ZMLUVA O KLINICKOM SKUSANI

Tato Zmluva o klinickom skuSani (dalej len "Zmluva") je
uzatvorena medzi AMGEN GMBH, Prinz Eugen StralRe
8-10, A-1040 Wien, Austria a jej materska spolo¢nost,
alebo pobocky (dalej len "Spoloénost™) a Fakultna
nemocnica Trencin, Onkologické oddelenie, Legionarska
28, 911 71 Trencin, Slovenska republika jednotlivo a
spolo¢ne dalej len "Centrum". Tato Zmluva bude
povazovana za podpisanu k poslednému dnu, kedy ju
niektora zo stran podpiSe.

Postova adresa SpoloCnosti ako je uvedené v Elanku
,ROZNE" je Franz Josefs Kai 47, 1010 Wien, Austria.

1. ROZSAH SLUZIEB
1.1 Zapojenie. Podpisanie tejto Zmluvy samo o sebe

bez Ziadnej riadne podpisanej Objednavky tak, ako je
definovana nizSie, nebude vytvarat Ziadnu povinnost pre
Centrum poskytnut plnenie podla tohto dokumentu, ani
nevytvori ziadnu povinnost pre Spolo€nost poskytnut
Centru akukolvek kompenzaciu. "Objednavka" je
dokument podpisany minimalne Spolo¢nostou a
Centrom a vydany v sulade s tymito podmienkami
Zmluvy, ktorymi sa riadi. Ak nie je uvedené inak, odkazy
na Zmluvu v tomto dokumente zahffaju vSetky prislusné
Objednavky.

1.2 Rozsah sluZieb. Spoloénost mbzZze zapojit
Centrum prostrednictvom jednej alebo viacerych
objednavok. Objednavka bude mat format podobny tu
pripojenému dokumentu a okrem iného bude stanovovat
podrobnosti sluzieb, ktoré maju byt vykonané (dalej len
"klinické skusanie"), vratane Kklinického vyskumu a
definicie prislusného lieku, ktory je predmetom klinického
skuSania (dalej len ,liek, ktory je predmetom
klinického skusania Ak bude =zapojené, Centrum
suhlasi stym, Ze zabezpeci, aby jeho zamestnanci,
dodavatelia, agenti, zastupcovia a spolusku$ajuci (dalej
spoloCne len "Predstavitelia Centra") realizovali klinické
skuSanie v sulade stouto Zmluvou a protokolom
klinického skuSania ako je definovany v prislusnej
Objednavke (dalej len "protokol"). Centrum oznami
Spolo¢nosti akékolvek zmeny personalu klinického
skuSania, ale za ziadnych okolnosti nesmie Centrum

zmenit hlavného skusajuceho alebo akéhokolvek
spoluskusajuceho (ako je uvedené v prislusnej
Objednavke (Objednavkach)) v ramci akéhokolvek

klinického sku$ania, bez predchadzajuceho pisomného
suhlasu Spolo¢nosti. Centrum vyhlasuje, Ze splnila
podmienky podfa § 3 vyhladky o spravnej klinickej praxi a
je schvalena Statnym Ustavom pre kontrolu liegiv
Slovenskej republiky v sulade s § 15 (2) Zakona
o liekoch. Tuato Zmluvu spolu sriadne vyhotovenou
a podpisanou Objednavkou budu strany vyuzivat' len na
UCely jedného Kklinického skuSania. Ak sa strany
dohodnu na pouziti tejto Zmluvy v suvislosti s dalSim
klinickym skusanim (skusaniami), takato dohoda bude
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CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement ("Agreement"”) is made and
entered into by and among AMGEN GMBH, Prinz Eugen
StraBe 8-10, A-1040 Wien, Austria and its parents or
wholly owned subsidiaries of the parent ("“Company")
and Fakultha nemocnica Trencin, Onkologicke oddelenie,
Legionarska 28, 911 71 Trencin, Slovakia hereinafter
referred as "Site". This Agreement shall be considered
fully executed on the latest date that a party executes the
same.

Company’s mailing address as stated in the Notices
section is Franz Josefs Kai 47, 1010 Wien, Austria.

1. SCOPE OF SERVICES
1.1 Engagement. The execution of this Agreement

alone, in the absence of any duly executed Order, as
defined below, shall neither create any obligation of Site
to perform hereunder nor create any obligation of
Company to give Site any compensation. An "Order" is
a document executed, at a minimum, by Company and
Site, and issued pursuant to, and to be governed by, the
terms of this Agreement. Unless otherwise specified,
references to Agreement herein include all applicable
Order(s).

1.2 Scope of Services. Company may engage Site
through one or more Orders. An Order will be in a format
similar to the document attached hereto and, among
other things, shall set forth the particulars of the services
to be performed ("Study"), including the clinical research
and definition of the applicable Study drug ("Study
Drug"). If engaged, Site agrees to its employees,
contractors, agents, representatives, and sub-
investigators (collectively, "Site Representatives") to
perform the Study in accordance with this Agreement and
Study protocol (as defined in the applicable Order)
("Protocol"). Site shall notify Company of any changes to
Study personnel, but in no event may Site change the
principal investigator or any sub-investigator (as identified
in the applicable Order(s)) for any Study without
Company’s prior written consent. Site declares that it has
fulfilled the conditions under § 3 of the Regulation on
Good Clinical Practice and that it is approved by the
State Institute for Drug Control of the Slovak Republic in
compliance with §15 (2) of the Drugs Act. This
Agreement, together with a duly executed Order, will be
used by the parties for one Study only. Should the
parties agree to use the Agreement for additional
Study(ies), such agreement will be evidenced by an
Order duly executed by all parties.
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doloZzend  Objednavkou riadne
podpisanou vSetkymi stranami.

vyhotovenou a

1.3 Zmeny. V pripade zmeny Objednavky, ktora
spbsobi zvysSenie nakladov alebo ak je potrebné alebo
vhodné akékolvek zvySenie kompenzacie za realizaciu
Objednavky, Spolo¢nost predlozi pisomné oznamenie vo
forme listu o zvySeni rozpoctu (dalej len, "zmena")
Centru na zaznamenanie tohto zvySenia kompenzacie.
Ak Centrum nevznesie namietku vodi tejto zmene do
desiatich (10) kalendarnych dni od datumu zmeny, tato
zmena bude predstavovat' upravu prisludnej Objednavky.

1.4 Odchylky od Protokolu. Ak si principy uvedené v
harmonizovanych trojstrannych smerniciach pre Spravnu
klinicku prax ICH (dalej len "ICH GCP") ohladom
bezpe€nosti uc€astnikov klinického skuSania (ako je
definovana v tomto dokumente) vyzaduju odchylku od
Protokolu, je potrebné dodrziavat ICH GCP a tato
odchylka musi byt okamzite nahlasena ostatnym
stranam tejto Zmluvy. Centrum tiez musi do dvadsiatich
Styroch (24) hodin upovedomit’ Spolo¢nost 0 akomkolvek
vaznom poruseni, o ktorom sa Centrum dozvie. Na ucely
tohto ustanovenia, "vazne porusenie" bude znamenat
poruSenie Standardov ICH GCP alebo Protokolu
klinického skuSania, ktoré pravdepodobne ovplyvni (i)
bezpecnost' fyzickej alebo dusevnej integrity Ucastnikov
klinického sku8ania vramci ktoréhokolvek klinického
skuSania, alebo (ii) vedecku hodnotu ktoréhokolvek
klinického sku$ania. Okrem toho musi Centrum o tejto
odchylke alebo poruseni okamzite informovat prislusnu
nezavislu etickl komisiu alebo urad a akykolvek vladny
organ tak, ako to méze vyzadovat prislusny zakon (ako
je definovany nizSie).

2. OBDOBIE PLNENIA A ZARADOVANIE
UCASTNIKOV KLINICKEHO SKUSANIA

2.1 Centrum vynaloZi &o najvacsie Usilie na to, aby
zaradilo hodnotitelnych u&astnikov klinického sku$ania,
ktori spifaju vSetky kvalifikatné poziadavky Protokolu
(dalej len "uéastnik klinického skusania/uéastnici
klinického skusania") do maximalneho podtu, ktory je
stanoveny v prislusnej Objednavke.

3. PLATBA

3.1 Platba. Platba a platobné podmienky za
prislusné sluzby budu stanovené v prisludnej
Objednavke. Centrum vyhlasuje a garantuje, Zze

kompenzacia poskytovana podla podmienok tejto Zmluvy
tak, ako moze byt upravena nasledujucimi zmenami,
predstavuje spravodlivi trhovi hodnotu a je v sulade s
prislusnymi zakonmi (ako su tu definované) a je tiez v
sulade s poplatkami Uctovanymi za podobné aktivity v
danej zemepisnej oblasti Centra, bola dohodnuta bez

1.3 Changes. In the event of a change to an Order
that results in an increased cost, or if any increase in the
compensation due for the conduct of an Order is
necessary or appropriate, Company shall provide written
notice in the form of a budget increase letter ("Change")
to the Site to memorialize such increase in
compensation. Unless the Site objects to such Change
within ten (10) calendar days of the Change's date, said
Change shall constitute an amendment to the applicable
Order.

1.4 Protocol Deviations. If principles outlined in the
ICH Harmonized Tripartite Guidelines for Good Clinical
Practice ("ICH GCP") relating to the safety of Subjects
(as defined herein) require a deviation from the Protocol,
ICH GCP should be followed and the deviation shall
immediately be reported to the other parties of this
Agreement. Site shall also, within twenty-four (24) hours,
notify Company of any Serious Breach of which Site
becomes aware. For the purposes of this provision, a
"Serious Breach" shall mean a breach of ICH GCP or
Study Protocol, which is likely to affect (i) the safety of
physical or mental integrity of the Subjects of any Study;
or (ii) the scientific value of any Study. In addition, Site
shall promptly inform the appropriate Ethics Committee
or authority and any governmental authority as may be
required by Applicable Law (as defined herein) of such
deviation or breach.

2. PERFORMANCE PERIOD AND ENROLLMENT
OF SUBJECTS

2.1 Site shall support the enrollment of evaluable
subjects who meet all of the Protocol eligibility
requirements ("Subject(s)") up to the maximum number
as set forth in the relevant Order.

3. COMPENSATION
3.1 Compensation. Compensation and payment

terms for the applicable services shall be as set forth in
the applicable Order. Site represents and warrants that
the compensation provided under the terms of this
Agreement as may be amended by subsequent
Changes, represents fair market value and complies with
Applicable Laws (as defined herein) and is consistent
with fees charged for similar activities in Site's
geographical area, has been negotiated at arms-length,
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ovplyviiovania, a nesuvisi so Ziadnym rozhodnutim
0 obstarani alebo propagacii vyrobkov Spolo¢nosti (alebo
jej pri¢lenenych organizacii), objemom alebo hodnotou
Ziadnych odporucani alebo iného obchodovania inak
vytvoreného medzi Spolo¢nostou a Centrom.

3.2 Odstupenie  uc€astnika klinického skuSania.
Spoloénost nebude mat Ziadnu povinnost poskytnut
Centru kompenzaciu za uc€astnika klinického skusania,
ktory bol ur€eny ako nevyhovujuci pre klinickd stadiu, s
vynimkou neuspesSnych skriningov, ak je to stanovené v
prislusnej Objednavke, alebo za dalSie osoby, ktoré su
zaradené do klinického skiSania bez predchadzajuceho
pisomného suhlasu Spolo¢nosti. Ak UCastnik klinického
skusania (i) odstupi dobrovolne alebo (ii) bude vylu¢eny
z klinického skuSania z akéhokolvek iného dévodu nez
kvéli tomu, Ze nespifia poziadavky vhodnosti, Spoloénost
bude Centrum kompenzovat v sulade s podmienkami
prislusnej Objednavky za postupy dokonéené k datumu
takéhoto odstupenia.

3.3 Vyrovnanie platieb. Ak ku ukonceniu klinického
skuSania Spolo€nost’ vyplatila sumy podla podmienok
tejto Zmluvy, ktoré prekracuju celkové naklady na klinické
skuSanie uvedené v rozpise A k prisluSnej Objednavke,
Centrum musi do Sestdesiatich (60) kalendarnych dni

Spoloénosti  preplatit akukolvek sumu vyplatenu
Spoloénostou, ktora prevySuje celkové naklady
klinického skusania. Centrum suhlasi stym, ze

Spoloc¢nosti alebo jej zastupcovi poskytne vsetky ziadosti
0 platby v zmysle podmienok stanovenych v prislusnej
Objednavke a rozpise A do tridsiatich (30) kalendarnych
dni od prijatia upravenej zavere¢nej platby za klinické
skuSanie. Ak to nie je mozné, Centrum je povinné
vyhotovit vSetky Ziadosti o platbu najneskér do
dvanastich (12) kalendarnych mesiacov od tohto datumu.
Po uplynuti tejto lehoty nebude Spolo€nost povinna
uhradit’ Ziadne platby.

3.4 Dane, colné poplatky a importné/exportné clo.
Ceny, poplatky a odmeny tu uvedené obsahuju vietky
prislusné zamestnanecké poplatky, spotrebitelské,
uzivatelské a iné podobné dane (okrem dane z pridane;j
hodnoty ("DPH") /dane z predaja), odvody, clo, poplatky
a Ciastky, ktoré su stanovené zakonom k datumu
platnosti kazdej Objednavky (ako je definovany v tejto
Zmluve) alebo pred tymto datumom, nezavisle na tom, Ci
su vtedy platné alebo neplatné. DPH/dar z predaja, ak je
to vhodné, bude zaplatena Spolo¢nostou v prislusnej
sadzbe do ftridsiatich (30) kalendarnych dni po prijati
platnej faktary tykajucej sa DPH/dane 2z predaja.
Centrum, nie Spolo€nost, bude zodpovedné za vsetky
dane zo vSetkych prijmov, ktoré Centrum ziska od
Spolo¢nosti podla tejto Zmluvy.

4. DOVERNE INFORMACIE

4.1 Déverné informacie. S ohfadom na vlastnicke
prava a zaujmy Spolo€nosti Centrum suhlasi s tym, ze
bude udrziavat v tajnosti vSetky informacie prijaté od
Spolo¢nosti alebo v jej mene, alebo ziskané v dosledku
plnenia tejto Zmluvy alebo vypracované pocas klinického
skuSania (dalej len "doverné informacie"), a dalej

and is unrelated to any procurement decision or
promotion of Company’s (or its affiliates') products, the
volume or value of any referrals or other business
otherwise generated between Company and Site.

3.2 Subject Withdrawal. Company shall have no
obligation to compensate Site for a Subject who is
determined to be ineligible for a Study, except for screen
fails if provided for in the applicable Order, or for
additional individuals who are enrolled in a Study without
Company's prior written approval. In the event that a
Subject (i) withdraws voluntarily; or (ii) is withdrawn from
a Study for any reason other than the Subject failing to
meet eligibility requirements, then Company shall
compensate Site pursuant to the terms of the relevant
Order for the procedures completed through the date of
such withdrawal.

3.3 Payment Reconciliation. If, at the completion of
a Study, Company has paid sums under the terms of this
Agreement that exceed the total Study cost as provided
in the Schedule A to the applicable Order, Site shall,
within sixty (60) calendar days reimburse to Company
any amount paid by Company that exceeds the total
adjusted Study cost. Site agrees to provide Company or
its representative with all requests for payment under the
terms set forth in the applicable Order and Schedule A
within thirty (30) calendar days after receipt of the
adjusted Study/final payment. Where this is not possible,
Site shall make all payment requests at the latest within
twelve (12) calendar months thereafter. Company shall
not be obligated to make any payments after this period
has expired.

3.4 The pricing, fees, and compensation stated
herein are inclusive of all applicable employment-related,
consumer, use and other similar taxes (except Value
Added Tax ("VAT")/sales tax), levies, duties, fees, and
assessments which are legally enacted on or before the
Effective Date (as defined herein) of each Order, whether
or not then in effect. VAT/sales tax, if applicable, will be
paid by Company at the applicable rate within thirty (30)
calendar days following receipt of a valid VAT/sales tax
invoice. Site, not Company, shall be responsible for any
and all taxes on any and all income Site receives from
Company under this Agreement.

4. CONFIDENTIAL INFORMATION

4.1 Confidential Information. In view of Company's
proprietary rights and interests, Site agrees to maintain
as confidential all information received from or on behalf
of Company or obtained as a result of the performance of
this Agreement or developed under a Study
("Confidential Information"), and further agrees to limit
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suhlasi s tym, Ze obmedzi pristup ku vSetkym dbévernym
informaciam len na tie osoby, ktoré sa priamo pod
kontrolou Centra, budl zapdjat do pouzivania tychto
informacii na Ucely plnenia povinnosti podla tejto Zmluvy.
Tieto informacie nesmu byt nikdy pouzité na ziaden iny
Ucel nez su Ucely popisané v tejto Zmluve a nesmu byt
poskytnuté Ziadnej tretej strane bez predchadzajuceho
pisomného suhlasu Spolocnosti.

4.2 Vynimky. Povinnosti stanovené v tomto ¢lanku
sa nebudu vztahovat na Ziadnu ¢&ast dovernych
informacii, ktoré (i) su alebo sa neskér stanu vSeobecne
pristupné verejnosti v désledku pouzivania, publikovania
a podobne, avSak nie v dosledku konania alebo
opomenutia Centra; (i) Centrum vlastnilo pred
poslednym datumom podpisu tejto Zmluvy bez toho, ze
by bolo povinné tieto déverné informacie udrziavat v
tajnosti, (iii) su zakonne ziskané bez obmedzenia od
tretej strany, ktora mala zakonné pravo ich poskytnut
Centru; alebo (iv) ich nezavisle vyvinulo Centrum bez
pouzitia alebo prinosu dbvernych informacii, ako
dosvedCia pisomné zaznamy Centra. V pripade, ze
Centrum bude podla zakona povinné zverejnit’ akékolvek
déverné informacie, okamzite o tom zaSle SpoloCnosti
oznamenie eSte pred akymkolvek zverejnenim, vynalozi
¢o najvacSie usilie na minimalizaciu zverejnenia
akychkolvek dévernych informacii a bude spolupracovat
so Spoloénostou, ak sa Spolo¢nost bude snazit' ziskat
ochranny prikaz alebo iny vhodny opravny prostriedok.

4.3 Vratenie ddvernych _informacii Spoloénosti.
Centrum musi Spolo¢nosti vratit vSetky doéverné
informacie patriace Spolo€nosti v hmotnej forme,

vratane, bez obmedzenia, vSetkych kopii, prekladov,
vykladov, odvodenych prac a ich uprav, okamzite na
poziadanie Spolo¢nosti. Bez ohladu na vy3Sie uvedené,
ak si to prislusny zakon bude vyzadovat, si Centrum
smie ponechat’ jednu (1) kopiu prisludnych dévernych
informéacii len na U€ely evidencie ato vrozsahu
stanovenom prislusnym zdkonom (ako je tu definovany).

5. VLASTNICKE PRAVA

5.1 Vlastnictvo. Centrum suhlasi s tym, ze vSetky
informacie, vynalezy, objavy, know-how a zlepSenia
vyplyvajuce z klinického skuSania realizovaného v
zmysle tejto Zmluvy, vratane, ale neobmedzujic sa len
na materiadl, ktory je predmetom patentu, ochrannej
znadmky alebo autorskych prav (dalej len "duSevny
majetok"), okamzite oznami SpoloCnosti a budu
vyluénym vlastnictvom spolo€nosti Amgen Inc. Centrum
nebude branit hlavnému skdSajucemu a/ alebo
predstavitefom centra previest a priradit Amgen Inc. plné
pravo a narok na v3etky autorské prava. Centrum tymto
prevadza a postupuje spolo¢nosti Amgen Inc. prava
a vlastnicke prava v plnom rozsahu na duSevny majetok
Centra tykajuci sa tohto klinického sluSania a suhlasi
s tym, Ze podnikne také kroky, ktoré Spolo¢nost bude
primerane vyzadovat, aby toto vlastnictvo vstupilo do

platnosti. SpoloCnost Amgen Inc,. a jej dcérske
spolo¢nosti alebo pri¢lenené organizacie, vratane
Spolognosti, mdéZzu zdarma pouZivat tento duSevny

access to any Confidential Information to only those
persons who, under Site's direct control, will be engaged
in employing such information for the purposes of fulfilling
the obligations under this Agreement. At no time shall
such information be employed for any purpose other than
as described herein or disclosed to any third party
without the prior written consent of Company.

4.2 Exclusions. The obligations set forth in this
Article shall not apply to any portion of Confidential
Information which (i) is or later becomes generally
available to the public by use, publication or the like,
through no act or omission of Site; (ii) Site possessed
prior to the latest execution date of this Agreement
without being subject to an obligation to keep such
Confidential Information confidential; (iii)) is lawfully
obtained without restriction from a third party who had the
legal right to disclose the same to Site; or (iv) is
independently developed by the Site without the use or
benefit of Confidential Information as evidenced by the
Site's written records. In the event Site becomes legally
compelled to disclose any Confidential Information, it
shall immediately provide Company with notice thereof
prior to any disclosure, shall use its best efforts to
minimize the disclosure of any Confidential Information,
and shall cooperate with Company should Company
seek to obtain a protective order or other appropriate
remedy.

4.3 Return of Company's Confidential Information.
Site must return to Company all of Company's
Confidential Information in tangible form, including
without limitation all copies, translations, interpretations,
derivative works and adaptations thereof, immediately
upon request by Company. Notwithstanding the
foregoing, if and to the extent required by Applicable Law
(as defined herein), Site may retain one (1) copy of
applicable Confidential Information for record keeping
purposes only.

5. PROPRIETARY RIGHTS
5.1 Ownership. Site agrees that all information,

inventions, discoveries, know-how and improvements
resulting from a Study conducted under this Agreement,
including but not limited to material that may be subject to
patent, trademark, or copyright protection (“Intellectual
Property") shall promptly be made known to Company
and shall be the sole property of Amgen Inc. Site
represents and warrants that it shall not hinder the
Investigator and Site Representatives from transferring to
the Company any and all transferable rights to
Intellectual Property. Site hereby transfers and assigns to
Amgen Inc. Site's full right and title to all Intellectual
Property regarding to this Study and agrees to undertake
such actions reasonably requested by Company to give
effect to such ownership. Amgen Inc. and its subsidiaries
or affiliates including the Company shall be free to use
the Intellectual Property. For each Study, Site shall
furnish to Company all Study data, results, case report
forms and an acceptable investigator's report. Any
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majetok. Pre kazdé klinické skuSanie je Centrum povinné
dodat Spolo¢nosti vSetky udaje, vysledky, formulare
pripadovych sprav Kklinického skuSania a prijatelnu
spravu skusajuceho. Akékolvek autorské prava tykajuce
sa akychkolvek takychto udajov, vysledkov, formularov
pripadovych sprav a spravy skusajuceho budu vyluénym
majetkom  Spolo¢nosti. Spoloénost ani  Centrum
neprevedie na inu stranu ztitulu tejto Zmluvy Ziadne
patentové pravo, autorské pravo ani ziadne iné
vlastnicke pravo ziadnej strany, s vynimkou toho, ako je
popisané v tejto Zmluve.

5.2 Pouzitie lieku, ktory je predmetom klinického
sku$ania. Centrum suhlasi s tym, Ze pouzitie lieku, ktory
je predmetom Kklinického sku$ania a bude poskytnuty
v zmysle tejto Zmluvy, na akykolvek iny ucel okrem
klinického skuSania je zakazané. Ak Centrum pouzije
liek, ktory je predmetom klinického sku$ania a bude
poskytnuty v zmysle tejto Zmluvy, na akykolvek iny ucel
okrem klinického skuSania, so vSetkymi udajmi,
vysledkami, zavermi, pozorovaniami, objavmi, vynalezmi,
napadmi, know-how, postupmi, zlepSeniami a podobne,
¢i uz su patentovatelné alebo nie, sa musi zaobchadzat
vo vsetkych ohladoch ako s duSevnym majetkom v
sulade s touto Zmluvou a budi vyluénym majetkom
Spolocnosti.

6. PUBLIKACIE

6.1 Centrum berie na vedomie a suhlasi s tym, ze hlavny
skusajuci a Spolo€nost ma pravo prezentovat’ vysledky
klinického skuSania a ma pravo nechat si stanovit' k
tomu prislusné prava a povinnosti.

6.2 Klinické sku8anie realizované vo viacerych
centrach (multicentrické klinické sku8anie). Centrum
suhlasi s tym, Zze ak je klinické sku3anie sucastou
multicentrického  klinického  skuSania,  akakolvek
publikacia Centra o vysledkoch klinického skuSania
nesmie byt vydana pred vydanim prvej multicentrickej
publikacie. Autorstvo akejkolvek multicentrickej
publikacie uri SpoloCnost na zaklade podstatného
prispevku k navrhu, analyze, interpretacii udajov,
koncipovaniu a/alebo zasadnym reviziam akéhokolvek
rukopisu (rukopisov) odvodenych od klinického skusania.
Ak nevznikne ZzZiadna multicentricka publikacia do
osemnastich (18) mesiacov od ukonéenia alebo zrusenia
klinického skuSania vo vSetkych centrach, po overeni si u
Spolo¢nosti a po tom, ako boli vietky udaje prijaté a
analyzované Spolo€nostou aboli vyrieSené vSetky
otazky, bude mat Centrum pravo publikovat svoje
vysledky ziskané z klinického skuSania v sulade s vysSie
uvedenymi poziadavkami. Po posudeni akejkolvek
publikacie Spolo¢nostou tak, ako je uvedené v tejto
Zmluve, mdéze Centrum publikovat vysledky klinického
skusania skor v primerane potrebnom rozsahu v pripade
akéhokolvek vnimaného ohrozenia verejného zdravia
suvisiaceho s liekom, ktory je predmetom klinického

copyright in any such data, results, case report forms and
investigator's report shall be the sole property of
Company. Neither Company nor Site transfers to the
other by operation of this Agreement any patent right,
copyright right, or other proprietary right of any party,
except as described in this Agreement.

5.2 Use of Study Drug. Site agrees that use of a
Study Drug provided under this Agreement for any
purpose outside of a Study is prohibited. If Site uses a
Study Drug provided under this Agreement for any
purpose outside of a Study, all data, results, conclusions,
observations, discoveries, inventions, ideas, know-how,
procedures, advancements and the like, whether
patentable or not, shall be treated in all respects as
Intellectual Property in accordance with this Agreement
and shall be the sole property of Company.

6. PUBLICATIONS

6.1 Site acknowledges and agrees that the principal
investigator and Company have the right to present the
results of a Study and have determined their respective
rights and obligations therefore.

6.2 Multi-Center Study. Site agrees that if a Study is
part of a multi-center study, any publication by Site of the
results of a Study shall not be made before the first multi-
center publication.  Authorship of any multi-center
publication will be determined by Company based upon
substantial contribution to the design, analysis,
interpretation of data, drafting, and/or critical revisions to
any manuscript(s), derived from a Study. In the event
that, as verified with Company, there is no multi-center
publication within eighteen (18) months after a Study has
been completed or terminated at all centers, data has
been received and analyzed by Company, and all queries
have been resolved, Site shall have the right to publish
its results from a Study subject to the requirements
described above. Subject to Company’s review of any
publication as provided in this Agreement, Site may
publish the results of a Study earlier to the extent
reasonably necessary in the event of any perceived
public health risk related to a Study Drug and provided
that Site reasonably considers any Company comments
regarding such publication.
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skuSania za predpokladu, ze Centrum primerane zvazi
vSetky pripomienky Spolo¢nosti ohladom takejto
publikacie.

7. MATERIALY POSKYTNUTE SPOLOCNOSTOU

7.1 Pristup. Spolo€nost sa zavazuje poskytnut
alebo ak to bude vhodné, preplatit Centru materialy,
ktoré je Spolo¢nost povinna zabezpeCovat podla
Protokolu, vratane lieku, ktory je predmetom klinického
skuSania, reagensov a doplinkov tak, ako je to podrobne
uvedené v prislusnej Objednavke (dalej len "materialy").
Len tie osoby, ktoré su pod priamou kontrolou hlavného
skuSajuceho a ktoré budu pouzivat materialy v ramci
klinického skusania, budd mat k tymto materialom
pristup. Po zruSeni alebo dokoné&eni klinického skusania
musia byt vSetky nepouzité materialy vratené
Spolo¢nosti  alebo podla vyluéného rozhodnutia
Spolo¢nosti zni¢ené.

8. POZADOVANE VYBAVENIE A SYSTEMY

8.1 Pozadované vybavenie. Strany berd na vedomie,
ze pre spravnu realizaciu klinického skuSania moze byt
potrebné urcité vybavenie. Ak sa Spolo¢nost a Centrum
zhodnu, Ze Centrum nema dostatoény pristup k
niektorému alebo celému takémuto uréitému vybaveniu,
potom toto vybavenie bude identifikované v prislusne;j
Objednavke a bude uvedené ako "pozadované
vybavenie". Objednavka mdze uvadzat, ze Spolo¢nost
alebo jej zastupca zapoziCia alebo poskytne Centru
pozadované vybavenie v sulade s podmienkami tejto
Zmluvy. Ak sa vztahuje, Spolo€nost alebo jej zastupca
zariadi doru€enie takéhoto poZzadovaného vybavenia na
adresu uvedenu v Objednavke. Ak ma Centrum prevziat
vlastnictvo tohto poZadovaného vybavenia, vlastnictvo a
pravo na toto poZadované vybavenie prejde na Centrum
v Case doruCenia. Ak je v Objednavke uvedené, Ze
Spolo¢nost alebo jej zastupca preplati Centru naklady na
pozadované vybavenie, tdto suma na preplatenie nesmie
prekro€it sumu uvedenu Vv prislusnej Objednavke
a Spolo¢nosti musi byt predlozeny dbékaz o tychto
nakladoch. Pokial nie je vyslovne uvedené v prislusne;
Objednavke, Spoloénost nebude zodpovedna za
inStalaciu  alebo technicki  podporu alebo udrzbu
pozadovaného vybavenia. Spoloénost v3ak poskytne
technickd podporu Centru pri pouzivani akéhokolvek

softwaru patriacemu Spolo¢nosti a inStalovanému
v Centre.
8.2 Spolo¢nostou zapozi¢ané poZadované

vybavenie. Ak Objednavka uvadza, ze pozadované
vybavenie bude Centru zapozi¢ané poc€as trvania
klinického skuSania, SpoloCnost alebo jej zastupca su
povinni spristupnit pozadované vybavenie. Po dokonc&eni
alebo pred€asnom ukoncCeni prislusného klinického
skuSania si Spolo¢nost alebo jej zastupca mbze

7. COMPANY-PROVIDED MATERIALS

7.1 Access. Company agrees to provide or, as
appropriate, reimburse Site for materials that Company is
required to provide per the Protocol including Study Drug,
reagents and supplements as further detailed in the
applicable Order ("Materials"). Only those persons who
are under the principal investigator's direct control and
who will be using the Materials for the Study shall have
access to the Materials. Upon termination or completion
of the Study, all unused Materials shall be returned to
Company or, at Company's sole option, destroyed.

8. REQUIRED EQUIPMENT AND SYSTEMS

8.1 Required Equipment. The parties acknowledge
that certain equipment may be needed to properly
conduct a Study. If Company and Site agree that Site
does not have sufficient access to some or all of that
certain equipment, then such equipment shall be
identified in the applicable Order and referred to as
"Required Equipment" and the Order may specify that
Company or its representative will lend or provide Site
with the Required Equipment, subject to the terms of this
Agreement As applicable, Company or its representative
shall arrange for the delivery of such Required
Equipment to the address specified in the Order. If Site
is to take ownership of Required Equipment, ownership
and title of the Required Equipment shall transfer to Site
at the time of delivery. If the Order specifies that
Company or its representative will reimburse Site for the
costs of the Required Equipment, such reimbursement
amount shall not exceed that amount which is listed in
the applicable Order and the proof of such costs shall be
provided to Company. Unless expressly provided in the
applicable Order, Company shall not be responsible for
installation of or technical or maintenance support for
Required Equipment. Company shall, however, provide
technical support to Site in the use of any Company
proprietary software installed by the Site.

8.2 Company-Lent Required Equipment. If an Order
specifies that the Required Equipment will be lent to the
Site for the duration of a Study, Company or its
representative shall make available the Required
Equipment. At the completion or earlier termination of the
applicable Study, Company or its representative may
retrieve any or all of the Required Equipment, title to
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vyzdvihnut  akékofvek alebo v3etko poZadované
vybavenie, ktorého vlastnicke pravo patri nadalej
Spoloc¢nosti alebo jej zastupcovi.

8.3. Spoloénostou poskytované pozadované vybavenie.
Ak Objednavka uvadza, zZe Spolo¢nost bude dodavat
alebo preplati Centru naklady na pozadované vybavenie
Centra, dodavka alebo Uhrada bude ¢astou odmeny za
sluzby poskytnuté Centrom v ramci tejto Zmluvy. Ak
Objednavka uvadza, ze SpoloCnost alebo jej zastupca
bude dodavat Centru pozadované vybavenie, aktualna
hodnota pozadovaného vybavenia musi byt uvedena v
prislusnej Objednavke. Ak Objednavka uvadza, Ze
Spolo¢nost alebo jej zastupca, preplati Centru naklady
pozadovaného vybavenia, tato nahrada nesmie
presiahnut Ciastku, ktora je uvedena v prislusnej
Objednavke a doklad o tychto nakladoch musi byt
poskytnuty Spolocnosti.

Pri ukonCeni platnosti alebo pred€asnom ukoncéeni
Objednavky, Centrum zaplati, alebo Spolo¢nost odrata
od konecnej platby aktualnu (zostatkovu) hodnotu tohto
pozadovaného vybavenia a vlastnictvo a vlastnicke
pravo k Spolo€nostou poskytovanému pozadovanému
vybaveniu prejde na Centrum. Pozadované vybavenie
bude Centru poskytnuté v stave v akom sa aktualne
nachadza.

8.4 Zavazky Centra. Kym pozadované vybavenie je
v priestoroch Centra, pripadne pokial neprejde do
vlastnictva Centra, pozadované vybavenie zostava
majetkom Spolocnosti alebo jeho zastupcu po celu dobu
a musi byt ako také oznacené a moze byt pouzité len pri
vykonavani klinického skusania. Centrum zaisti, ze
pozadované vybavenie je spravne ulozené a pouzivane,
a uzatvori vhodné poistenie na krytie tychto zavazkov. Po
celu dobu po jeho dodani Centru, poZadované vybavenie
zostava na viastné riziko Centra, pokial ide o
poskodenie, stratu alebo zni€enie, ktoré bolo umyselne
spbsobené Centrom. Kym je v drZzbe alebo pod kontrolou
Centra, Centrum bude zodpovedné za opravu alebo
vymenu kazdého takéhoto poZadovaného vybavenia,
ktoré je poskodené, zniCené alebo stratené.

8.5 Pozadované systémy. Centrum suhlasi, Zze bude
implementovat a bude pouzivat akykolvek elektronicky
systém, ktory  SpoloCnost mbze  Specifikovat
v Objednavke na pouzivanie pri podavani sprav a
monitorovani klinickych udajov a zisteni v ramci
klinického sku$ania.

which remains with Company or its representative.

8.3 Company-Provided Required Equipment. If an
Order specifies that Company will supply or reimburse
Site for the costs of such Required Equipment to Site, the
supply or reimbursement shall be part of the
compensation for services rendered by Site under this
Agreement. If the Order specifies that Company or its
representative will supply Site with Required Equipment,
the current value of Required Equipment shall be
identified in the applicable Order. If the Order specifies
that Company or its representative will reimburse Site for
the costs of Required Equipment, such reimbursement
amount shall not exceed that amount which is listed in
the applicable Order and the proof of such costs shall be
provided to Company.

At the expiration or earlier termination of an Order, Site
will pay or Company will deduct from the final payment
the then current value (as amortized) of such Required
Equipment and ownership and title to such Company-
provided Required Equipment will transfer to Site.
Required Equipment shall be transferred "as is".

8.4 Site’s __obligations. While the Required
Equipment is on Site’s premises and, if applicable until
ownership is transferred to Site, Required Equipment
shall remain Company's or its representative's property at
all times and shall be identified as such and can only be
used to perform Studies. The Site shall ensure that the
Required Equipment is stored and used properly and
shall contract for appropriate insurance to cover these
obligations. At all times after its delivery to Site,
Required Equipment shall be at the sole risk of the Site
as regards damage, loss, or destruction, which was
performed purposely by Site. While in Site's possession
or control, Site shall be liable for the repair or
replacement of any such Required Equipment that is
damaged, destroyed, or lost.

8.5 Required Systems. Site agrees to implement
and use any electronic system that Company may
specify in an Order for use in the reporting and
monitoring of clinical data and Study findings.
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9. DODRZIAVANIE PRiISLUSNYCH ZAKONOV
A AKCEPTOVANEJ PRAXE

9.1 Dodrziavanie prisluSsnych zakonov. Centrum
zabezpeci, aby bolo klinické sku3anie realizované v
sulade so v8eobecne uznavanymi Standardmi spravnej
klinickej praxe, vSetkymi zakonmi, predpismi a
smernicami vztahujucimi sa na plnenie podfa tejto
Zmluvy, najma v sulade so zak. €. 362/2011 Z.z o liekoch
a zdravotnickych  pomdckach, o zmene niektorych
zdkonov (dalej len "zdkon o liekoch"), vyhlaSkou MZ SR
433/2011 Z.z., ktorou sa ustanovuju podrobnosti o
poziadavkach na pracovisko, na ktorom sa vykonava
klinické skuSanie, o nalezitostiach Zziadosti o jeho
schvalenie, Ziadosti o stanovisko k etike klinického
skuSania a nalezitostiach tohto stanoviska (dalej len
"vyhlaska o spravnej klinickej praxi") vratane ICH GCP,
miestnych zakonov implementujucich eurépsku smernicu
pre spravnu Kklinicki prax pri vykonavani klinickych
skuSani lieCivych produktov uréenych na pouzitie u ludi
(2001), (helsinskej deklaracie o etickych principoch
medicinskeho vyskumu na fudoch (verzia z roku 1996),
Protokolu Spolo€nosti, pisomnych pokynov a zasad
Spoloénosti  poskytovanych  alebo  odporu¢anych
Spoloénostou, a prislusnych exportnych kontrolnych a
ekonomickych sankénych predpisov, ktoré zakazuju
zasielanie produktov a technolégie s pévodom v USA do
uritych  zakazanych  krajin, urlitym zakazanym
ucastnikom klinického skuSania a osobam, ako aj
v sulade s prislusnymi protikorup&nymi zakonmi, ktoré sa
tykaju interakcie s vladnymi agentmi, predstavitelmi a
zastupcami (d'alej len "prislusné zakony").

9.2 Ochrana udajov. Podla platnych miestnych
zdkonov, najmad podfa zdkona ¢. 428/2002 Z.z. o
ochrane osobnych udajov v zneni neskorsich predpisov,
zmluvné strany musia dodrziavat povinnosti spojené s
ochranou dat stanovené v doklade o ochrane udajov,
ktory je prilohou tohto dokumentu astava sa jeho
suCastou na zaklade odkazu.

9.3 Zaznamy. Centrum bude uchovavat vSetky
zaznamy vyZadované prislusnymi zdkonmi, a Protokolom
po dobu desiatich (10) rokov po ukoneni klinického
skusania, alebo dlh3ie podla obdobia vyZzadovaného
prislusnym zakonom. Centrum podnikne primerané a
zvy€ajné bezpeénostné opatrenia na prevenciu straty
alebo zmeny vsetkych takychto zaznamov.

9.4 Kontroly/audit Spolo¢nosti. Spolo¢nost a jej
zastupcovia budu mat pravo poc€as primeranej pracovne;j
doby a po primeranom predchadzajucom upovedomeni
vykonat audit aktivit Centra tykajucich sa klinického
skuSania. Bez dalSich nakladov pre Spolo¢nost bude
Centrum  spolupracovat pri  akomkolvek audite
vykonanom podfa tejto Zmluvy a spristupni Spolo¢nosti
alebo jej zastupcom na preskiumanie a skopirovanie
vSetky dokumenty, udaje a informéacie tykajuce sa

9. COMPLIANCE WITH APPLICABLE LAWS
AND ACCEPTED PRACTICE

9.1 Compliance with Applicable Laws. Site agrees to
ensure that the Study is conducted in compliance with
generally accepted standards of Good Clinical Practice,
all laws, regulations, and guidance applicable to its
performance hereunder in particular in accordance with
Act no. 362/2011 Coll., on Pharmaceuticals and Medical
devices and on amendment of the certain Act (hereinafter
referred to as the ,Drug Act®), Regulation no. 433/2011
Coll., stipulating the detailed requirements for a clinical
trial site, the particulars of an application for its approval,
an application for an Ethics Committee standpoint on the
ethics of a clinical trial and the particulars of said
standpoint (hereinafter referred to as the ,Regulation on
Good Clinical Practice), including the ICH GCP, local
laws implementing the European Directive on Good
Clinical Practice in the conduct of Clinical Trials on
Medicinal Products for Human Use (2001), (the Helsinki
Declaration on Ethical Principles for Medical Research
Involving Human Subjects (1996 version)), Company's
Protocol, written instructions and policies provided or
referenced by Company and, applicable export control
and economic sanctions regulations which prohibit the
shipment of US-origin products and technology to certain
restricted countries, entities and individuals, as well as
applicable anti-bribery laws pertaining to interactions with
government agents, officials and representatives
("Applicable Law(s)").

9.2 Data Protection. Subject to applicable local law,
especially with the Act. no. 428/2002 Coll., on Protection
of Personal Data and Change of certain other Acts, the
parties shall comply with the data protection obligations
set forth in the Data Protection exhibit attached hereto
and incorporated herein by reference.

9.3 Records. Site shall maintain all records required
under Applicable Laws and the Protocol for ten (10)
years following completion of the Study or longer if
required by Applicable Law. Site shall take reasonable
and customary precautions to prevent the loss or
alteration of any such records.

9.4 Company Inspections/Audit. Company and its
representatives shall have the right during reasonable
business hours and after reasonable advanced notice to
audit the activities of Site related to a Study. At no
additional cost to Company, Site shall cooperate with any
audit conducted hereunder and make available to
Company or its representatives for examination and
duplication all documentation, data, and information
relating to any Study. Site shall permit Company and its
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ktoréhokolvek klinického skdSania. Centrum povoli
Spoloénosti a jej opravnenym zastupcom vykonat
kontrolu (i) zariadeni, kde sa realizuje alebo bude
realizovat klinické skusanie; (ii) akéhokolvek vybavenia,
ktoré sa pouziva alebo je su€astou realizacie klinického
skusania; (iii) akychkolvek zaznamov a zdrojovych
dokumentov , vratane, bez obmedzenia, zdravotnych
zaznamov (Ci uz v elektronickej alebo papierovej forme);
(iv) akychkolvek suvisiacich opravneni alebo formularov
s informovanym suhlasom pacienta; a (v) inych
relevantnych informacii, potrebnych na zistenie, ¢i je
klinické skuSanie vykonavané v sulade s touto Zmluvou a
prislusnymi zakonmi.

9.5 Kontaktovanie vlady Centrom. Centrum nebude
iniciovat’ Ziadnu komunikaciu zahffiajucu alebo tykajucu
sa klinického skuSania so Ziadnym vladnym ani
regulaénym organom (ako je napr. Americky uUrad pre
potraviny a lieCiva), ak to nevyzaduje prisluSny zakon
alebo si to nevyziada Spolo¢nost a v tom pripade len po
predchadzajucej konzultacii so Spolo¢nostou. Ak vsak
bude ktorykolvek vladny alebo regulacny organ iniciovat
kontakt s Centrom, alebo ak upovedomi Centrum o
svojom umysle navstivit Centrum, vykonat' kontrolu alebo
podniknut akékolvek iné regulatné kroky tykajuce sa
akejkolvek zalezitosti suvisiacej s klinickym skuSanim,
Centrum musi okamZite:

(i) upovedomit o tom Spolo¢nost;

(i) upovedomit Spoloénost o akomkolvek varovani,
poruSeni alebo nedostatku, vratane a bez
obmedzenia, tych, na ktoré upozorni akykolvek
vladny organ ohladom akéhokolvek klinického
skuSania vratane, bez obmedzenia =zariadeni,
vybavenia alebo personalu vyuzivanych v ramci
klinického skusania;

(iii)y predlozit Spolo¢nosti koépiu akejkolvek

koreSpondencie alebo sprav z kontrol vydanych

ohladom akéhokolvek klinického skusania;

(iv) predlozit Spolonosti kopie konceptov dokumentov,
ktoré mé& Centrum predlozit vladnym organom
v sllade s jeho povinnostami vyplyvajucimi z tohto
dokumentu a poskytnut’ Spolo€nosti prileZitost na

vyjadrenie pripomienok k tymto konceptom a

(v) podniknut kroky na napravu akychkolvek takychto
poruSeni alebo nedostatkov alebo vyrieSenie

akychkolvek takychto varovani.

Spolo¢nost uznava, ze nesmie nariadit akym spdsobom
ma Centrum plnit svoje povinnosti  suvisiace
s umoznenim kontroly vladnymi organmi.

9.6 Na ucely tejto Zmluvy, Centrum zabezpedi, Ze hlavny
skusajuci pre klinické skuSanie a ostatni zastupcovia
Centra s prislusnymi skusenostami a znalostami musia
byt pritomni pocas akejkolvek kontroly.

9.7 Vyluéenie. Centrum vyhlasuje a garantuje, Ze ani

authorized representatives to inspect (i) the facilities
where a Study is or will be performed; (ii) any equipment
used or involved in the conduct of a Study; (i) any
records and source documents , including but not limited
to medical records (whether in electronic or paper
format); (iv) any related authorizations or patient informed
consent forms; and (v) other relevant information
necessary to determine whether a Study is being
conducted in conformance with this Agreement and
Applicable Laws.

9.5 Governmental Contact by Site. Site shall not
initiate any communications involving or relating to any
Study with any governmental or regulatory authority
(such as the United States Food and Drug
Administration) unless required by Applicable Law or
requested to do so by Company and, then, only upon
prior consultation with Company. However, if any
governmental or regulatory authority initiates
communications with, or gives notice to Site of its desire
to meet with Site, conduct an inspection, or take any
regulatory action regarding any subject matter relating to
a Study, Site will promptly:

(i) Notify Company thereof;

(i) Notify Company of any warning, violation or
deficiency, including without limitation those noted by
any governmental authority, with respect to a Study
including without limitation facilities, equipment, or
personnel supporting a Study;

(i) Provide Company with a copy of any
correspondence or inspection reports issued with

respect to a Study;

(iv) Provide Company with copies of and opportunities to
comment on drafts of documents Site is required to
submit to governmental authorities pursuant to its

obligations hereunder; and

(v) Take action to correct any such violations or
deficiencies or heed any such warnings.

Company acknowledges that it may not direct the
manner in which Site fulfills its obligations to permit
inspection by governmental authorities.

9.6 For the purposes of this Agreement, Site shall ensure
that the principal investigator for a Study and other Site
Representative  with  applicable experience and
knowledge are present during any inspections.

9.7 Debarment. Site represents and warrants that
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Centrum, ani Predstavitelia Centra nie su predmetom
vyluCenia, diskvalifikacie alebo zakazu podla
akychkolvek pravidiel ktorejkolvek jurisdikcie tam, kde
pdsobili, a konkrétne v Eurépe a v Spojenych Statoch
(kde hlavné aplikovatelné texty su: Zakon o
presadzovani generickych liekov (Generic Drug
Enforcement Act) zroku 1992, hlava 21 Zbierky
federalnych predpisov ("CFR"), paragraf 312.70 a 42
CFR &ast 1001 a nasl.). Centrum upovedomi Spolo¢nost’
okamzite o akomkolvek vySetrovani ohfadom vylucenia,
diskvalifikacie alebo zakazu Centra alebo Predstavitefov
Centra alebo o zaati akéhokolvek konania, ktoré sa
bude tykat toho istého. Oznamenie alebo neposkytnutie
takéhoto oznamenia podlfa tohto c&lanku predstavuje
porusenie tejto Zmluvy, pre ktoré moéze Spolocnost
okamZite ukon¢it tuto Zmluvu bez ohladu na akékolvek
pravo Centra na napravu.

10. ODSKODNENIE

10.1  OdSkodnenie Spolo¢nosti v pripade klinického
skusania fazy 0. V pripade klinického skusania fazy 0O
bude Spolo¢nost obhajovat, odSkodni a nebude brat na
zodpovednost’ Centra a Predstavitefov Centra (spolo¢ne
dalej len "odSkodnené osoby Centra") za akékolvek a
v8etky zavazky, naroky, Skody, straty, Zzaloby a konania
tretej osoby (dalej len "naroky") za (i) osobné zranenie
alebo smrt priamo vyplyvajucu z vykonu postupov
uvedenych v prislusnom Protokole alebo s nim spojenu,
ktoré sa vykonaju ako suCast tohto Protokolu a (i)
pouzitie alebo publikaciu akychkolvek vysledkov
dusevného vlastnictva a klinického skusania.

10.2  OdSkodnenie Spolo¢nosti v pripade klinického
skusania fazy 1, fazy 2 a fazy 3. V pripade klinického
skuSania fazy 1, fazy 2 a fazy 3 bude Spolo¢nost
obhajovat, odSkodni a nebude brat na zodpovednost
oddkodnené osoby Centra za akékolvek naroky
suvisiace s (i) osobnym zranenim alebo umrtim priamo
vyplyvajucim alebo spojenym s podavanim alebo
pouzitim lieku, ktory je predmetom klinického skuSania
vyrdbaného Spoloénostou, ktory je podavany ako sucast
alebo v priebehu prislusného klinického skusania alebo
postupov prevadzanych v sulade s klinickym skdSanim a
poCas jeho trvania tak, ako je uvedené v prisluSnhom
Protokole, (ii) pouzitie alebo publikaciu akychkolvek
vysledkov duSevného vlastnictva a klinického skusania a
(iii) marketing prislusného lieku, ktory je predmetom
klinického skuSania.

10.3  OdSkodnenie Spoloénosti v pripade klinického
skusania fazy 4. V pripade klinického skusania fazy 4
Spolo¢nost suhlasi s tym, Ze odSkodni a nebude brat na
zodpovednost odSkodnené osoby Centra za akékolvek
naroky vyplyvajuce z (i) neschopnosti Spolo¢nosti vyrobit’
liek, ktory je predmetom klinického skuSania v sulade so
spravnou vyrobnou praxou a inymi prisluSnymi zakonmi,
(i) pouzitia alebo publikacie akychkolvek vysledkov
duSevného vlastnictva a klinického skdSania a (iii)
marketingu prislusného lieku, ktory je predmetom
klinického skuSania.

10.4

Povinnost’ Spolo€nosti poskytnut’ odSkodnenie je

neither Site nor Site Representatives have been the
subject of a debarment, disqualification or exclusion
under any rules, in any jurisdiction where they have
practiced, in particular in Europe or in the United States
(where the main applicable texts are: Generic Drug
Enforcement Act of 1992, Title 21 Code of Federal
Regulations ("C.F.R.") Section 312.70 and 42 C.F.R. Part
1001 et seq.). Site shall notify Company immediately
upon any inquiry concerning debarment, disqualification,
or exclusion of Site or Site Representatives, or the
commencement of any proceeding concerning the same.
Notice of or failure to provide any such notice under this
Section shall constitute a breach hereunder for which
Company may terminate this Agreement immediately for
default notwithstanding any right of Site to cure.

10. INDEMNIFICATION

10.1  Company's Indemnity for Phase 0 Studies. For
Phase 0 Studies, Company shall defend, indemnify and
hold harmless Site and Site Representatives (collectively,
"Site Indemnitees") from any and all third party liabilities,
claims, damages, losses, actions and suits ("Claims") for
(i) personal injury or death directly arising out of, or in
connection with, the conduct of those procedures
specified in the applicable Pthat are carried out as part of
such Protocol; and (ii) the use or publication of any
Intellectual Property and Study results.

10.2  Company's Indemnity for Phase 1, Phase 2, and
Phase 3 Studies . For Phase 1, Phase 2, and Phase 3
Studies, Company shall defend, indemnify, and hold
harmless Site Indemnitees from and against Claims for (i)
personal injury or death directly arising out of, or in
connection with, the administration or use of Study Drug
manufactured by Company that is administered as part of
and during the course of the applicable Study or those
procedures administered pursuant to and during the
Study as outlined in the applicable Protocol; (ii) the use
or publication of any Intellectual Property and Study
results; and (iii) the marketing of the applicable Study
Drug.

10.3 Company's Indemnity for Phase 4 Studies. For
Phase 4 Studies, Company agrees to indemnify and hold
harmless Site Indemnitees from and against Claims
arising out of (i) Company's failure to manufacture Study
Drug in accordance with Good Manufacturing Practices
and other Applicable Laws; (ii) the use or publication of
any Intellectual Property and Study results; and (iii) the
marketing of the applicable Study Drug.

10.4 Company's indemnification obligations are
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podmienené nasledujucimi podmienkami:

(i) Centrum realizovalo klinické skuSanie v sulade s
touto Zmluvou a splnilo ju aj vinych ohladoch
a zaroven v sulade s prislusnymi zakonmi a tieto
naroky nevyplyvaju ani nesuvisia so ziadnym
nedodrzanim Zmluvy a prislusnych zakonov zo
strany odSkodnenych oséb Centra,

(i) tieto naroky nevyplyvaji zo zanedbania alebo

umyselného neprofesionalneho spravania sa

ktorejkolvek odSkodnenej osoby Centra alebo

ktorejkolvek inej osoby, ktora nie je zamestnancom

Spolo¢nosti,

(i) Centrum v€as poskytne pisomné oznamenie

Spoloénosti o narokoch tak, aby Spoloénost nebola

nijako poSkodena,

(iv) odSkodnené osoby Centra budu plne spolupracovat
so Spolo¢nostou a jej pravnymi zastupcami pri

vySetrovani a obhajobe naroku,

(v) Spolo€nost ma vyluénu kontrolu nad obhajobou a
urovnanim narokov a odskodnené osoby Centra
nebudu urovnavat naroky alebo robit Ustupky
v suvislosti S nimi bez predchadzajuceho
pisomného suhlasu Spolo¢nosti (pricom tento

suhlas nesmie byt bezdévodne odopreny).

10.5  Povinnosti Spolo¢nosti suvisiace s odSkodnenim.
Ak je Spolocnost povinna poskytnat odSkodnenie
v zmysle podmienok tejto Zmluvy, Spoloénost tak musi
urobit doésledne. Spolo¢nost nesmie priznat chybu v
mene Ziadnej jednej alebo viacerych odSkodnenych oséb
Centra bez pisomného povolenia prisluSnej odSskodnenej
osoby Centra, priom toto povolenie nesmie byt
bezdbévodne odoprené, podmienené ani pozdrzané. Bez
obmedzenia prava Spolo¢nosti mat vyhradni kontrolu
nad obhajobou a urovnanim narokov, odskodnené osoby
Centra budu mat pravo si najat svojho vlastného
pravneho zastupcu a zastupenie vyluéné na naklady
od8kodnenej osoby Centra. Spolo¢nost je povinna
udrZiavat poistni zmluvu alebo poistny program alebo
samopoistenie na urovni dostato€nej na podporu
zavazkov suvisiacich s od8kodnenim v zmysle tejto
Zmluvy, pricom dbékaz o tom musi byt Centru predloZzeny
na zaklade pisomného vyziadania.

10.6  Poistenie Centra. Centrum je povinné udrziavat
poistnd zmluvu alebo poistny program na urovni
dostato¢nej na podporu jej povinnosti prevzatych
v zmysle tejto Zmluvy atak, ako to vyzaduje prislusny
zakon, pricom dbékazy o tom musia byt Spolo¢nosti
predlozené na pisomnu Ziadost. Centrum je povinné
zaslat SpoloCnosti okamzité oznamenie o akomkolvek
zruSeni v ramci jej poistného krytia.

10.7  Vzdanie sa prava na nasledné odSkodnenie. Za
Ziadnych okolnosti nebude Ziadna strana zodpovedna
voCi druhej strane za ziadne straty ziskov, obchodu,
povesti, zmldv, prijmov alebo ofakavanych uspor alebo
za ziadne dalSie osobitné, nepriame, nahodné alebo
nasledné Skody akejkolvek povahy, ktoré vzniknu priamo
¢i nepriamo z akéhokolvek poruSenia tejto Zmluvy zo

contingent upon the following conditions:

(i) Site conducted the Study in accordance with, and
otherwise complied with, this Agreement and
Applicable Laws and such Claims do not arise out of
or in connection with any of Site Indemnitees' failure
to comply with the same;

(i) Such Claims do not arise out of the negligence or

willful misconduct of any of the Site Indemnitees, or

any other person who is not a Company employee;

(iii)

Site timely provides written notice to Company of
Claims such that Company is in no way prejudiced;

(iv) Site Indemnitees fully cooperate with Company and
its legal representatives in the investigation and

defense of Claims; and

(v) Company has sole control over the defense and
settlement of Claims and Site Indemnitees do not
settle or compromise Claims without Company's
prior written consent (which consent shall not be

unreasonably withheld).

10.5 Company's Indemnification Obligations. If
Company is obligated pursuant to the terms of this
Agreement to provide indemnity, Company shall do so
diligently. Company shall not admit fault on behalf of any
one or more of the Site Indemnitees without the relevant
Site Indemnitees' written permission, such permission
shall not be unreasonably withheld, conditioned, or
delayed. Without limiting the Company's right to have
sole control over the defense and settlement of Claims,
Site Indemnitees shall have the right to retain separate
legal counsel and representation at Site Indemnitees'
sole cost. Company shall maintain a policy or program of
insurance or self insurance at levels sufficient to support
the indemnification obligations assumed under this
Agreement, evidence of which shall be provided to Site
upon written request.

10.6  Site's Insurance. Site shall maintain an
insurance policy or program of insurance at levels
sufficient to support its obligations assumed under this
Agreement and as required by Applicable Law, evidence
of which shall be provided to Company upon written
request, and Site shall provide prompt notice to Company
of any cancellation in its coverage.

10.7 Waiver of Consequential Damages. In no
circumstances shall any party be liable to any other party
for any loss of profit, business, reputation, contracts,
revenues or anticipated savings, or for any other indirect,
incidental, or consequential damage of any nature, which
arises directly or indirectly from any breach of this
Agreement on the part of any other party.
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strany ktorejkolvek inej strany.

11. POSKODENIE UCASTNIKA KLINICKEHO

SKUSANIA

11.1 Zranenie ucastnika klinického skusania. Ak ucastnik
klinického skuSania zaznamena neziadlce reakcie na
skumany liek vyrabany Spolo¢nostou, bude odSkodneny
podla platnych predpisov.

11.2  Po$kodenie uc€astnika klinického skuSania—
vyskum tkaniv__a klinické skus$ania fazy 0. V pripade
klinického skusania fazy 0 Spolo¢nost nahradi Centru
primerané a skutoéné lekarske naklady na lieCbu
akéhokolvek poskodenia alebo ochorenia, ktoré ucastnik
klinického skusania utrpi, ktoré je priamo spojené s tymi
postupmi, ktoré vyzaduje Protokol a ktoré by inak neboli
vykonavané, keby sa ucCastnik klinického skuSania
nezucasthoval klinického skuSania za predpokladu, zZe
boli splnené vSetky nasledujuce podmienky: (i) Centrum,
kazdy Predstavitel Centra a hlavny skusajuci realizovali
klinické skusanie v sulade s touto Zmluvou, primeranou a
riadnou klinickou praxou a prisluSnymi zakonmi, (ii) toto
poSkodenie alebo ochorenie nevznikne v doésledku
zanedbania alebo Umyselného neprofesionalneho
spravania sa ktorejkolvek odSkodnenej osoby Centra
alebo ktorejkolvek inej osoby, ktora nie je zamestnancom
Spolocnosti, a (i) toto poSkodenie alebo ochorenie
nesuvisi s lieCbou podstipenou pred prisluSnym
klinickym skdSanim. Spolo¢nost v3Sak neposkytne
kompenzaciu ani nahradu za (i) ziadnu lieCbu, ktora je
kryta tretou stranou (v sulade s prisluSnym krytim a
zdsadami preplacania nakladov platitela), alebo (ii) iné
naklady alebo vydavky spojené s poskodenim alebo
ochorenim, ako je napriklad usla mzda.

11.3  Po3kodenie uc&astnika klinického sku$ania
v ramci klinického skusania 1, fazy 2 a fazy 3. V pripade
klinického skuSania fazy 1, fazy 2 a fazy 3 Spolo¢nost
nahradi Centru skutoéné a primerané lekarske naklady
na lieCbu akéhokolvek poskodenia alebo ochorenia,
ktoré uc€astnik klinického skusania utrpi a ktoré je priamo
spojené s liekom, ktory je predmetom klinického skusania
a je vyrabany Spolo¢nostou, ktory je podavany v sulade
s prislusnym Protokolom alebo tymi postupmi, ktoré
vyzaduje Protokol a ktoré by inak neboli vykonavané,
keby sa uCastnik klinického skuSania nezucasthoval
klinického skuSania za predpokladu, Ze boli splnené
vSetky nasledujuce podmienky: (i) Centrum, kazdy
Predstavitel Centra a hlavny skusajuci realizovali klinické
skusanie v sulade s touto Zmluvou, primeranou a riadnou
klinickou praxou a prislusnymi zakonmi, (i) toto
poskodenie alebo ochorenie nevznikne v doésledku
zanedbania alebo Umyselného neprofesionalneho
spravania sa ktorejkolvek odSkodnenej osoby Centra
alebo ktorejkolvek inej osoby, ktora nie je zamestnancom
Spolo¢nosti,a (iii) toto poskodenie alebo ochorenie

11. SUBJECT INJURY

11.1 Subject Injury. If a Subject experiences an adverse
reaction to a Study Drug manufactured by Company,
Subject would be indemnified per Applicable Law.

11.2  Subject Injury- Clinical Tissue Research and
Phase 0 Studies. For Clinical Tissue Research and
Phase 0 Studies, Company will reimburse the Site for
reasonable and actual medical expenses for the
treatment of any injury or iliness that Subject suffers that
is directly related to those procedures required by the
Protocol which would not have been performed were it
not for Subject's participation in the Study and provided
that all of the following have been met: (i) Site, each Site
Representative, and the principal investigator conducted
the Study in accordance with this Agreement, reasonable
and prudent clinical practices, and Applicable Laws; (ii)
such injury or illness does not arise out of the negligence
or willful misconduct of any of the Site Indemnitees or
any other person who is not a Company employee; and
(iii) such injury or illness does not relate to treatment
rendered prior to the applicable Study. Company,
however, will not provide compensation or
reimbursement for (i) any treatment that is covered by a
third party (consistent with that payor's applicable
coverage and reimbursement policies); or (ii) other injury-
or iliness-related costs or expenses, such as lost wages.

11.3  Subject Injury for Phase 1, Phase 2, and Phase 3
Studies. For Phase 1, Phase 2, and Phase 3 Studies,
Company will reimburse the Site for actual and
reasonable medical expenses for the treatment of any
injury or iliness that Subject suffers that is directly related
to a Study Drug manufactured by Company that is
administered pursuant to the applicable Protocol or those
procedures required by the Protocol that would not have
been performed were it not for Subject’s participation in
the Study provided that all of the following have been
met: (i) Site, each Site Representative, and the principal
investigator conducted the Study in accordance with this
Agreement, reasonable and prudent clinical practices,
and Applicable Laws; (ii) such injury or illness does not
arise out of the negligence or willful misconduct of any of
the Site Indemnitees or any other person who is not a
Company employee; and (iii) such injury or illness does
not relate to treatment rendered prior to the applicable
Study. Company, however, will not provide
compensation or reimbursement for (i) any treatment that
is paid by a third party (consistent with that payor's
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nesuvisi s lie€bou podstupenou pred prisluSnym
klinickym skisanim. Spolo¢nost vSak neposkytne
kompenzaciu ani nahradu za (i) ziadnu lieCbu, ktora je
hradena tretou stranou (v sulade s prisluSnym krytim a
zasadami poskytovania nahrad platitela), alebo (ii) iné
naklady alebo vydavky spojené s poskodenim alebo
ochorenim, ako je napriklad usla mzda.

11.4  Poskodenie uc€astnika klinického skuSania
v ramci klinického skuSania fazy 4. V pripade klinického
skusania fazy 4 Spolo¢nost nebude zodpovedna za
Ziadne naklady ani vydavky, ktoré vzniknu v désledku
poSkodenia ucastnika klinického skuSania s vynimkou
rozsahu pozadovaného prislusnym zakonom. Aby
nedoslo k zZiadnym pochybnostiam, "faza 4" znamena
skuSanie produktu na trhu, ktory je pouzivany v ramci
jeho indikacie. Ak ucastnik klinického skusania utrpi
poSkodenie v dosledku ucasti na jednej z klinickych
skusani fazy 4 Spolo¢nosti, u¢astnik klinického skusania
bude mat k dispozicii taku istu urgentnu lie€bu ako Siroka
verejnost. Spolo¢nost neopravriuje Centrum, aby
ponukalo kompenzaciu v mene SpoloCnosti, ani aby
zavazovalo Spolo¢nost akymikolvek zavazkami na
odSkodnenie v prospech akychkolvek uc€astnikov
klinického skuSania.

12. DOBA PLATNOSTI A VYPOVEDANIE

12.1 Déatum ucinnosti. ,Datum a€innosti“ bude
stanoveny v kazdej Objednavke. Toto stanovenie sa
bude vztahovat iba na danu Objednavku a Zmluva bude
platna a ucinna od tohoto datumu, pokial sa nevyzaduje
zverejnenie takejto zmluvy zakonnymi predpismi, najma
zakonom ¢&. 546/2010 Zb. Ak sa takéto zverejnenie
vyzaduje, nadobudne Zmluva uCinnost  dfiom
nasledujucim po zverejneni. Centrum zaisti v€asné
zverejnenie Zmluvy a poskytne Spolo¢nosti doklad o
zverejneni do dvoch (2) mesiacov od posledného
podpisu.

12.2  Pravo Spolo¢nosti na vypovedanie. Spolo¢nost
bude mat pravo kedykolvek okamzite pozastavit alebo
vypovedat Objednavku, dévodne &i bezdbvodne, celkom
alebo scasti, pisomnym oznamenim Centru s
vypovednou lehotou tridsat (30) kalendarnych dni a s
uvedenim datumu a rozsahu vypovedania. V pripade
takéhoto vypovedania bude mat Centrum narok na
kompenzaciu v sulade s podmienkami prislusnej
Objednavky do datumu vypovedania. Spolo€nost tiez
bude mat pravo okamZitého vypovedania, ak sa
primerane domnieva, Ze klinické sku3anie by malo byt
ukon&ené v zaujme u&astnikov klinického skusania.

12.3 Pravo Centra na vypovedanie. Centrum bude
mat pravo vypovedat akukolvek Objednavku (i) ak je
hlavny skuSajaci uvedeny na Objednavke a tento hlavny
skusajuci je neschopny vykonavat svoje povinnosti podla
Zmluvy a nastupca prijatelny pre Spolo€nost nie je k
dispozicii, (ii) ak Spolo¢nost poruSuje ktorukolvek zo

applicable coverage and reimbursement policies); or (ii)
other injury- or illness-related costs or expenses, such as
lost wages.

11.4  Subject Injury for Phase 4 Studies. For Phase 4
Studies, Company shall not be responsible for any costs
or expenses incurred as a result of a Subject injury
except to the extent required by Applicable Law. For the
avoidance of doubt, "Phase 4" means a trial on a
marketed product used in its indication. If an injury to a
Subject occurs as a result of participating in one of
Company's Phase 4 Studies, the same emergency
treatment available to the general public shall be
available to Subjects. Company does not authorize Site
to offer compensation on behalf of Company, or to bind
Company to any indemnity obligations in favor of any
Subjects.

12. TERM AND TERMINATION

12.1  Effective Date. "Effective Date" shall be defined
in each Order. Such definition shall apply only to that
Order and the Agreement shall be valid and effective
from this date, unless and to the degree that disclosure of
the contract is required by Applicable Law, in particular
Act no. 546/2010 Coll. Where such disclosure is required,
the Agreement will become effective the day following
disclosure. Site shall ensure the Agreement is disclosed
in a timely manner and shall provide Company with
evidence of disclosure within two (2) months of last
signature.

12.2 Company’s Right to Terminate. Company shall
have the right, at any time, to suspend or terminate an
Order, with or without cause and in whole or in part, by
issuing a thirty (30) calendar day written notice to Site
specifying the date and extent of termination. In the
event of such termination, Site shall be entitled to
compensation in accordance with the terms of the
applicable Order up to the date of termination. Company
shall also have the right to terminate immediately if it is
reasonably of the opinion that a Study should cease in
the interests of the Subjects.

12.3 Site’s Right to Terminate. Site shall have the
right to terminate any Order (i) if a principal investigator
is identified in an Order and such principal investigator is
unable to perform its obligations thereunder and a
successor acceptable to Company is not available; (ii) if
Company is in breach of any of its obligations hereunder
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svojich povinnosti v zmysle tohto dokumentu a toto
porusenie nenapravi tam, kde je schopna ho napravit do
tridsiatich (30) kalendarnych dni po pisomnom oznameni
od Centra s uvedenim porusSenia a vyziadanim napravy,
alebo (iii) ak sa Centrum primerane domnieva, Ze klinické
skuSanie by malo byt ukonfené v zaujme ucCastnikov
klinického sku$ania.

12.4  Povinnosti pri vypovedani. Okamzite po prijati
oznamenia o vypovedani Centrum prestane zaradovat
ucastnikov klinického skuSania do prislusného klinického
skusania (prisluSnych klinickych skuasani) a prestane
vykonavat' postupy na u€astnikoch klinického sku$ania,
ktori uz su zaradeni do takéhoto klinického skuSania
(takychto klinickych skusani) tak, ako mu Spolo¢nost
nariadi, do tej miery, ako je to medicinsky prijatelné a
vhodné. Do tridsiatich (30) kalendarnych dni od datumu
platnosti vypovedania Centrum vrati Spolo¢nosti vSetky
prostriedky nie neodvolatelne zaviazané Centrom eSte
pred datumom platnosti vypovedania. Okrem toho, do
tridsiatich (30) kalendarnych dni od datumu platnosti
vypovedania musi Centrum predlozit Spolo¢nosti
zavereCnu fakturu s uvedenim vSetkych sum, ktoré
Spolo¢nost dlzi s ohfadom na vypovedané klinické
skuSanie (vypovedané klinické skuSanie) a v sulade s
podmienkami tejto Zmluvy. V sulade s pokynmi
Spolo¢nosti, po vypovedani Centrum: (i) bude chranit
vSetky uUdaje tykajuce sa vypovedanej Objednavky
(vypovedanych Objednavok), (ii) odovzda tieto udaje

13. ROZNE
13.1 Dodatky. Ak nie je vyslovne uréené v tomto

dokumente inak, dodatky k podmienkam tejto
Zmluvymoézu byt urobené len po vzajomnom pisomnom
suhlase stran.

13.2 PouZivanie nazvov. Spolo¢nost ani Centrum
nesmu pouzZivat nazov druhej strany (vratane nazvov
dcérskych spoloénosti alebo materskej spolo€nosti, (ak
existuju)), symboly ani znacky ani Ziadne ich odvodeniny
v Ziadnej forme zverejnenia bez predchadzajuceho
pisomného suhlasu strany alebo stran, ktoré ich vlastnia,
svynimkou toho, Ze  Spolo¢nost smie bez
predchadzajuceho pisomného suhlasu Centra zverejnit
na verejne pristupnych registroch klinického skuSania
alebo  prostrednictvom  Spolo&nostou riadeného
telefébnneho centra vSeobecnu zemepisnu polohu Centra
(napr. mesto, Stat a/alebo krajinu) a kontaktné informacie
ktorejkolvek zo stran tejto Zmluvy. Okrem toho a bez
predchadzajuceho suhlasu Centra, mdZe Spolo¢nost
identifikovat' existenciu tejto Zmluvy a/alebo meno, nazov
al/alebo kontaktné informacie ktorejkolvek strany tejto
Zmluvy tak, ako to vyzaduje prislusny zakon.

13.3 Uplnd dohoda. Tato Zmluva, akakolvek
Objednavka a akékolvek dodatky a zmeny tejto Zmluvy
budl predstavovat Uplnd dohodu medzi jej stranami
tykajuce sa predmetu tejto Zmluvy a stanovuju vsetky
podmienky, za ktorych bude tato Zmluva plnena. Medzi
stranami neexistuju ziadne dalSie dohody, Ustne alebo
pisomné, tykajuce sa predmetu tejto Zmluvy a vSetka
ustna alebo pisomna kore$pondencia tykajuca sa

and has failed to remedy such breach where it is capable
of remedy within thirty (30) calendar days of a written
notice from Site specifying the breach and requiring its
remedy; or (iii) if Site is reasonably of the opinion that a
Study should cease in the interests of the Subjects.

12.4  Obligations Upon Termination. Immediately
upon receipt of notice of termination, Site shall stop
enrolling Subjects into the relevant Study(ies) and shall
cease conducting procedures on Subjects already
enrolled in such Study(ies) as directed by Company, to
the extent medically permissible and appropriate. Site
shall return to Company within thirty (30) calendar days
of the effective date of termination any funds not
expended or irrevocably obligated by Site prior to the
effective date of the termination. Additionally, within thirty
(30) calendar days of the effective date of the
termination, Site shall submit to Company a final invoice
identifying any amounts Company may owe relative to
the terminated Study(ies) and pursuant to the terms of
this Agreement. Upon termination, Site shall, in
accordance with Company’s instructions, (i) preserve any
data relating to the Order(s) terminated; (ii) turn over
such data;

13. MISCELLANEOUS

13.1 Amendments. Except as otherwise expressly
provided herein, the terms of this Agreement may be
amended only by the mutual written consent of the
parties.

13.2 Use of Names. Company and Site shall not use
each other's names (including the names of the other
party's subsidiaries or parent, (if any)), symbols or marks,
or any derivatives thereof in any form of publicity without
the prior written consent of the owning party or parties,
except that, without prior written consent of Site,
Company may disclose on publicly-accessible clinical
trial registries or through a Company-operated call center
the general geographic location of Site (e.g., city, state,
and/or country) and contact information of any party to
this Agreement. In addition, and without prior written
consent of Site, Company may identify the existence of
this Agreement and/or, the name, and/or contact
information of any party to this Agreement as required by
Applicable Law.

13.3  Entire Agreement. This Agreement, any Order,
and any amendments or Changes thereto, shall
constitute the entire agreement between the parties
hereto regarding the subject matter hereof and sets forth
the entire terms and conditions under which this
Agreement will be performed. There are no other
agreements, oral or written, between the parties with
respect to the subject matter of this Agreement, and all
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predmetu tejto Zmluvy je touto Zmluvou nahradena. V
pripade akejkolvek nezhody medzi touto Zmluvou a
ktoroukolvek Objednavkou a Protokolom, ak sa vztahuje,
budu platit podmienky tejto Zmluvy ak nie je vyslovne
inak dohodnuté medzi zmluvnymi stranami v prisludnej
Objednavke.

13.4 Rovnopisy. Tato Zmluva a akakolvek
Objednavka adodatky alebo zmeny mbzu byt

vyhotovené a podpisané v akomkolvek pocte rovnopisov,
z ktorych kazdy bude origindlom a v8etky spolo&ne budu
tvorit jeden aten isty dokument zavazny pre vSetky
strany bez ohfadu na to, Ze kazdad zo stran moéze
podpisat rézne rovnopisy. Faksimile alebo naskenované
képie podpisov alebo elektronické zobrazenia podpisov
budu povazované za originalne podpisy, ak to prislusny
zakon nezakazuije.

13.5 Oddelitelnost. Ak je akékolvek ustanovenie tejto
Zmluvy v rozpore so zakonom, podla ktorého ma byt tato
Zmluva vykladana alebo ak je takého ustanovenie
kompetentnym organom povazované za protizakonné,
neplatné alebo nevymahatefné celé alebo scasti, toto
ustanovenie bude povazované za také, ktoré ma byt
preformulované tak, aby €o najlepSie odrazalo pévodny
zadmer stran v sulade s aplikovatefnymi pravnymi
predpismi. Zakonnost, platnost a vymahatelnost
ostatnych ustanoveni tymto nebude ovplyvnena a tieto
ostanu v plnej platnosti a ucinnosti.

13.6 Postupenie a subdodavatelia. Prava ani
povinnosti Centra podla tejto Zmluvy nesmu byt
postupené, prevedené anesmie sa S nimi ani inak
disponovat, & uz vcelku alebo scasti, bez
predchadzajuceho pisomného suhlasu Spolo¢nosti. Ak
Spoloénost pisomne schvali pouzitie subdodavatela
alebo pri¢lenenej organizacie Centrom pri plneni
povinnosti Centra podla tejto Zmluvy, Centrum bude aj
nadalej zodpovedné za riadne uskuto&fiovanie takéhoto
klinického sku$ania v sulade s touto Zmluvou.

13.7 Vzdanie sa prava. Ziadna cginnost alebo
necinnost’ ktorejkolvek strany nebude povaZovana za
zrieknutie sa prav tejto strany v zmysle tejto Zmluvy
alebo tak, ako stanovuje prislusny zakon. Ak to nie je
vyslovne uvedené v paragrafe zmeny tejto Zmluvy, nie je
mozné zrieknut sa ziadnej podmienky tejto Zmluvy,
okrem pripadu, ktorého sa bude tykat vyslovna
pisomna Zmluva podpisana stranou, ktora sa zrieka
prav. Ak strana neuplatni alebo sa oneskori pri vymahani
svojich prav vyplyvajucich z tejto Zmluvy, nebude to
povazované za trvalé vzdanie sa tohto prava. Vzdanie sa
naroku za jedno poruSenie tejto Zmluvy nebude
znamenat vzdanie sa naroku za iné alebo dalSie
porusenia.

13.8 Zmluvny vztah. Centrum sa zaobera nezavislymi
aktivitami a nie je agentom, zamestnancom, partnerom
ani spoloénym zamestnavatelom Spolocnosti. Ak je to
aplikovatelné, Centrum vyhlasuje a garantuje, ze je
zamestnavatelom, na ktorého sa vztahuju prislusné
zakony a dodrziava ich. Centrum bude zodpovedné za
¢iny, chyby, opomenutia a spravanie Predstavitelov a
subdodavatelov Centra. Centrum berie na vedomie a

oral and written correspondence regarding the subject
matter hereof is superseded by this Agreement. In the
event of any inconsistency between this Agreement and
any Order and the Protocol, if applicable, the terms of
this Agreement shall govern except as otherwise
expressly agreed upon by the parties in a specific Order.

13.4  Counterparts. This Agreement and any Order,
and any amendments or Changes may be executed in
any number of counterparts, each of which shall be an
original and all of which together shall constitute one and
the same document, binding on all parties
notwithstanding that each of the parties may have signed
different counterparts. Facsimiles or scanned copies of
signatures or electronic images of signatures shall be
considered original signatures unless prohibited by
Applicable Law.

13.5 Severability. In the event any provision of this
Agreement conflicts with the law under which this
Agreement is to be construed or if any such provision is
held illegal, invalid, or unenforceable, in whole or in part,
by a competent authority, such provision shall be
deemed to be restated to reflect as nearly as possible the
original intentions of the parties in accordance with
Applicable Laws. The legality, validity, and enforceability
of the remaining provisions shall not be affected thereby,
and shall remain in full force and effect.

13.6  Assignment and Sub-contracting. Neither the
rights nor the obligations of Site under this Agreement
may be assigned, transferred or otherwise disposed of, in
whole or in part without the prior written consent of
Company. In the event Company consents in writing to
Site's use of a subcontractor or affiliate in the
performance of Site's obligations hereunder, Site shall
remain responsible for the proper performance of such
Study, in accordance with this Agreement.

13.7  Waiver. No action or inaction by either party shall
be construed as a waiver of such party's rights under this
Agreement or as provided by Applicable Law. Except as
expressly provided for in the Change Section, no other
term of this Agreement may be waived except by an
express notice in writing signed by the waiving party. The
failure or delay of a party in enforcing any of its rights
under this Agreement shall not be deemed a continuing
waiver of such right. The waiver of one breach
hereunder shall not constitute the waiver of any other or
subsequent breach.

13.8  Contractual Relationship. Site is engaged in an
independent activity and not as an agent, employee,
partner, or joint employer of Company If applicable, Site
represents and warrants that it is an employer subject to,
and shall comply with, all Applicable Laws. Site shall be
responsible for Site Representatives' and subcontractors'
acts, errors, omissions, and conduct. Site acknowledges
and agrees that Company shall have no responsibility or
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suhlasi s tym, Ze Spolo€nost nebude niest Ziadnu
zodpovednost  ani  povinnost v  suvislosti  so
zaobchadzanim s Predstavitelmi Centra ako so
zamestnancami Spolo¢nosti na akékolvek ucely. Ani
Centrum ani ziadny z Predstavitelov Centra nebude mat
narok na krytie alebo akékolvek vyhody vyplyvajuce
z kompenzacie pre pracovnikov, zamestnaneckych
planov alebo programov, z planov alebo programov
odmien zamestnancov, prémii, odmien, penzijnych alebo
inych programov Spolo¢nosti.

13.9 Rozhodné pravo. Tato Zmluva sa bude riadit
zakonmi Slovenskej republiky. Pre pripad akychkolvek
sporov ktoré strany medzi sebou nedokazu vyriesit, sa
strany dohodli, Ze jurisdikcia pre akékolvek rieSenie
takychto sporov bude v Slovenskej republike.

13.10 Pretrvanie. Prava a povinnosti stran podfla
ktorychkolvek ustanoveni stanovenych v tejto Zmluve
tykajucich sa vlastnictva duSevného majetku, dévernosti,
pouzivania mien, prislusnych zakonov, rozhodujuceho
prava, materialov, poskodenia ucastnikov klinického
skusania, dovernosti, odSkodnenia a poistenia, alebo
ktoré sa tykaju ich vykonavania alebo dodrziavania po

vypovedani alebo vyprSani platnosti tejto Zmluvy,
pretrvaji aj po tomto vyprSani platnosti alebo
vypovedani.

13.11 Spolupraca so zastupcami Spoloénosti. Centrum
bolo informované, Ze v zmysle osobitnych dohdd si
Spolo¢nost mbéze ponechat iné osoby (vratane, avsak
bez obmedzenia sa len na, zmluvnych vyskumnych
organizacii) na vykon urlitych sluzieb v suvislosti s
klinickym skdsanim. Centrum bude spolupracovat a do
prisluSnej miery aj koordinovat svoj vykon sluzieb podfa
tejto Zmluvy so sluzbami tychto inych osbéb tak, aby tak
zabezpecilo uspesSné dokoncenie klinického skusania.

13.12 Jazyk. Uradnym jazykom tejto Zmluvy je jazyk
slovensky. Ak strana preloZila tato Zmluvu do iného
jazyka a nastane rozpor v interpretacii medzi verziami,
originalna verzia v uradnom jazyku bude rozhodujuca.

13.13 Oznamenie. Akékolvek oznamenie vyZadované
alebo povolené v zmysle tejto Zmluvy musi byt pisomné
a bude povazované za predlozené s platnostou od
datumu, kedy je: (i) doruCené osobne alebo (ii) prijaté
doporucenou postou, s predplatenym poStovnym,
vyziadanym potvrdenim prijatia, alebo (iii) potvrdené ako
prijaté faxom, alebo (iv) prijaté narodne uznavanym
kuriéerom s doru€ovanim do 24 hodin a adresované
strane, ktora ma dostat toto oznamenie na adrese
uvedenej niZzSie, alebo na inej takej adrese, ktora bude
neskor pisomne Specifikovana:

liability for treating Site Representatives as employees of
Company for any purpose. Neither Site nor any Site
Representative shall be eligible for coverage or to receive
any benefit under any Company provided workers’
compensation, employee plans or programs or employee
compensation, bonus, incentives, retirement or other
arrangements.

139 Governing Law. This Agreement shall be
governed by the laws of the Slovak Republic. For any
disputes that cannot be resolved between the parties, the
parties agree that the jurisdiction for any such resolution
of disputes shall be in the Slovak Republic

13.10 Survival. The parties' rights and obligations under
any provisions set forth in this Agreement related to
ownership of Intellectual Property, confidentiality, use of
names, Applicable Laws, governing law, Materials,
subject injury, privacy, indemnification, and insurance, or
which  contemplate performance or observance
subsequent to termination or expiration of this Agreement
issued hereunder shall survive such expiration or
termination.

13.11 Cooperation with Company Representatives. Site
has been advised that, under separate agreements,
Company may retain others (including without limitation
contract research organizations) to perform certain
services in connection with a Study. Site shall cooperate
with, and to the extent appropriate, coordinate its
performance hereunder with the services of such others
S0 as to ensure successful completion of the Study.

13.12 Language. The official language of this
Agreement is the Slovak language. Should a party
translate this Agreement into another language and a
conflict in interpretation occur between versions, the
original official language version shall prevail.

13.13 Notice. Any notice required or permitted
hereunder shall be in writing and shall be deemed given
as of the date it is: (i) delivered by hand; (ii) received by
registered or certified mail, postage prepaid, return
receipt requested; (iii) confirmed as received if by
facsimile; or (iv) received by nationally recognized,
overnight courier, and addressed to the party to receive
such notice at the address set forth below, or such other
address as is subsequently specified in writing:

If to Amgen / Ak je adresat Spoloénost”:

Amgen GmbH

Head office for Central and Eastern Europe
Jacek Nowak, M.D., PhD.

Franz Josefs Kai 47

If to the Site / Ak je adresat Centrum:

Fakultna nemocnica Trendin
Onkologické oddelenie
Legionarska 28

911 71 Trendin
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A-1010 Wien, Austria,
Fax: +43 153 140 710
With a copy to / Képiu zaslat’ na adresu:

International Legal Department
Amgen (Europe) GmbH
Dammstrasse 23

6301 Zug

Switzerland

Fax: +41 41 369 0411

Slovakia

Fax: +421 326 520 104

Agreement.

NA DOKAZ TOHO strany tejto Zmluvy dali svojim riadne poverenym zastupcom tdto Zmluvu podpisat.
IN WITNESS WHEREOF, the parties hereto have caused their duly authorized representatives to execute this

COMPANY

SITE/ CENTRUM

(signature/ podpis)
Name/ Podpis: Ard Vink, PhD.

Function/ Titul: Sr Mgr Development Operations

Date/ Datum:

(signature/ podpis)
By/ Podpis:

Function/ Titul:

Date/ Datum:
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DOKLAD A — OCHRANA UDAJOV

Ak tu nie je definované inak, v3etky terminy pouzivané v
tomto doklade, ktoré nie su inak definované, budd mat
vyznam, ktory im bol prideleny v Zmluve. Na ulely tohto
dokladu nasledujuce terminy budd mat nizSie uvedeny
vyznam:

.subjekt dat" znamena akéhokolvek uc¢astnika alebo

Ziadatela, ktory sa chce zucastnit na klinickom skusani
spolu s akymikolvek pribuznymi, ak je to vhodné, a/alebo
akékolvek iné osoby, o ktorych mozno zhromazdovat
Udaije pri plneni tejto Zmluvy:

.Eurépska hospodarska oblast’ (European Economic

Area, EEA)" znamena vSetky Clenské Staty Eurdpskej
unie, Norsko, Lichtenstajnsko a Island,

.Spracovanie" znamena akykolvek ukon alebo subor

ukonov, vykonavany s osobnymi udajmi, vratane ich
zhromazdovania, pouzivania, Upravy, ziskavania,
prenosu, uskladnenia, vymazania a spracovania
(poCitatom aj manualne), ich kombinaciu alebo iné
pouzitie osobnych Udajov v sulade so zamermi
prislusnych zakonov na ochranu udajov, a

Judaje skuasania" znamenaju vSetky osobné udaje,

tykajuce sa akychkolvek subjektov dat, ktoré zhromazdi
Centrum alebo Predstavitelia Centra alebo obaja.

Centrum a Predstavitelia Centra

klinického skusania") budud na vlastné naklady
dodrziavat vSetky prisluSsné zakony v plathom zneni,
ktoré sa tykaju spracovania udajov skuSania a tiez
nasledujuce ustanovenia:

® budd spracovavat len Udaje skuSania,
zhromazdené stranami klinického skuSania v
sulade s touto Zmluvou a vyluéne len na ucely
tohto klinického skuSania tak, ako to je
Specifikované v prislusnhom Protokole alebo ako
to inak mbéze z €asu nacas pisomne nariadit

(spolo¢ne ,strany

Spolo¢nost, anebudu dalej zhromazdovat
a spracovavat udaje skuSania akymkolvek inym
spbsobom,

(i) neposkytni ani neprenesu Udaje skuSania

ziadnej tretej strane bez pisomného povolenia
Spolo€nosti, s vynimkou ak: (i) si toto poskytnutie
alebo prenos udajov vyZaduje akykolvek
prisludny zakon alebo nadriadeny organ, a v tom
pripade strany klinického sku3ania budu
urychlene pisomne informovat Spolo¢nost (a v
kazdom pripade do piatich (5) kalendarnych dni
od prijatia) eSte pred splnenim akejkolvek takejto
ziadosti o poskytnutie alebo prenos udajov a
splnia vSetky primerané pokyny Spolocnosti
ohladom takéhoto poskytnutia alebo prenosu
udajov, alebo (ii) je toto poskytnutie alebo prenos
udajov obmedzené len na osoby v organizacii
stran klinického skuSania v ramci EEA, ktoré

EXHIBIT A- DATA PROTECTION

Unless otherwise defined herein, all terms used in this
Exhibit and not otherwise defined shall have the
meanings assigned to them in the Agreement. For the
purposes of this Exhibit, the following terms will have the
meanings given below:

"Data Subject" means any participant in or applicant
wishing to participate in the Study together with any next
of kin, if appropriate, and/or any other person about
whom personal data may be collected in the performance
of this Agreement;

"European Economic Area (EEA)" means all the
member states of the European Union and Norway,
Liechtenstein and Iceland;

"Processing” means any operation or set of operations
performed on personal data, including the collection, use,

modification, retrieval, transfer, storage, deletion,
processing (both by computer and manually),
combination or other use of personal data as

contemplated by applicable data protection laws; and

"Trial Data" means all personal data relating to any Data
Subject collected by Site or Site Representatives or both.

Site and Site Representatives (collectively “Study
Parties”) will comply, at their expense, with all Applicable
Laws, as amended from time to time, with respect to the
Processing of Trial Data, and with the following
provisions:

0] Process only Trial Data collected by the Study
Parties in accordance with this Agreement and
solely for the purposes of the Study as specified
in the applicable Protocol or as otherwise
instructed in writing from time to time by
Company and not further collect and process
such Trial Data in any other manner;

(i) Not to disclose or transfer Trial Data to any third
party without the prior written permission of
Company, except (i) where such disclosure or
transfer is required by any Applicable Law or
supervisory authority, in which case the Study
Parties will notify promptly in writing (and in any
event within five (5) calendar days of receipt)
Company before complying with any such
request for disclosure or transfer and comply with
all reasonable directions of Company with
respect to such disclosure or transfer, or (ii)
where such disclosure or transfer is limited only
to persons within the Study Parties’ organization
located in the EEA who have a need to know to
perform the services contemplated in the
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(i)

(iv)

v)

(vi)

(Vi)

potrebuju tieto vedomosti na vykon sluzieb
zamyslanych v Zmluve, alebo (iii) ide o
poskytnutie alebo prenos udajov do spoloCnosti
Amgen Inc. a zamestnancov alebo zastupcov jej
pri¢lenenych organizacii v EEA alebo v krajinach
mimo EEA vratane USA,

zabezpecCia, aby vSetky udaje skuSania boli
spravne atam, kde je to potrebné, aj
aktualizované a vynalozia ¢o najvacsie usilie na
zabezpecenie toho, aby udaje skuSania, ktoré su
nespravne alebo neuplné, boli vymazané alebo
opravene,

zabezpecia, aby vSetky technické a organizacné
opatrenia uvedené v Protokole a akychkolvek
prislusnych zakonoch na ochranu udajov alebo z
¢asu nacas vyzadované Spoloc¢nostou, boli vzdy
pouzivané na ochranu udajov sku$ania pred
nahodnym alebo protizakonnym  zniCenim,
stratou, poSkodenim alebo upravou ako aj pred
nepovolenymi alebo protizakonnymi formami
spracovania,

zabezpecia urychlené pisomné upovedomenie
Spolo¢nosti stranami klinického skuSania (a v
kazdom pripade do piatich (5) kalendarnych dni
od prijatia) o akomkolvek oznameni prijatom od
subjektu dat, ktoré sa tyka prav subjektu dat na
pristup, Uupravu alebo opravu jeho udajov
skudania a skor, nez na takéto oznamenie
zareaguju sa budu riadit vSetkymi pokynmi
Spolo¢nosti,

budu dodrziavat vSetky pisomné pokyny, ktoré z
Casu naCas mbdze Spolo¢nost vydat na
anonymizovanie udajov skusania, a

podniknu také kroky, ktoré modze Spolo¢nost
primerane z Casu naCas vyzadovat, vratane
upovedomenia akéhokolvek nadriadeného
organu a dalSich o svojich aktivitach v rdmci
spracovania podla tejto Zmluvy a dalej podniknu
vSetky daldie kroky tak, aby spolo&nosti Amgen
Inc. a jej priClenenym organizacidam umoznili
splnit akékolvek oznamovacie alebo iné
povinnosti, ktoré sa na nich vztahuju v suvislosti
$0 spracovanim udajov skiSania.

(i)

(iv)

v)

(vi)

(vii)

Agreement or (iii) where such disclosure or
transfer is to Amgen Inc. and its affiliates’
employees or representatives in the EEA or in
countries outside the EEA, including the U.S;

ensure that all Trial Data are accurate and,
where necessary, kept updated and use best
efforts to ensure that such Trial Data which are
inaccurate or incomplete are erased or rectified,;

ensure that all the technical and organizational
measures specified in the Protocol and in any
applicable data protection laws or requested by
Company from time to time are taken at all times
to protect Trial Data against accidental or
unlawful destruction, loss, damage or alteration
as well as unauthorized or unlawful forms of
Processing;

ensure that the Study Parties notify Company
promptly in writing (and in any event within five
calendar (5) days of receipt) of any
communication received from a Data Subject
relating to the Data Subject’'s rights to access,
modify or correct its Trial Data and to comply
with all instructions of Company before
responding to such communications

comply with all written instructions issued from
time to time by Company to anonymize the Trial
Data; and

take such steps as Company may reasonably
require from time to time, including notification of
its Processing activities under this Agreement to
the supervisory authority and further, take any
other steps in order to enable Amgen Inc. and its
affiliates to comply with any notification or other
obligations applicable to them related to the
Processing of the Trial Data.
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OBJEDNAVKA K ZMLUVE O KLINICKOM SKUSANI

Tato objednavka (dalej len "Objednavka"), platna od
datumu platnosti (definovaného nizSie), je uzatvorena
medzi AMGEN GMBH, Prinz Eugen Stralle 8-10, A-1040
Wien, Austria a jej materska spolo¢nost, alebo poboCky
(dalej len "Spoloénost™) a Fakultna nemocnica Trencin,
Onkologické oddelenie, Legionarska 28, 911 71 Trencin,
Slovenskda republika (dalej len "Centrum"), v sulade s
podmienkami tejto urcitej zmluvy o klinickom skusani,
ktorymi sa bude riadit, (Cislo zmluvy 182505) (dalej len
"Zmluva"). VSetky nedefinované terminy pouZzité v tejto
objednavke maju ten vyznam, ktory im bol prideleny
v Zmluve. Tato Zmluva bude povazovana za podpisanu
k poslednému driu, kedy ju niektora zo stran podpise.

Postova adresa Spolocnosti je Franz Josefs Kai 47, 1010
Wien, Austria.

TERAZ PRETO strany tymto suhlasia s nasledovnym:

1. PLATNE PODMIENKY A DATUM PLATNOSTI

1.1 Platné podmienky. Podpisanim tejto Objednavky
strany suhlasia s tym, Ze tato Objednavka a plnenie stran
podla tejto Objednavky sa bude riadit zmluvnymi
podmienkami Zmluvy, ktoré su zahrnuté tymto odkazom
tak, ako keby boli v plnom rozsahu stanovené v tomto
dokumente. Strany tejto Zmluvy tymto suhlasia, ze na
Ucely tejto Objednavky termin "Centrum”, ako sa
pouziva vtomto dokumente a v Zmluve, bude
definovany tak, aby zahffal vSetky strany, ktoré nie su
Spoloénostou identifikované vy3Sie a ich prisluSnych
zastupcov. Terminy pouzivané v tomto dokumente, ktoré
nie su tu definované, budu mat rovnaky vyznam, ako je
ten, ktory im je dany v zmysle Zmluvy.

1.2 Datum platnosti. Na uc€ely tejto Objednavky
"datum platnosti" bude predstavovat posledny der, v
ktory niektora zmluvna strana uvedie tuto Objednavku do
platnosti. Tato Objednavka ostane v plnej platnosti a
ucinnosti, kym Centrum nedokonci klinické skuSanie
alebo az do jej pred€asného ukonéenia v zmysle tohto
dokumentu.

1.3 Zaznamy. Strany sa dohodli, Ze ustanovenia tykajuce
sa Clanku Zaznamy v Zmluve, pre tuto Objednavku
mobzu byt doplnené o nasledovné znenie: "Centrum bude
uchovavat vsetky zaznamy vyzadované platnymi
pravnymi predpismi, po dobu desiatich (10) rokov od
ukon&enia klinického skuSania, alebo dlhSie, ak to
vyzaduju platné pravne predpisy.. Centrum prijme
primerané a obvyklé opatrenia, aby zabranilo strate,
alebo zmene akychkolvek dotknutych zaznamov."

2. REALIZACIA KLINICKEHO SKUSANIA

2.1 Protokol. Protokol klinického skuSania je
protokolom Spolo¢nosti & 20070622 pod nazvom "3.
faza multicentrickej, randomizovanej, dvojito zaslepenej,
placebom kontrolovanej Studie latkou Rilotumumab
(AMG 102) v kombinacii s Epirubicinom, Cisplatinou

CLINICAL TRIAL AGREEMENT ORDER

This Order ("Order") is made and entered into by and
among AMGEN GMBH, Prinz Eugen StralRe 8-10, A-
1040 Wien, Austria and its parents or wholly owned
subsidiaries of the parent ("Company") Fakultna
nemocnica Trencin, Onkologicke oddelenie, Legionarska
28, 911 71 Trencin, Slovakia hereinafter referred as
"Site", in accordance with, and shall be governed by, the
terms of that certain Clinical Trial Agreement (contract
number 182505) ("Agreement"). All terms used in this
Order and not defined shall have the meanings assigned
to them in the Agreement. This Agreement shall be
considered fully executed on the latest date that a party
executes the same.

Company’s mailing address is Franz Josefs Kai 47, 1010
Wien, Austria.

NOW, THEREFORE, the parties hereby agree as

follows:
1. GOVERNING TERMS AND EFFECTIVE DATE
1.1 Governing Terms. By executing this Order, the

parties agree that this Order and the parties’ performance
hereunder shall be governed by the terms and conditions
of the Agreement, which are incorporated by this
reference as if fully set forth herein. The parties hereto
agree that for purposes of this Order, the term "Site" as
used herein and in the Agreement shall be defined to
include each and every non-Company party identified
above, and their respective representatives. Terms used
but not otherwise defined herein shall have the meanings
ascribed to such terms under the Agreement.

1.2 Effective Date. For purposes of this Order,
"Effective Date" shall mean the last date on which a
party executes this Order. This Order shall remain in full
force and effect until the completion by the Site of the
Study or earlier termination pursuant hereto.

1.3 Records. The parties agree that for this Order the
provision regarding Records in the Agreement shall be
amended to state: "Site shall maintain all records
required by Applicable Law for ten (10) years from
completion of a Study or longer if required by Applicable
Law. Site shall take reasonable and customary
precautions to prevent the loss or alteration of any such
records.”

2. STUDY CONDUCT

2.1 Protocol. The Protocol for the Study is Company
Protocol No. 20070622 entitled A Phase 3, Multicenter,
Randomized, Double-Blind, Placebo Controlled Study of
Rilotumumab (AMG 102) with Epirubicin, Cisplatin, and
Capecitabine (ECX) as First-line Therapy in Advanced
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a Capecitabinom (ECX) ako prvy stupen lieCby
pokrocilého MET-pozitivneho adenokarcinomu Zzaludka
alebo gastroezofagealnej junkcie". Predstavitelia Centra
al/alebo hlavny skus$ajuci sa zucastnia vSetkych stretnuti
ohladom Kklinického skusania, o ktoré ich Spolo¢nost
bude primerane ziadat (,Stretnutia skusajucich®). Takéto
stretnutia moze Spolo¢nost uskutoénit s cielom
sprostredkovat alebo vymienat informacie s hlavnymi
skusajucimi, spolu-skusajucim alebo inymi
zamestnancami vyskumnej spolo¢nosti na podporu
efektivneho prevedenia alebo uzavretia klinického
skuSania. Kazdy, Centrum a hlavny sku$ajuci suhlasi, Ze
Ziadne dodatoéné nahrady za prislusnu ucast na
Stretnuti skuSajucich podla tohto dokumentu, nebudu
splatné pre Centrum alebo predstavitefov Centra.
Spoloénost moéze nahradit alebo zaplatit Centru
primerané, vopred schvalené vydavky, ktoré vznikli
predstavitelom Centra alebo hlavnému skusajucemu pri
uCasti na Stretnuti skuSajucich po obdrzani detailnej
dokumentacie vo forme dostatoCnej pre Spolocnost, aby
tieto vydavky uplatnila za uCelom  danového
vysporiadania za predpokladu, ze Centrum dodrzi
pokyny Spolo¢nosti a jej platné normy a politiku tykajucu
sa cestovania a pohostenia a dalSich politik ktoré riadia
interakcie S odbornikmi v zdravotnictve.

Hlavny skuSajuci bude riadit a usmerfiovat’ klinické
skusanie.

2.2 Hlavny sku$ajuci. Centrum sa, prostrednictvom
sluzieb hlavného skuSajuceho ("Hlavny skuasajuci "),
zaobera lieCbou pacientov, ktori by mohli byt vhodni k
ucasti v tomto klinickom skuSani. Spolo¢nost’ podpisala s
Hlavnym skd$ajucim osobitnd zmluvu. Spolo¢nost je
povinna zaslat Centru do 5 dni od podpisu tejto

objednavky jedno vyhotovenie osobitnej zmluvy
podpisanej s hlavnym skusajucim.
2.3 Register skuSajucich. V sulade s prisluSnymi

zdkonmi mbZe Spoloénost zbierat' informacie tykajuce sa
skusajucich zapojenych do klinickych skusani a z oblasti
ich vyskumnych zaujmov. Tieto informacie uchovéava
Spolo¢nost v databaze. Tuto databazu ma Spolo¢nost v
Thousand Oaks, Kalifornia, v USA a je pristupna
Spoloc¢nosti, jej dcérskym spolo¢nostiam a pri€¢lenenym
organizaciam na celom svete. Spolo¢nost méze tuto
databazu pouzivat vratane, ale nie len, na Uucely
vyhladavania vhodnych skuSajucich pre vhodné
skuSania, monitorovanie postupu sku$ani a hodnotenie
administrativy a spravania sa centier, kde sku3anie
prebieha. Spolo¢nost tiezZ mbéZe udaje v tejto databaze
zdielat s organizaciami zaoberajucimi sa klinickym
vyskumom po celom svete s cielom poméct pri realizacii
a riadeni klinického skuSania. Centrum je povinné
zabezpecit' to, aby boli zastupcovia Centra podla potreby
upovedomeni o tomto paragrafe.

2.4 Pouzivanie elektronického zberu dat. Elektronicky
zber dat ( "EDC") je technika pre zber dat klinického
skusania, kde Udaje zo skusania su dodané Spolo¢nosti

MET-Positive Gastric or Gastroesophageal Junction
Adenocarcinoma”. Site Representatives and/or Principal
Investigator shall attend any meetings regarding the
Study as reasonably requested by Company
("Investigator Meetings"”). Such meetings may be
conducted by Company to convey or exchange
information with principal investigators, sub-investigators,
or other research site staff to support the effective
conduct or close-out of a Study. Site and Principal
Investigator each agree that no additional compensation
shall be due hereunder for Site Representatives or
Principal Investigators respective participation in
Investigator Meetings. Company may reimburse or pay
Site for reasonable pre-approved expenses incurred by
Site  Representatives or Principal Investigator for
participating in Investigator Meetings upon receipt of
documentation in form and detail sufficient for Company
to recognize such expenses for Company’s tax reporting
purposes, provided that Site complies with Company
instructions and Company's applicable standards and
policies related to travel and hospitality and other policies
governing interactions with healthcare professionals.

The Principal Investigator will direct and supervise the
Study.

2.2 Principal Investigator. The Site, through the services
of a principal investigator ("Principal Investigator"), is
engaged in the treatment of patients who could be
eligible to participate in the Study. Company has signed a
separate agreement with the Principal Investigator.
Company is obliged to send one signed counterpart of
Principal Investigator’'s Agreement to Site till 5 days after
the signature of this Order.

2.3 Investigator Registry.  Subject to Applicable
Laws, Company may collect information regarding
investigators involved in Studies and their areas of
research interest.  This information is retained by
Company in a database. This database is held by
Company in Thousand Oaks, California, U.S. and
accessible worldwide by Company, its affiliates and
subsidiaries. Company may use the database for
purposes including but not Ilimited to matching
investigators to suitable trials, monitoring trial progress,
and assessing administration and conduct of trial sites.
Company may also share with clinical research
organizations worldwide data held in such database to
assist in the conduct and management of a Study. Site
shall ensure that Site Representatives are aware, as
necessary, of this Section.

2.4  Use of Electronic Data Capture. Electronic Data
Capture (“EDC”) is a technique for collecting clinical trial
data where study data is delivered to Company in
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v elektronickej forme. Pre tuto Studiu bude EDC vyuZity
na zber Studijnych informacii z Centra a to konkrétne vo
forme spravy v elektronickej forme ( "eCRF"). Centrum
suhlasi s tym, ze (i) zada tieto udaje z klinického
skusSania do EDC do piatich (5) pracovnych dni od
navstevy Ucastnika, a (ii) rieSi vSetky otazky vydané v
EDC systéme do piatich (5) pracovnych dni od vydania
dotazu. Centrum berie na vedomie a suhlasi s tym, Ze
Cas je podstatnym pri zadavani udajov klinického
skuSania a rieSeni otazok. Akékolvek omeskanie zo
strany Centra mbze mat’ za nasledok oneskorenie platby
Centru. "

Hlavny skuSajuci je zodpovedny a ruci za Kkvalitu
zaznamenavanych dat. Zaznamenavanie dat by malo byt
vykonavané pod dohladom Hlavného skusajuceho.

2.6 Informovany suhlas. Centrum suhlasi a garantuje, ze
od kazdého ucastnika klinického skusania, alebo jeho
zdkonného zastupcu, zabezpeli platny informovany
suhlas v sulade s platnymi predpismi a touto Zmluvou.
Centrum zabezpedi, ze tento suhlas umozni Spolo¢nosti
pouzit biologicky material a data klinického skuSania
minimalne za uU€elom spravnosti monitorovania
a kompletnosti dat klinického sku$ania, zabezpecenia
klinického a vedeckého vyskumu a vyvoja lieCebného
produktu.

3. REAGENSY A LIEK, KTORY JE PREDMETOM
KLINICKEHO SKUSANIA

3.1 Spoloénost poskytne alebo preplati nasledujuci
liek (lieky), ktory je predmetom klinického skusania) tak,
ako to vyzaduje protokol: Rilotumumab (AMG 102) (dalej
len "liek (lieky), ktory je predmetom klinického
skusania"). Ak je Centrum zodpovedné za zabezpecenie
lieku (liekov), ktory je predmetom klinického skuSania,
Spolo¢nost preplati Centru naklady na kupu takéhoto
lieku (liekov), ktory je predmetom klinického skuSania ako
detailne uvedené v naleZitej fakture. Takéto naklady na
kapu alebo preplatenie nakladov nesmu presiahnut
zmluvnu giastku stanovenu v Rozpise A. Centrum suhlasi
a zaruCuje, ze nebude Ziadat platbu ani refundaciu od
ziadneho Ucastnika klinického skusania ani tretej strany
za naklady na liek (lieky), ktory je predmetom klinického
skuSania alebo za liek, ktory je predmetom klinického
skuSania a je poskytovany Spolo¢nostou zdarma alebo
je preplacany Spolo€nostou v zmysle tejto Objednavky.

3.2 Naklady na lieky a/alebo materialy a/alebo
reagensy, ktoré nepochadzaju od Spolo&nosti, nebudu
zaplatené alebo preplatené Centru tretou stranou; avSak
vyZaduje si ich protokol pre u€astnikov Kklinického
skusania zuc&astfiujucich sa na klinickom sku$ani (dalej
len "pozadované materialy"), Spolo¢nost doda Centru
pozadované materialy. Dodato¢ne Spolo¢nost preplati
Centru iné naklady na pozadované materialy ako detailne
uvedené v nalezitej fakture. Takéto naklady na kupu
alebo preplatenie nakladov nesmu presiahnut zmluvnu
Ciastku stanovenu v Rozpise A. Centrum suhlasi a

electronic form. For this Study, EDC will be utilized to
collect Study information, specifically as the electronic
case report form (“eCRF”), from Site. Site agrees that it
shall (i) enter such Study Data into EDC within five (5)
business days of the Subject visit, and (ii) resolve all
queries issued in the EDC system within five (5) business
days of the query being issued. Site acknowledges and
agrees that time is of the essence with respect to such
Study Data entry and query resolution. Any delay by Site
may result in delay of payment to the Site.”

Principal Investigator is responsible for and warrants
quality data entry. Data entry shall be conducted under
the supervision of the Principal Investigator.

2.6 Informed Consent. Site agrees and warrants that it
will obtain avalid informed consent form from each
Subject in the Study or its legal representative in
accordance with Applicable Laws and this Agreement.
Site shall ensure that such consent permits Company’s
use of the Biological Materials and Study data for at
a minimum the purposes of monitoring the accuracy and
completeness of the research data, performing clinical

and scientific research, and medical product
development.

3. REAGENTS AND STUDY DRUG

3.1 Company shall provide or reimburse the

following Study Drug(s) to Site as required by Protocol:
Rilotumumab (AMG 102) ("Study Drug(s)"). If Site is
responsible for obtaining Study Drug for use in the Study,
Company will reimburse Site for purchase costs of Study
Drug as detailed in a proper invoice. Such purchase or
reimbursement cost shall not exceed the amount set forth
in Schedule A. The Site agrees and warrants that it will
not seek payment or reimbursement from any Subject or
third party for the cost of the Study Drug(s) or the Study
Drug that is provided without charge or reimbursed by
Company under this Order.

3.2 The cost of non-Company drug(s) and/or
materials and/or reagents is not paid or reimbursed by a
third party; however it is required by the Protocol for
Subjects participating in  the Study ("Required
Material(s)"). Company will supply the Site with Required
Material(s). In addition, Company will reimburse the Site
for other cost of the Required Material(s) as detailed in a
proper invoice. Such purchase or reimbursement costs
shall not exceed the amount set forth in Schedule A. The
Site agrees and warrants that it will not seek payment or
reimbursement from any Subject or third party for the
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zaruCuje, Ze nebude Ziadat platbu ani refundaciu od
Ziadneho ucCastnika klinického skusania ani tretej strany
za naklady na pozadované materialy, ktoré su
poskytované Spolo¢nostou zdarma alebo preplacané
Spoloénostou v zmysle tejto Objednavky.

4. OBDOBIE PLNENIA A ZARADOVANIE
UCASTNIKOV KLINICKEHO SKUSANIA

4.1 Klinické skuSanie sa zaCne podpisanim tejto
Objednavky, schvalenim prisluSnej etickej komisie alebo
regulatného organu a akymikolvek vyZadovanymi
schvaleniami prislusnych vladnych organov a bude
pokracovat az do dokoncenia klinického skusania tak,
ako to vyzaduje protokol (vratane akychkolvek jeho
Uprav), pokial tato Objednavka nebude zruSena
predéasne v zmysle Zmluvy.

5. PLATBA

5.1 Platba a platobné podmienky su stanovené v
rozpise A tejto Objednavky.

5.2 Ak to nie je inak Specifikované v rozpise A, ako
Uhradu za plnenie podfa podmienok tejto Objednavky
Spolo¢nost uhradi platbu v primeranom ¢ase po prijati (i)
riadnej faktury a (ii) formularov pripadovej spravy (Case
Report Form, "CRF") alebo akéhokolvek podobného
dokumentu, podrobne uvadzajuceho vykonané postupy
al/alebo absolvované navstevy stanovené v rozpise A tak,
ako to bude monitorovat Spolo¢nost alebo jej zastupca.
Ocakava sa, ze formulare CRF budu vyplnené medzi
monitorovacimi navstevami.

5.3 Platby od Spolocnosti splatné Centru podla tejto
Objednavky budu vyplatené a odoslané nasledujucim
spbsobom:

cost of any Required Material(s) that is provided without
charge or reimbursed by Company under this Order.

4. PERFORMANCE PERIOD AND ENROLLMENT
OF SUBJECTS

4.1 The Study will commence upon execution of this
Order, approval of the appropriate Ethics Committee or
authority, and any required approvals of applicable
governmental authorities and will continue until
completion of the Study as required by the Protocol
(including any amendments thereto) unless this Order is
terminated earlier pursuant to the Agreement.

5. COMPENSATION

5.1 Compensation and payment terms are as set
forth in Schedule A, attached to this Order.

5.2 Unless otherwise specified in Schedule A, in
consideration for performance under the terms of this
Order, Company will make payment within a reasonable
time after receipt of (i) a proper invoice and (ii) the Case
Report Forms (“CRFs”) or any similar document detailing
the procedures performed and/or visits completed as set
forth in Schedule A, as monitored by Company or its
representative. It is expected that the e-CRFs will be
completed between monitoring visits.

5.3 Payments from Company to Site due hereunder
shall be made payable and sent to the following:

Payments payable to:
Nazov uctu:

Bezny Ucet("Payee") (“Prijemca”)

IBAN/Account Number:
IBAN /Cislo Gétu:

SK23 8180 0000 0070 0028 0438

SWIFT/Sort Code:
SWIFT kod:

SPSRSKBA

Bank Name:
Nazov banky:

Statna Pokladnica

Centrum méze prilezitostne pisomne poziadat o zmenu
informacii tykajucich sa prijemcu platby. Spolo€nost musi
byt na takéto zmeny upozornena pisomnou formou. Ak
Spolo¢nost suhlasi s vyZiadanou zmenou, nebude
potrebné urobit’ Ziadne d'alSie Upravy Objednavky.

6. POZADOVANE VYBAVENIE

6.1 Strany uznavaju, Ze Centrum bude poZadovat
nasledujuce vybavenie na realizaciu klinického skusania

From time to time, the Site may request in writing a
change in Payee information. Such changes need to be
sent in writing to Company. If Company agrees to the
requested change, no additional amendment of the Order
will be necessary.

6. REQUIRED EQUIPMENT

6.1 The parties acknowledge that Site will require the
following equipment for the performance of the Study
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(dalej len "pozadované vybavenie"): Filtre.

6.2 Spoloénost alebo jej zastupca zabezpedia
dodanie nasledujuceho pozadovaného vybavenia: Filtre,
na nasledujicu adresu: Onkologické oddelenie,
Legionarska 28, 911 71 Trencin, Slovenska republika.

6.3 Spolo¢nost
inStalaciu
Filtre.
6.4 Spolo¢nost alebo jej zastupca zabezpecia
technicku podporu a udrzbu nasledujuceho
pozadovaného vybavenia: Filtre.

6.5 Ak Spolo¢nost zapozi¢ia Centru pozadované
vybavenie, Spoloénost alebo jej zastupca nasledne
poskytne pozadované vybavenie. Toto pozadované
vybavenie zostane po cely ¢as majetkom Spolo¢nosti
alebo jej zastupcov, bude identifikované ako také a smie
byt pouzivané len na realizaciu klinického sku$ania. Po
dokonCeni alebo predéasnom ukonceni klinického

alebo jej zastupca zabezpedia
nasledujuceho pozadovaného vybavenia:

skusania Spolo¢nost alebo jej zastupcovia si toto
pozadované vybavenie vezmu spat.

8. ROZNE

Centrum berie na vedomie a suhlasi s tym, Zze

Spoloénost ma pravo zverejnit podmienky Zmluvy a tejto
Objednavky vratane, bez obmedzeni, nazov Centra,
popis sluzieb a vysku platby.

("Required Equipment"): Filters.

6.2 Company or its representative shall arrange for
the delivery of the following Required Equipment: “Filters”
at the following address: Onkologicke oddelenie,
Legionarska 28, 911 71 Trencin, Slovakia.

6.3 Company or its representative shall provide for
installation of the following Required Equipment: Filters.

6.4 Company or its representative shall provide for
technical support and maintenance of the following
Required Equipment: Filters.

6.5 If Company lends the Required Equipment to the
Site, Company or its representative shall provide the
Required Equipment. Such Required Equipment shall
remain Company or its representative’s property at all
times and shall be identified as such and can only be
used to perform the Study. At the completion or earlier
termination of the Study, Company or its representative
will retrieve such Required Equipment.

8. MISCELLANEOUS

Site acknowledges and agrees that Company shall have
the right to disclose publicly the terms and conditions of
the Agreement and this Order, including, without
limitation, Site's name, description of services, and
amount of payment.

NA DOKAZ TOHO strany tejto Objednavky dali svojim riadne poverenym zastupcom tito Objednavky podpisat.
IN WITNESS WHEREOF, the parties hereto have caused their duly authorized representatives to execute this Order.

COMPANY/SPOLOCNOST

(signature/ podpis)
By/ Podpis: Ard Vink, PhD

Function/ Titul: Sr Mgr Development Operations

Date/ Datum:

SITE/CENTRUM

(signature/ podpis)
By/ Podpis:

Function/ Titul:

Date/ Datum:
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SCHEDULE A/ ROZPIS A
Protocol/ Protokol 20070622
Site/Centrum 54008

1. NAKLADY NA KLINICKE SKUSANIA

Ako Uhradu za plnenie podfa podmienok tejto
Objednavky Spolo¢nost poskytne finanénu podporu za
klinické skuSanie v sulade s ,rozpoétom“ uvedenym
vrozpise A (“Rozpocet). Ak Spolo¢nost nepoziada
0 zaradenie dalSich uc€astnikov klinického sku$ania,
celkova Ciastka podla tejto Objednavky neprekro€i
Sestdesiatdevat tisic jednostosedemdesiatpat EUR
osemdesiatSest centov (69.175,86 EUR) (“Cena
klinického skusania”).

Cena klinického skusania sa stanovi za predpokladu ze:

- vSetci piati (5) U€astnici klinického skusania dokongili
celu lie€bu uvedenu v protokole a

- bolo prevedené maximalne mnozstvo “Dobrovolnych
procedur uvedenych v protokole” ako je uvedené v
“Rozpocte” ; a

- boli vynalozené iné dodatoCné naklady uvedené v
“Rozpocte”.

Cena klinického sku$ania nezahffia dan z pridanej
hodnoty.

Cena klinického skusania taktieZ zahffia nasledovné:

- Administrativne néklady t.j. vSetky néklady spojené
s administrativnou ¢innostou pocas klinického skusania.
- naklady za archivaciu (pocas a po klinickom skusani)

- Jrezijné” naklady (naklady na elektrinu, vodu, karenie,
ainé........ )

1. STUDY COST

As consideration for performance under the terms of this
Order, Company shall provide financial support for the
Study in accordance with the budget set forth in this
Schedule A (the “Budget”). Unless Company requests
that additional Subjects be enrolled in the Study, the total
aggregate amount to be paid under this Order shall not
exceed sixty nine thousand one hundred seventy five
Euros and eighty six Euro Cents 69.175,86 EUR) (the
“Study Cost”).

The Study Cost assumes that:

- all five (5) Subjects have completed all Protocol
specified treatments; and

- the maximum
procedures listed in
performed; and

number of optional Protocol
the Budget have been

- other additional costs set forth in the Budget have
been expended.

The Study Cost does not include any value added tax.

The Study Cost also includes the following:

- Administrative Costs, meaning all costs relating to
administrative activities that are related to the
purpose of this study

- Archiving costs (during and after the Study)

- Any overheads (costs for of electricity,
heating and other...)

water,
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ROzZPOCET

2. BUDGET

Pocet u€astnikov
klinického skdsania/ 5
Number of Subjects:
Celkova suma
Na pre vSetkych

Popis/ Frekvencia/detaily/ uca;bnéll(a v UC:T;S::;)V
Description Frequency/details Per Subject Total for all

in EUR Subjects in

EUR
Poplatok na ucastnika™/ V sulade s uvedenym v tabulke 1
Per Subject Fee* In accordance with Table 1 2.030,14 10.150,70
Sledovanie odpovede na V stlade s uvedenym niz$ie
liecbu/ In accordance with the below 272,90 1.364,50
Response Follow-Up
Dlhodobé sledovanie/ V sdlade s uvedenym nizsie
Long Term Follow Up In accordance with the below 83,20 416,00
Radiologické hodnotenia/ V sdlade s uvedenym v tabulke 2
Radiology Assessments In accordance with Table 2 4.194,40 20.972,00
Radiologické vySetrenia —
Sledovanie odpovede na . . ;
liecbu/ V stlade s uvedgnym v tabulke 2 5.992,00 29.960,00
. In accordance with Table 2

Radiology Procedures —
Response Follow-Up
Dodato&né hodnotenia/ V sudlade s uvedenym v tabulke 3 i 151 71
Additional Assessments In accordance with Table 3 '
Neuspesny skrining/ V sulade s uvedenym v tabulke 4 i 5.962 50
Screen Failures In accordance with Table 4 e
Opatovny skrining/ V sulade s uvedenym v tabulke 5
Re Screens In accordance with Table 5 39,69 198,45
MAXIMALNA CENA KLINICKEHO SKUSANIA 60.175.86
MAXIMUM STUDY COST T

*VV medznikoch poplatkov na ucastnika su zahrnuté ,reZijné“ naklady nemocnice, naklady na

lekaren a laboratoria.

*Per Subject Fee milestones are inclusive of hospital overhead fees, pharmacy costs,

laboratory costs.

Poplatok na G¢astnika/Per Subject Fee

Tabulka 1: Medzniky
Table 1: Milestones

Popis navstevy/

Visit Description

Platba v EUR/
Payment in EUR

Skrining/ - Informovany suhlas u€astnika
Screening - Informed Consent 3,16
- 28 dni
- 28 Days 60,14
Cyklus 1/Cycle 1 1.tyzden 1.den
Week 1 Day 1 103,17
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1.tyzden 1.den bezpecnostné lab. hodnotenia

Week 1 Day 1 Safety Labs 7,92
Cyklus 2/Cycle 2 4.tyzden 22.deh

Week 4 Day 22 92,94
Cyklus 3/Cycle 3 7.tyzden 43.den

Week 7 Day 43 96,27
Cyklus 4/Cycle 4 10.tyzden 64.den

Week 10 Day 64 94,05
Cyklus 5/Cycle 5 13.tyzden 85.den

Week 13 Day 85 96,27
Cyklus 6/Cycle 6 16.tyzden 106.den

Week 16 Day 106 92,94
Cyklus 7/Cycle 7 19.tyzden 127.den

Week 19 Day 127 97,38
Cyklus 8/Cycle 8 22 tyzden 148.den

Week 22 Day 148 92,94
Cyklus 9/Cycle 9 25.tyzden 169.den

Week 25 Day 169 92,94
Cyklus 10/Cycle 10 28.tyzden 190.den

Week 28 Day 190 94,05

1.tyzden

Week 1 52,39

4 tyzden

Week 4 52,39

7.tyzden

Week 7 53,50

10.tyzden

Week 10 52,39

13.tyzden

Week 13 52,39

16.tyzden

Week 16 53,50

19.tyzden
2 Week 19 52,39
S 22.tyzdef
< Week 22 52,39
g 25.tyzden
= Week 25 53,50
3 28.tyzden
& Week 28 52,39
% 31.tyzden
S Week 31 52,39
b 34.tyzden

Week 34 53,50

37.tyzden

Week 37 52,39

40.tyzden

Week 40 52,39

43.tyzden

Week 43 53,50

46.tyzden

Week 46 52,39

49.tyzden

Week 49 52,39

52.tyzden

Week 52 53,50
Bezpectnostné dosledovanie/ 56.29
Safety Follow-Up '
Celkova ciastka za ucastnika klinického skusania/ 503014
Total Per Subject Fee e
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Sledovanie odpovede na lieCbu

Maximalne desat (10) telefonickych hovorov/navstev na
ucastnika klinického skusania za u¢elom sledovania
odpovede na lie€bu, bude uhradenych vo vyske 27,29
EUR za telefonicky hovor/navstevu, maximalne do vysky
272,90 EUR na uc€astnika klinického skusania.

Dlhodobé sledovanie

Maximalne Sestnast (16) telefonickych hovorov/navstev
na ucastnika klinického skusania za ucelom dlhodobého
sledovania, bude uhradenych vo vySke 5,20 EUR za
telefonicky hovor/navstevu, maximalne do vysky 83,20
EUR na uc&astnika klinického skusania.

Naklady na radiolégiu

Radiologické vySetrenia budu uhradené podra tarif
uvedenych nizSie, ak je potrebné. Amgen uhradi bud
snimky CT alebo snimky MRI.

Response Follow-Up

A Maximum of ten (10) Response Follow Up calls/visits
per subject will be paid for at a rate of 27,29 EUR per
call/visit, to a maximum of 272,90 EUR per subject.

Long Term Follow Up

A Maximum of sixteen (16) Long Term Follow Up
calls/visits per subject will be paid for at a rate of 5,20
EUR per calllvisit, to a maximum of 83,20 EUR per

subject.

Radiology Costs

Radiology procedures shall be paid at the rates below, if
required. Amgen shall pay for either CT or MRI Scans.

Tabulka 2:
Table 2:
_ _ _ _ Za grEEeRd/uru Celkova suma na
Radiologické vysetrenial/ Detail/ ucastnika v EUR/
. . Per .
Radiology Procedures Detail . Total per Subject
Procedure in in EUR
EUR
7 vySetreni na
CT snimanie — viacdielne/ Ucastnika/ 300,00 2.100,00
CT Scan - Multi Part 7 per subject
7 vySetreni na
MRI snimanie — viacdielne/ ucastnika/ 599,20 4.194,40
MRI Scan - Multi Part 7 per subject

Maximalna suma za CT** na Gc¢astnika
Maximum Per Subject CT**

2.100,00

Maximalna suma za MRI** na Gucastnika
Maximum Per Subject MRI**

4.194,40

Za proceduru Celkova suma na

Radiologické vysSetrenia — Sledovanie Detail/ v EUR/ ucastnika v EUR/
odpovede na lie€bu/ Detail Per Total per Subject
Radiology Procedures — Response Procedurein in EUR
Follow-Up EUR

10 vySetreni na
CT snimanie — viacdielne/ ucastnika/ 300,00 3.000,00
CT Scan - Multi Part 10 per subject

10 vySetreni na
MRI snimanie — viacdielne/ ucastnika/ 599,20 5.992,00
MRI Scan - Multi Part 10 per subject

Maximalna suma za CT** pre centrum
Maximum Per Site CT**

12.200,00

Maximalna suma za MRI** pre centrum
Maximum Per Site MRI **

29.960,00

**Maximalny predpokladany pocet pouZzitych viacdielnych snimok.

**Maximum total assumes multi part scans used.

Dodato¢né hodnotenia/Additional Assessments

Tabulka 3:
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Table 3:

Dodatocné vysetrenia Detail/ Za proceduru | Celkova suma

(splatné faktarou)/ Detail v EUR/ pre centrum v

Additional Procedures Per Procedure EUR/

(payable on invoice) in EUR Total per Site

in EUR

Tehotensky test/ MvaX|m§Ine 2na

Pregnancy Test uéastnika/ .
Max 2 per subject 2,85 28,50
Maximalne 4 na

Dodato¢né vzorky protilatok*/ ucastnika/

Additional Antibody Samples* Max 4 per subject 3,33 66,60
Maximalne 5 pre

Dodato€né vzorky protilatok™*/ centrum/

Additional Antibody Samples** Max 5 per site 3,33 16,65
Maximalne 5 pre

Biomarkerové vzorky**/ centrum/

Biomarker Samples** Max 5 per site 3,33 16,65
Maximalne 7 pre

PK vzorky**/ centrum/

PK Samples** Max 7 per site 3,33 23,31

Maximalna suma pre centrum**

Maximum Per Site** 151,71

*Za ucastnikov, ktori su pozitivni na SFU.
*For subjects who are positive at SFU.

**Plati len pre ucastnikov, ktori zacnt IP monoterapiu skér, este pred dokonéenim protokolom

stanovenej liecby, a ak je hodnotenie v lehote stanovenej protokolom.

**Only applicable for subjects who start IP monotherapy earlier, prior to completion of protocol

specified treatment, and if assessment is within the timeframe specified in the protocol

Neuspesny skrining

Maximalne devat (9) neuspednych skriningov bude

uhradenych centru podla tarif uvedenych niZsie v tabulke
4.

Screen Failures

A maximum of nine (9) Screen Failures will be paid per
site at a rate in accordance with table 4 below.

Tabulka 4:

Table 4:
Popis navstevy/ Platba za navstevu
Visit Description v EUR/

Visit Payment in
EUR

Neuspesny skrining — Informovany suhlas
ucastnika/
Screen Failure - Informed Consent 3,16
Neuspesny skrining — 28 dni/
Screen Failure - 28 Days 60,14
CT snimanie — viacdielne/
CT Scan - Multi Part 300,00
MRI snimanie — viacdielne/
MRI Scan - Multi Part 599,20
Maximalne naklady za neuspesny
skrining* 5.962,50
Maximum Screen Fail Cost*

*Maximalny predpokladany pocet CT alebo MRI

* Maximum total assumes CT or MRI

Re-Screens

Opaétovny skrining

Maximalne jeden (1) opatovny skrining prevedeny na

A maximum of one (1) re screens shall be provided per
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ucastnikovi bude uhradeny podra tabufky 5 uvedenej

nizSie.

subject and will be paid in accordance with table 5 below.

Tabulka 5:

Table 5:
Popis navstevy/ Platba za navstevu
Visit Description v EUR/

Visit Payment in
EUR

Opatovny skrining — vySetrenia a laboratoria 39.69
Re-Screen — Procedures & Labs '
Opatovny skrining — len laboratoria/ 11.09
Re-Screen — Labs Only '
Maximalna platba za opatovny skrining 39.69

Maximum — Re-screen Payment
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3. PLATOBNE PODMIENKY

Platby budd uskutonené nasledovne:

(a) Platby budu realizované polroéne za ukonéené
navstevy ako je uvedené v Rozpolte vratane
Dobrovofnych procedur uvedenych v protokole.
Ukonc¢ené navstevy a procedury budu vychadzat z
informacii obsiahnutych v prisluSnych pripadovych
spravach. Centrum je opravnené vystavit faktiru na
zaklade podkladu spoloCnosti, ktory potvrdi
podpisom hlavny sku$ajuci zdravotnickeho
zariadenia. Podklad na vystavenie faktury spolo¢nost
dorui zdravotnickemu zariadeniu najneskér do 15
dni nasledujuceho polroka. Splatnost’ faktury je 30
dni od jej vystavenia.

Na zaklade ukoncenia klinického skusania
v sulade s protokolom alebo skorého ukoncenia
Zmluvy, budu platby za ukonené navstevy
a vykonané procedury realizované iba s ukonéenym
a opravenym e-CRF za ucelom vypoctu konecnej
platby  (,kone¢na  platba®). Oddelene  od
pokradujucich polroénych platieb, naklady za
Dobrovolné procedury uvedené v protokole budu
uhradzané ako je uvedené v Rozpoéte v zavere
klinického skuSania a budu zahrnuté do konecnej
platby, aby sa zaistilo, Ze sa neprekroCi suma
uvedena v Rozpocte.

(b)

(c) Konecna platba bude splatna na zaklade close-out
visit, prijatia (i) ukonéeného e-CRF a otazok, (ii)
zavereCnej spravy skusajuceho vo forme prijatelnej
pre Spolocnost a (iii) po poskytnutia vyuctovani
vSetkého nepouZitého lieciva, ktoré je predmetom
klinického skusania.

(d) Platba bude uskutoénena po prijati platnej faktary
obsahujucej ,PO (Purchase Order) Cislo“, ktoré toho
Casu pridelila Spolo¢nost.

(e) Platba bude uskuto&nena bankovym prevodom na
Cislo uctu stanoveného v tejto Objednavke.

Poziadavka na d’alSiu platbu nad ramec nakladov na

klinické skusanie tu uvedenych, méze byt
zohladnend len na zaklade predchadzajuceho
pisomného suhlasu poskythutého v  mene
Spoloc¢nosti.

3. PAYMENT TERMS

Payments will be made as follows:

(a) Payments will be made half yearly for visits which
have been completed as set forth in the Budget
above, including Protocol optional procedures. Visits
and procedures, which have been completed, will be
based on information contained in the corresponding
case report forms. The Site is entitled to issue an
invoice based on the document of the Company,
which will be confirmed by the signature of
Investigator. The document for invoicing will be
delivered to the Site no later than 15th day of
following half-year. The invoice is due 30 days after
its issuance.

(b) Upon Study completion in accordance with the
Protocol or early termination per General Agreement,
the payments made based on the visits completed
and procedures performed will be reconciled, with the
completed and corrected e-CRF in order to calculate
the final payment due (the “Final Payment”).
Separate from ongoing half yearly payments, the
Protocol optional procedures costs will be paid as set
forth in the Budget at the end of the Study and
included in the Final Payment to ensure that the
maximum amounts set forth in the Budget have not
been exceeded.

(c) The Final Payment will be due upon completion of
the close-out visit, receipt of (i) all completed and
corrected e-CRF and queries, of (ii) the Investigator’s
final report in a form acceptable to Company and (iii)
provided all unused Study drug has been accounted
for.

(d) Payment shall be made upon receipt of a valid
invoice containing a “Purchase Order” number

previously supplied by Company.

(e) Payment shall be made through a bank transfer to
the account number stated in this Order.

A request concerning additional funding beyond the
Study Cost stated herein may be considered only
upon a prior written consent on behalf of Company.
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