Contact information for Individual at Institution to Contact Name: Ing. Erika Chuda
receive Purchase Order: Email: chuda@snzobor.sk
Individual and Address to receive Invoices for Send Inwices to "Inwice To" contact as listed on Purchase Order

Additional Study Fees

invoices

Please include Purchase Order # (PO), company code (CC), and Study Number on all
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[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

Attachment 1 to Exhibit A
Per visit Breakdown

Visit Per visit budget

Currency EUR
SV 515
C1D-2 382
CiD1 151
C1D15 180
C2D1 323
C3D1 375
C4D1 323
C5D1 345
Cc6D1 313
PTV 6W 249
PTV 12W 249
FV 428
30D F/U 249

Note: Detailed study budget per procedures will be kept in Investigator Site File.
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[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

Priloha A

ROZPOCET A PLATOBNY PLAN

Skusajuci Doc. MUDr. Peter Berzinec, CSc.

Zdravotnicke
zariadenie

Specializovana nemocnica Zobor, n.o., Klastorska 134, Nitra

Skusany produkt

Protokol

ABT-888

M11-089

Maximalny pocet subjektov skuSania, ktoré mbéze centrum zaradit

10

schvélenia AbbVie:

Pocet subjektov skusania, ktoré mdze centrum dodato¢ne zaradit na zéklade predchadzajuceho pisomného

Percentualne nawsenie sumy (Musi byt potwdené instituciou, inak Vozte 0)

0%

Celkové maximalne naklady na jeden subjekt skuSania (podla rozpisu v Dodatku 1):

4 082,00

CELKOVA SUMA ZA VSETKY SUBJEKTY:

61230,00

zmluwy:

PLATOBNY PLAN ZA NAVSTEVY SUBJEKTOV SKUSANIA:

Platby budi prevedené nasledowne, v sulade s odstavcom 8 tejto

Platby za navStewy subjektov skusania budu wkonavané Stutrocne po zaradeni prvého subjektu skusania. Platby budu wkonavané
potom, ako zdravotnicke zariadenie zapiSe data do systému zaznamov subjektov skusania (CRF) a potom, ako ich spolo¢nost
AbbVie proveri a budu zodpovedat Ciastkam v Dodatku 1 a 2 k Prilohe A. Zdravotnické zariadenie berie na vedomie, zZe tieto platby
podliehaju naslednému overeniu zo strany spolo¢nosti AbbVie a budu podla potreby upravené podla odstavca 8(c) (Odmena) tejto

zmluwy.

SKUSANIA" uvedené v Dodatku 2 k Prilohe A.

DODATOCNE POPLATKY V RAMCI KLINICKEHO SKUSANIA: Platby budu prevedené v priebehu 45 dni od
prijatia a schvalenia faktdry. Pre viac informacii vid "DODATOCNE POPLATKY V RAMCI KLINICKEHO

CELKOVE DODATOCNE PLATBY 174 473,40 €

CELKOVY ROZPOCET 235 703,40 €

PLATOBNE INFORMACIE:

Platby budu wyplacané na ucet:

S‘pecializované nemocnhica sv. Svorada Zobor, n.o. Klastorska 134,
949 88 Nitra, Slovakia

Kontaktné informacie o osobe v
zdravotnickom zariadeni, ktora

Payment Method:
Check or ACH

Bankovym prevodom

prijima podklady pre platby a

kore$pondenciu Ref:

IBAN: SK07 0900 0000 0002 3270 6854
BIC: GIBASKBX

KoreSpondenéna
adresa:

Specializovana nemocnica sv. Svorada Zobor, n.o. Klastorska 134,
949 88 Nitra, Slovakia

Meno kontaktnej
osoby:

Ing. Erika Chuda

Telefén:

(42137) 694-1227

Fax :

00421 37 6510 616

Email:

chuda@snzobor.sk

Kontaktné informacie o osobe v Contact Name:

Ing. Erika Chuda

zdravotnickom zariadeni, ktora

prijima ¢islo objednavky Email:

chuda@snzobor.sk

Kontaktné informéacie o osobe v

Faktury sa budu zasielat na meno "kontaktnej osoby" uvedené na Cisle objednavky

zdravotnickom zariadeni, ktora
prijima faktury za dodato¢né platby:

VSetkych faktiurach

Prosim uvadzajte €islo objednawy # (PO), €islo spolo¢nosti (CC), a €islo Studie na
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[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

Dodatok 1 k Prilohe A
Rozpis podfa subjektov

Navsteva Platba podla navstev
Mena EUR
SV 515
CiD-2 382
CiD1 151
C1D15 180
Cc2D1 323
C3D1 375
C4aD1 323
C5D1 345
C6D1 313
PTV 6W 249
PTV 12W 249
FV 428
30D F/U 249

Poznédmka: Detailny rozpis Studijného rozpoctu podla procedur bude zaloZeny v investigatorskom Sanéne na centre.

CONFIDENTIAL / DOVERNE
Template: Slovakia_AbbVie_Clinical_Study_Agreement_(1_Agreement_per_site)_(Bilingual)_29APR2014
Document Name: AbbVie Slovakia_Clinical_Study_Agreement_(1_Agreement_per_site)_(Bilingual)_PI Berzinec_01Jul2015__added cost
split_PB_17Jul2015 DR_final redacted approved by RRTI w
Page 23 of 29



[Specializovana nemocnica sv. Svoroda Zobor, n.o.]
[Peter Berzinec]

M11-089

[April 29, 2015]

DODATOK 2 K PRILOHE A

Attachment 2 to Exhibit A

Screen Failures per Procedure

Zlyhania skriningu podl'a procedur

Budget

Rozpocet

Quantity

Pocet

Amount

Suma

Informed consent

23

1

23

IMS Code: Initial medical history only (Formerly IMS code
99206)

47

1

47

IMS Code: Initial physical examination only (Formerly IMS code
99207)

70

70

vital signs

22

22

Electrocardiogram, routine ECG (EKG) with at least 12 leads,
12 lead ECG, 12-lead ECG: Includes tracing, interpretation and
report

43

43

Eastern Cooperative Oncology Group (ECOG) Performance
Status

12

12

Serum pregnancy, gonadotropin chorionic (hCG) (BetahCG);
quantitative

24

24

Blood count; hemogram and platelet count, automated and
automated complete differential WBC count (CBC),
haemogram, hematology, haematology (Formerly code 85024)
This test may be ordered as a complete automated blood count
(CBC). The specimen is whole blood. Method is automated cell
counter. This code includes the measurement of erythrocytes
(red blood cells or RBC), leukocytes (white blood cells or
WBC), hemoglobin, hematocrit (volume of packed red blood
cells or VPRC), platelet or thrombocyte count, and indices
(mean corpuscular hemoglobin or MCH, mean corpuscular
hemoglobin concentration or MCHC, mean corpuscular volume
or MCV, and red cell distribution width or RDW). This code
includes automated differential of the white blood cells or “diff’
in which the following leukocytes are differentiated: neutrophils
or granulocytes, lymphocytes, monocytes, eosinophils, and
basophils.

14

14

Comprehensive metabolic panel, chemistry, chemistries,
SMAC: Includes Albumin (82040) Bilirubin, total (82247)
Calcium (82310) Carbon Dioxide (bicarbonate) (82374)
Chloride (82435) Creatinine (82565) Glucose (82947)
Phosphatase, alkaline (84075) Potassium (84132) Protein, total
(84155) Sodium (84295) Transferase, alanine amino (ALT)
(SGPT) (84460) Transferase, aspartate amino (AST) (SGOT)
(84450) Urea Nitrogen (BUN) (84520)

23

23

IMS Code: Collection of specimen; urine, urine collection
(Formerly IMS code 99010)
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Thromboplastin time, partial (PTT) (aPTT); plasma or whole

blood, serum 11 1 11

IMS Code: International Normalized Ratio (INR) 15 1 15

Lab handling and/or shipping of specimens, 8 1 8
European Quality of Life Questionnaire (EuroQol) (EQ-5D); 15 1 15

self-administered

European Organization for Research and Treatment of Cancer
(EORTC) Core Quality of Life Questionnaire (EORTC QLQ- 10 1 10
C30); 30-item questionnaire, self-administered

European Organization for Research and Treatment of Cancer
(EORTC) Quality of Life Questionnaire Lung Cancer Module

(EORTC QLQ-LC13); use in conjunction with the QLQ-C30, 13- ! L !
item questionnaire, self-administered
Procedures Sub Total (€) 350,00
Non Procedure Budget | Quantity | Amount
Physician, Complex (e.g. initial visit, final visit) - Per Visit 106 1 106
Study Coordinator, Complex (e.g. initial visit, final visit) - Per
Visit 59 ! 59
Non Procedures Sub Total (€) 165
Total: 515 €
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Attachment 3 to Exhibit A
Dodatok 3 k Prilohe A

List of payments to be made by Institution to Principal Investigator:
Zoznam platieb, ktoré Institucia uhradi skuSajucemu:

45% out of each payment made by AbbVie to Institution from the fees stated in Attachment 1
to Exhibit A

45% z kazdej platby,ktord uhradi Abbvie instittcii, uvedenej v Dodatku 1 k Prilohe A

45% out of each payment made by AbbVie to Institution from the fees stated in Attachment 2
to Exhibit A

45% z kazZdej platby,ktord uhradi Abbvie institucii uvedenej v Dodatku 2 k Prilohe A

45% out of Start-up fee payment made by AbbVie to Institution from the fees stated in
Additional study fees

45% z platby,ktord uhradi Abbvie indtitucii, za Zaciatok Studie uvedenej v Dodato¢nych
poplatkoch v rdamci klinického skuSania

45% out of each performed procedure for Unscheduled visits payment made by AbbVie to
Institution, from the fees stated in Additional study fees

45% z kazdej procedury ktora uhradi Abbvie institucii, prevedenej poc¢as Neplanovanej
néavstevy uvedenej v Dodatocnych poplatkoch v ramci klinického skd$ania

45% out of each payment for Subsequent cycles first year made by AbbVie to Institution,
from the fees stated inAdditional study fees

45% z kazdej platby ,ktoru uhradi Abbvie institucii, za Nasledovné cykly po¢as prvého roku
po podani prvej davky lieCby uvedenych v Dodato¢nych poplatkoch v ramci klinického
skusania

45% out of each payment for Subsequent cycles second year made by AbbVie to Institution,
from the fees stated in Additional study fees

45% z kaZdej platby,ktort uhradi Abbvie institucii , za Nasledovné cykly po¢as druhého roku
po podani prvej davky lie¢by uvedenych v Dodatoénych poplatkoch v ramci klinického
skuSania

45% out of each payment for Conditional procedures made by AbbVie to Institution, from the
fees stated in Additional study fees

45% z kazdej platby,ktort uhradi Abbvie institucii, za Potrebné procediry uvedené v
Dodatoc¢nych poplatkoch v réamci klinického sku$ania
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Additional Study Fees

Investigator Doc. MUDr. Peter BerZinec, CSc.
Institution Specializovana nemocnica Zobor, n.o., Klastorska 134, Nitra
Study Product Protocol /Study
ABT-888 M11-089
Additional Study Fees
(to be paid within 45 Number of Number of
days of receipt and Anticipated  Price Unit Cost  subjects (if n/a,
approval of invoice) Description Units  PerUnit  OH with OH show "1") Total Cost
A Study start-up fee will be paid to Institution for Sstudy start-up related activities, including but
not limited to, completion of regulatory documents, review of Protocol and Investigator’s 635,00 €
Study Start-up Brochure, and training of interal staff on Study related activities. 1 635 0% 635 1
Screen Failures: AbbVie will provide reimbursement for procedures performed for 10 Screen
Failures for the Study. Reimbursement for additional Screen Failures requires AbbVie's approval
prior to screening. AbbVie will pay up to 515 Eur per each Screen Failure within the number
X - i . : . 15 450,00 €
ahowe. "Screen Failure" means a subject has, at a minimum, signed the informed consent and
authorization document for the Study, but does not [select one: enroll/randomize] into the
Screen Failures Study. 515 1 0% 515 30
Initial IRB/IEC review, IRB/IEC amendments, and IRB/IEC renewals for actual expenses as 283700 €
Local IRB/IEC Fees incurred 28371 1 0% 2837 1 '
Study-related expenses, including but not limited to, dry ice, and courier fees, will be 3678.00 €
Study Related Expenses [reimbursed to the extent AbbVie has given its prior approval for such expenses. 3678 1 0% 3678 1 '
Institution will be reimbursed for travel expenses approved by the IRB/IEC and as reflected in the
Informed Consent Form. Reimbursement will be paid for actual travel expenses incurred by
Study subjects up to a maximum of 20 Eur per visit for Protocol required Study visits . In the 8100,00 €
Subject Reimbursement -  [event of a conflict between the subject reimbursement in this Agreement and the ICF, the
Travel Expenses subject reimbursement in the ICF will prevail. 405 20 0% 8 100 1
Reimbursement for unscheduled visits shall be made in accordance with actually performed
procedures during unscheduled visit: Physical Examination (70 EUR), Vital signs (22 EUR), 37016,00 €
Unscheduled Visits EKG (43 EUR), ECOG (12 EUR), Urine P[egnancy hCG (24 EUR). . 37 016,00 1 0%{ 37016,00 1
information at monthly intervals beginning on the date the subject is registered off the Study - 1299240 €
Sunival Follow Up Call  [up to a maximum of 18 calls. 18 48 0% 866 15
Postreatment visits that occur every six (6) weeks will be reimbursed at the same rate as the
Subsequent Cycles first |six (6) week Post Treatment Visit in the amount of 249 Eur. A maximum of eight (8) visits per 29880,00 €
year subject during the first year post First Subject Dose.. 8 249 0% 1992 15
Postreatment visits after one year post First Subject Dose will be reimbursed at the same rate
Subsequent Cycles of as the 12 week Post Treatment Visit in the amount of 249 Eur. A maximum of four (4) visits 14.940,00 €
second year per subject during the second year post First Subject Dose. 4 249 0% 996 15
AbbVie shall paythe Institution for the costs of Carboplatine used in the study in accordance with the
Protocol upon receipt of the invoices issued by the Institution. AbbVie will pay estimated 120 EUR for 1 10 800,00 €
Drug reimbursement cycle of Carboplating, max. 6 cycles.
Carhoplatine: 720 1 0% 720 15
AbbVie shall pay the Institution for the costs of Paclitaxel used in the study in accordance with the
Protocol upon receipt of the invoices issued bythe Institution. AbbVie will pay estimated 334 EUR for 1 30 060,00 €
Drug reimbursement cycle of Paclitaxel, max. 6 cycles.
Paclitaxel: 2004 1 0% 2004 15
Procedures made by local laboratory upon request of principal investigator. Procedures will be
needed to evaluate immediate patient’s status markers before chemotherapy administration. 3915,00 €
Local laboratory will be used in 6 cycles per 1 patient. Total amount of lahoratory procedures for
Laboratory procedures |1 cycle/Ipatient will not exceed 43,5 EUR, as per procedures listed in attachment 1. 6 435 0% 261 15
Reimbursement made for conditional procedures approved by AbbVie and listed in the
Attachment 1 to Exhibit A each time such procedure(s) are conducted on a Study subject 4170,00 €
Conditional Procedures  [pursuant to the Protocol. 4170 1 0% 4170 1
TOTAL ADDITIONAL STUDY FEES 174 473 40 €
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DODATOGNE POPLATKY V RAMCI KLINICKEHO SKUSANIA

Investigator Doc. MUDr. Peter Berzinec, CSc.
Institution Specializovana nemocnica Zobor, n.o., Klastorské 134, Nitra
Study Product Protocol /Study
ABT-888 M11-089
Dodatocné poplatky
budu splatné 30 dni po Number of Number of
obdrzani schvalenia a Anticipated  Price Unit Cost  subjects (if n/a,
faktlry Description Units ~ PerUnit  OH withOH  show "1") Total Cost
Poplatok za zacatie Studie sa uhradi institiicii na pokrytie Cinnosti stvisiacich so zaCiatkom
Studie, okrem iného wratane wplnenia regulacnych dokumentov, preskimania Protokolu a
Broz(iry pre skisajliceho a Skolenia intemych zamestnancov na éinnosti stiisiace so Stidiou. 635,00 €
Platba sa uskuto¢ni do tridsiatich (30) dni od prijatia a schvalenia fakttry s rozpisom poloZiek
ZaCiatok Studie: spoloénostou AbbVie. 1 635 0% 635 1
Néhrada sa zlyhania skriningu je obmedzena na maximalne 30 zlyhani v priebehu $tdie.
Spolocnost AbbVie zaplati 515 EUR za kazdé Zlyhanie skriningu v rdmci vy$8ie uvedeného
. N S . - . 15450,00 €
poctu. ,Zyhanie skriningu” znamend, Ze Ucastnik minimaine podpisal formulér informovaného
Zlyhania skriningu: stihlasu a dokument oprawnenia k Studii, ale nebol zaradeny do Stide. 515 1 0% 515 30
Iniciélne schvélenie EK, dodatkov protokolu a znowiprejednanie aktualizacii wdavkov, podra 283700 €
Poplatky etickej komisie:  [potreby. 2837 1 0% 2837 1 ’
Naklady spojené s Néklady vzniknuté pocas priebehu klinického skiSania, ako suchy fad a poplatky za kuriérske 3678,00 €
klinickym ski$anim sluzby budd v pinom rozsahu preplatené po predchadzajicom sthlase spoloénosti AbbVie. 3678 1 0% 3678 1
Néhrada cestownych nékladov schvélend etickou komisiou bude yplatend indtittcii v stlade s
dokumentom informovaného sthlasu. Bud preplatené skutocné naklady na kazdu navstew
podfa rozpisu v protokole a to maximalne do wsky 20 EUR. V pripade nejasnosti medzi 8100,00 €
Nahrada cestownych nahradou cestovnych nakladov uvedenych vtejto zmluve a sumou uvedenou v Informovanom
ndkladov sthlase, (idaje z Informovaného sihlasu budd smerodajné. 405 20 0% 8100 1
Néhrady za neplanované néstevy budu preplacané podfa skutotne wkonanych procedur pocas 37016€
neplanovanej navstew: Fyzické wySetrenie (70 EUR), Vitalne funkcie (22 EUR), EKG (43 EUR),
Neplénovand néwteva  |ECOG (12 EUR), VySetrenie mocu pre wlicenie tehotenstva -hCG (24 EUR). 37 016,00 1 0% 37016 1
Nahrada za nasledny telefonicky kontakt je obmedzena na maximélne 18 Naslednjch
telefonickych kontaktov pocas trvania follow-up obdobia na ziskanie informacii o preZivani 129940 €
Nasledny telefonicky pacienta v mesacnych intervaloch. Spoloénost AbbVie zaplati Instittcii 48 EUR za kazdy '
kontakt Nésledny telefonicky kontakt. 18 48 0% 866 15
Nasledowé cykly potas  |N&wstewy, kioré sa vyskytnd kaZdych 6 tyZdriov pocas prého (1.) roku po podani prvej dévky
prvého roku po podani prvej |tudijnej lieCby sa budd uhradzat vsume 249 EUR. Na kazdého Ucastnika Stidie prinalezi 29 880,00 €
dawky lieCby maximélne osem (8) n&vstev v prvom roku po podani prvej dawky liechy. 8 249 0% 1992 15
Nasledowné cykly pocas  |Nawstewy, ktoré sa wskytnd kazdych 12 tyzdfiov pocas druhého (2.) roku po podani prvej dévky
druhého roku po podani  |$tudijnej lieCby sa budd uhrédzat vsume 249 EUR. Na kazdého G¢astnika $tldie prindlezi 14 940,00 €
prvej dawky liecby maximalne Styri (4) navtewy v druhom roku po podani prvej davky liecby. 4 249 0% 996 15
Spolognost’ AbbVie uhradi Intitlcii néklady na Karboplatinu v sivislosti so $tudiou a v sulade s
Preplécanie lieCby Protokolom po prijati faktiry wstavenej Insfiticiou. Spolotnost Abbvie zaplati 120 EUR za 1 cyklus 10800,00 €
Karboplatinou Karboplatiny. 720 1 0% 720 15
Spolocnost AbbVie uhradi Institicii naklady na Pakiitaxel v stvislosti so $tidiou a v sllade s
Preplacanie lieChy Protokolom po prijati faktiry wstavenej Insiticiou. Spoloénost Abbvie zaplati 334 EUR za 1 cyklus 30 060,00 €
Paklitaxelom Paklitaxelu. 2004 1 0% 2004 15
Nahrada za potrebné procedury, uznané spolocnostou AbbVie . Nahrada za takéto procedury bude
wkonana na zaklade typu a spoplaienia jednotlivjich wkonanych procedr ako je uvedené vl 3915,00 €
Potrebné procedry protokole. 6| 4350 0% 261 15
Procedury wkonavané lokainym laboratdriom podfa rozhodnutia hiawmého skisajuceho.
Proceddry st potrebné na zhodnotenie momentéinych ukazovatelov pacientovho staw pred
. ' . . - . 4170,00 €
podanim chemoterapie. Lokalne laboratdrium bude pouZité v 6 cykloch na jedného pacienta.
Laboratomeprocedry Celkova suma za vSetky Ukony na 1 cyklus/1pacient nepresiahne 43,5 EUR. 4170 1 0% 4170 1
CELKOVA SUMA ZA DODATOCNE POPLATKY 17447340 €
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. PRILOHAB ]
POZIADAVKY NA VEDECKE PUBLIKACIE
1. Kritéria pre autorstvo. Na zaklade smernice

Medzinarodného vyboru vydavatelov lekarskych Gasopisov
(dalej len ,ICMJE") z oktébra 2007 sa uznanie autorstva musi
zakladat na:
a. Vyznamnych prispevkoch ku koncepcii a navrhu,
alebo ziskavaniu udajov, alebo ich analyze a interpretacii;
a

b. Vypracovani alebo revizii ¢lanku s vyznamnym
intelektualnym obsahom; a
C. Kone€nom schvaleni verzie na publikovanie.

Osoba musi pre udelenie autorstva splnit vSetky tri vysSie
uvedené kritéria.

2. Uznanie lekdrom a inym prispievatefom. Osoby, ktoré
vyznamne prispeli k Studii alebo Publikacii, ale nespifiaju
kritéria pre uznanie autorstva uvedené vyS$Sie, musia byt
uvedené v €asti uznanie s uvedenim zdroja finanénej podpory
udelenej takymto prispievatefom. VSetky osoby musia dat
pisomny suhlas s menovanim ich osoby v uznani.

3. Konflikt zaujmov. V zaujme zachovania transparentnosti
a najvyssieho mozného Standardu dodrzia autori poziadavky
prisluSného Casopisu alebo kongresu vo vztahu k zverejneniu
konfliktiu zaujmov v Publikacii.  Takéto poziadavky na
zverejnenie konfliktu zaujmov mézu okrem iného zahffiat
zverejnenie prijatia vyskumnych grantov autorom, prijatie
platieb na konzultaéné sluzby alebo sluzby hovorcu autorom,
alalebo vlastnictvo akcii autorom.

4. Zadavatel. Autori musia potvrdit, ze spolo¢nost’ AbbVie je
zdrojom financovania Stadie, a musia dodrzat dodato&né
poziadavky na zverejnenie informacii v suvislosti so
zadavatelom, ktoré pozaduje Casopis alebo kongres.

5. Pristup k idajom. Spolo¢nost AbbVie poskytne vSetkym
autorom zavereCny protokol, plan Statistickej analyzy,
prislusné Statistické tabulky vytvorené na zaklade planu,
Ciselné udaje a spravy potrebné na vypracovanie planovanej
Publikacie. Spolocnost AbbVie poskytne képiu protokolu
klinického skuSania a plan pre Statistické analyzy, ak to
pozaduje lekarsky ¢asopis s ohladom na predlozeny rukopis
na publikaciu s tym, Zze dokumenty su déverné, su majetkom
spolo¢nosti AbbVie a nebudu spristupnené akejkolvek tretej
strane bez predchadzajuceho pisomného suhlasu spolo€nosti
AbbVie.

6. Nadbyto€na publikacia. Duplicitna alebo nadbytocna
publikacia vysledkov Studie v Sasopisoch oznadenych ako
.peer-reviewed“ sa nedovoluje. Sekundarne Publikacie, ktoré
prezentuju vyznamné a vedecky vyznamné doplfiujuce
analyzy alebo syntézu udajov su povolené. Publikacia
cudzojazyénych prekladov originalneho rukopisu v sulade
s politikou prislusného &asopisu sa povoluje. Doplnenie
prezentacie udajov, ak to dovoluje politika vedeckého
kongresu, je povolené.

EXHIBIT B
REQUIREMENTS FOR SCIENTIFIC PUBLICATIONS
1. Criteria for Authorship. Based on the October 2007
guidelines of the International Committee of Medical Journal
Editors (ICMJE), authorship credit must be based on:

a. Substantial contributions to conception and

design, or acquisiton of data, or analysis and

interpretation of data; and

b. Drafting or revising the article for important

intellectual content; and

c. Final approval of the version to be published.
A person must meet all three of the above criteria to warrant
authorship.
2. Acknowledgement of Medical Writers and Other
Contributors. Those individuals who have made a significant
contribution to the Study or Publication, but do not meet the
criteria for authorship noted above, must be listed in an
acknowledgments section, including disclosure of the source
of any financial support given to such contributors. All
persons must give written permission to be acknowledged.
3. Conflict of Interest. In the interest of transparency and
maintaining the highest possible standards of conduct,
authors will comply with each journal’'s or congress’'s
requirements for conflict of interest disclosure in the
Publication. Such conflict of interest disclosure requirements
may include, but are not limited to, disclosure of an author’s
receipt of research grants, author’s receipt of payments for
consultant or speaker services, and/or author's ownership of
stock.
4. Sponsorship. Authors must acknowledge AbbVie as the
funding source of a Study, and must also comply with
additional sponsorship-related disclosures required by the
journal or congress.
5. Access to Data. AbbVie will provide all authors with the
final protocol, statistical analysis plan, relevant statistical
tables generated from the plan, figures, and reports needed
to prepare the planned Publication. AbbVie will provide a
copy of the clinical trial protocol and plan for statistical
analysis when requested by a medical journal considering a
submitted manuscript for publication, with the understanding
that the documents are confidential, the property of AbbVie,
and should not be disclosed to any third party without
AbbVie's prior written permission.

6. Redundant Publication. Duplicate or redundant
publication of the Study results in peer-reviewed journals is
not permitted. Secondary Publications that present
significant and scientifically sound additional analyses or
groupings of data are permitted. Publication of foreign
language translations of the original manuscript, in
accordance with the policies of the journals involved is
permitted. Encore presentation of data, when permitted by
scientific congress policy, is permitted.
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