DODATOK ¢&. 2
k Zmluve o klinickom sku$ani uzatvorenej medzi

Medivation, Inc.,
so sidlom 525 Market Street, 36™ Floor, San
Francisco, CA 94105 (dalej len “zadavatel™)

a

PPD Slovak Republic, s.r.o., §
So sidlom Bratislavska cesta 100/D, 931 01 Samorin,
Slovenska republika (d’alej len “PPD*)

a

Fakultna nemocnica s poliklinika F. D. Roosevelta,
so sidlom na Nam. L. Svobodu 1, 975 17 Banska
Bystrica, Slovenskd Republika, zastipena MUDr.
Vladimirom Balazom, PhD., riaditel'om.

ICO: 165549

DIC: 2021095670

Bankové spojenie: Statna pokladnica Bratislava
Cislo Gigtu:

IBAN:

SWIFT/BIC:

(dalej len “zdravotnicke zariadenie™)

a

MUDr. Vladimir Balaz, PhD.
Trvalym bydliskom Starohorska 68, 974 01 Banska
Bystrica, Slovenska republika.

Bankové spojenie: Slovenska sporitelna a.s.
c.u.:

IBAN:

SWIFT/BIC:

(dalej len ,,skusajtci)

(d’alej spolocne ako ,,zmluvné strany*)

KEDZE zmluvné strany uzatvorili zmluvu
0 klinickom skusani (d’alej len ,,zmluva“) za uc¢elom
uskutocnit’ klinické skusanie s nazvom “PREVAIL:
Viacndarodné, randomizované, dvojito zaslepené,
placebom kontrolované klinické skuSanie fazy 3
skumajuce uclinnost’ a bezpeCnost’ perordlne

Doéverné / Confidential

AMENDMENT 2
to the Clinical Trial Agreement between

Medivation, Inc.,
located at 525 Market Street, 36" Floor, San
Francisco, CA 94105 (“Sponsor”)

and

PPD Slovak Republic, s.r.o.,
Located at Bratislavska cesta 100/D, 931 01 Samorin,
Slovak Republic (“PPD”)

and

Fakultna nemocnica s poliklinikou F. D.
Roosevelta, located at Nam. L. Svobodu 1, 975 17
Banska Bystrica, represented by MUDr. Vladimir
Balaz, PhD., director.

Company ID no.: 165549

Tax ID no.: 2021095670

Bank Information: Statna pokladnica Bratislava
Account number:

IBAN:

SWIFT/BIC:

(“Institution”)

and

MUDr. Vladimir Balaz, PhD.
Permanent address at Starohorska 68, 974 01 Banska
Bystrica, Slovak Republic.

Bank information: Slovenska sporitelna a.s.
Acct. no.:
IBAN:
SWIFT/BIC:
(“Investigator™)
(together as “Parties”)

WHEREAS, Parties have entered into a Clinical Trial
Agreement (“Agreement”) to conduct the study
“PREVAIL: A Multinational Phase 3, Randomized,
Double-Blind, Placebo-Controlled Efficacy and
Safety Study of Oral MDV3100 in Chemotherapy-
Naive Patients with Progressive Metastatic Prostate
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podavaného  lie¢iva  MDV3100  u pacientov
S progresivaym metastatickym karcinomom
prostaty, ktori nepodstupili liecbu chemoterapiou
a u ktorych zlyhala androgén—deprivacna terapia“,
¢islo protokolu skusania MDV3100-03.

KEDZE je v obojstrannom zdujme zadavatela, PPD,
skuSajliccho  a zdravotnickeho  zariadenia, aby
zdravotnicke zariadenie a sktSajuci uskutocnili
odslepené predizené skusanie protokolu MDV3100-03
podla dodatku protokolu &. 6, (odslepené predizené
sktisanie): verzia 7.0 — 29 april 2014 (priloha ¢. 2
tohto dodatku), a

KEDZE sa PPD, skii$ajiici, zdravotnicke zariadenie
a zadavatel' dohodli, Ze uzatvoria tento dodatok
¢islo 2 za ucelom pripojenia nového protokolu k
zmluve, nového rozpoctu a nového harmonogramu
platieb ato vsetko pre potreby nového protokolu
MDV3100-03; preto

sa TYMTO DODATKOM dopiiia zmluva medzi
zdravotnickym  zariadenim, skuSajucim, PPD
a zadavatelom ku dnu podpisu poslednej zo
zmluvnych stran a to nasledovne:

1. Zmluvné strany suhlasia, ze doplnia
k zmluve prilohu D, ktora bude obsahovat
novy protokol prilozeny k tejto zmluve ako
Tabul’ku 2 a ktory bude sucastou zmluvy.

2. Zmluvné strany d’alej suhlasia, ze doplnia
k zmluve prilohu C, ktora bude obsahovat
novy rozpocet aharmonogram platieb,
ktory je prilozeny ktejto zmluve ako
Tabul’ka 1 a ktory bude sucastou zmluvy.

S vynimkou toho, ¢o je uvedené v tomto dodatku,
zostavaju  vSetky ostatné podmienky zmluvy
nezmenené.

Tento dodatok nadobudne uc¢innost v den
nasledujtici po dni jeho zverejnenia v Centralnom
registri zmlav SR.

Toto miesto sa zamerne ponechdva prazdne.
Podpisy zmluvnych stran su na nasledujucej strane.

Doéverné / Confidential

Cancer Who Have Failed Androgen Deprivation
Therapy,” protocol number MDV3100-03.

WHEREAS, it is in the mutual interest of Sponsor,
PPD, Investigator and Institution that the Institution
and Investigator perform an open label extension of
the MDV3100-03 protocol according to Amendment
6, (Open Label): Version 7.0 — 29 April 2014
(attached to this Amendment as Appendix no.2), and

WHEREAS, PPD, Investigator, Institution and
Sponsor have agreed to enter into this Amendment
Number 2, in order to attach the new protocol and
new budget and payment schedule to the Agreement
all to cover the new MDV3100-03 protocol;
therefore

THIS AMENDMENT does hereby amend the
Agreement between Institution, Investigator, PPD
and Sponsor, as of the date of the last signature of
the Parties as follows:

1. The parties agree to add an Exhibit D to the
Agreement which shall include the new
protocol attached hereto as Schedule 2 and
incorporated into the Agreement.

2. The parties further agree to add an Exhibit
C to the Agreement which shall include a
new budget and payment schedule attached
hereto as Schedule 1 and incorporated into
the Agreement.

Except as provided herein, all other terms and
conditions of the Agreement remain unchanged.

This Amendment becomes effective the day
following the date of the publication of
the Amendment in the Central Register of
Contracts

This space has been intentionally left blank.
Signatures of the Parties are on the following page.
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Na dokaz svojho stuhlasu s tymto dodatkom ju

zmluvné strany nizSie podpisuju.
MEDIVATION, INC.

Podpis / By:

Meno / Name:

Titul / Title;

Datum / Date:

PPD Slovak Republic, s.r.o.

Podpis / By:

Meno / Name:

Titul / Title;

Datum / Date:

Skusajuci / Investigator

Podpis / By:

Meno / Name:

Titul / Title;

Datum / Date:

Zdravotnicke zariadenie / Institution

Podpis / By:

Meno / Name:

Titul / Title:

Datum / Date:

Doéverné / Confidential

In witness of their consent to this Amendment, the

Parties have signed below.
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TABULKA 1
PRILOHA C

ROZPOCET A PLATOBNA PRILOHA
ODSLEPENEJ ?REDLZENEJ FAZY
KLINICKEHO SKUSANIA

Podla tohto dodatku protokolu sa snimky (CT/MRI
alebo kostny snimok) nevyzaduju a su povazované za
beznui starostlivost (“standard of care”) Ndklady na
snimky nie su zahrnuté.

Pacienti, ktory sa nezacastfiuyji na odslepenej
predizenej faze klinického skusania kvoli dodatocne;
liecbe pokracuji v dlhodobom néslednom hodnoteni
podla protokolu.

Finan¢na kompenzicia:

a) Zadavatel' uhradi sumu podla tabulky 1
atabulky 2 nizSie za kazdého dokonéeného
a vyhodnotitel'ného pacienta ako je definovany nizsie:

b) Dokonéeny a vyhodnotitelny pacient je
definovany niZsie:
o vSetky procedury sa musia vykonat podla
protokolu a Smernic ICH GCP,

e (ii)) kazdy subjekt skusania moéze byt
zaradeny jedine podla
zarad’ovacich/vyrad’ovacich kritérii a

o vietky udaje su presne a uplne
zdokumentované

c) Vsetky platby st na pomernej baze. Za

pacientov ktori neukoncia vSetky navStevy budu
platby prehodnotené podla pocétu uskutoénenych
navstev.

d) Platby buda vykonavané $tvrtrocne, na
zaklade tdajov vlozenych do databazy klinického
skasania. Zadavatel' zaSle centru skuSania predbeznti
faktru na reviziu a vydanie faktary. Splatnost’ faktary
je Sest'desiat (60) dni odo dna jej vystavenia.

Doéverné / Confidential

SCHEDULE 1
EXHIBIT C

OPEN LABEL EXTENTION STUDY PAYMENT
SCHEDULE AND BUDGET

As part of this protocol amendment, imaging (CT/MRI
or bone scans are no not required) and therefore
considered standard of care. Imaging costs will not
be covered.

Patients who do not participate in the open-label
period or withdraw consent for further treatment will

continue long-term follow-up assessments per
protocol.

Financial Support:

a) Sponsor will pay a sum according to the below

Table 1 and Table 2, for every complete and evaluable
patient as defined below.

b) A complete and evaluable patient is defined as
follows:
e all procedures must be performed according
to the protocol and ICH GCP guidelines
e a patient will only be included according to the
inclusion/exclusion criteria

¢ all data are documented accurately, completely.

c) All payments will be on a pro rata basis. For
patients who do not complete, the payments will be
evaluated according to the number of visits performed

d) Payments will be made quarterly, based upon
data entered into the trial database. Sponsor sends a pre-
invoice to the site for the site to review and issue and
invoice. Invoice due date is sixty (60) days from the day
the invoice is issued.
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Tabul’ka platieb €. 1 (pre pacientov prechadzajhucich z placebo skupiny) /

Table of payments no. 1 (for patients coming from placebo group)

Visit description / Popis navstev

Cost per visit in Euro / Suma za navstevu v

Eurach

Screening / Skrining 310
Day - 42 OL1 161
Day +/- 7 OL5 75
Day +/- 7 OL13 184
Day +/- 7 OL25 184
Day +/- 7 OL37 184
Day +/- 7 OL49 + g12 184
TOTAL PER PATIENT who

completed visits according to protocol / 1282

CELKOM ZA PACIENTA ktory
dokoncil navstevy podl’a protokolu

Popis navstev / Visit description

Suma v Eurach / Costs in Euro

Unscheduled visit / Neplanovana navsteva 124
Safety FU / 171
Nasledna navsteva z dovodu bezpecnosti

Long term FU / 33

Nasledna dlhodoba navsteva

Tabul’ka platieb €. 2 (pre pacientov v odslepenej faze) /

Table of payments no. 2 (for patients in open label period)

Visit description / Popis navstev

Cost per visit in Euro / Suma za navstevu v

Eurach

OL1-42 211
OL13 184
OL25 184
OoL37 184
OL49 +q12 184
TOTAL PER PATIENT who

completed visits according to protocol / 947

CELKOM ZA PACIENTA ktory
dokondil navstevy podl’a protokolu
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Popis navstev / Visit description

Suma v Eurach / Costs in Euro

Unscheduled visit / Neplanovana navsteva 124
Safety FU / 171
Nasledna navsteva z dovodu bezpecnosti

Long term FU / 33

Nasledna dlhodoba navsteva

DalSie platby (spolo¢né pre obe skupiny
pacientov) /

Additional payments (common for both
subject groups)

Suma vV Eurach /
Costs in Euro

Lekarensky poplatok — pausalna platba
za 6 mesiacov trvania klinického skusania
(alebo v pomernej Casti za kratSie casové
obdobie) / Pharmacy fee — payable as a
flat fee for 6 months the duration of the
Clinical Study (or pro-rated for the shorter
period)

200
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