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CONTRACT AMENDMENT # 2

This CONTRACT AMENDMENT # 2
(the “Contract Amendment # 2”), valid and
effective as of the date of execution by the last
Party to sign below and on the date of its
publication in Register of Contracts (the “Effective
Date”), is by and between:

Fakultni nemocnice v Motole, state funded
organization, located at V Uvalu 84, 150 06 Praha

5, Czech Republic, company ID number:
00064203, tax ID number: CZ00064203,
represented by | I (:he

“Institution”) and

Pharmaceutical Research Associates CZ, s.r.o.
located at Jankovcova 1569/2c, Post code 170 00,
Prague 7, Czech Republic, Company ID number
(1C): 27636852, TAX ID No.: CZ27636852,
represented by MUDr. Andrea KI¢, proxy (“PRA”),
acting as an independent contractor for Amgen,
Inc., located at One Amgen Center Drive,
Thousand Oaks, CA 91320-1799 (the “Sponsor™).

PRA is an affiliate of Pharmaceutical Research
Associates, Inc., located at 4130 ParkLake Avenue,
Suite 400, Raleigh, North Carolina 27612, USA,
(“PRA US™), acting as an independent contractor
for Amgen Inc., located at One Amgen Center
Drive, Thousand Oaks, CA USA (the “Sponsor”).

WITNESSETH:

WHEREAS, under the terms of a certain
Clinical Trial Agreement, dated 11 November,
2014, as amended by Contract Amendment # 1
dated 5" April, 2016 (the “Agreement”) between
and among the parties, PRA retained the Institution
to perform the research study entitled “A
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DODATEK €. 2 KE SMLOUVE O
PROVEDENI KLINICKEHO HODNOCENI

Tento DODATEK C. 2 KE SMLOUVE
O PROVEDENI KLINICKEHO HODNOCENI
(dale jen ,Dodatek ¢. 2 ke Smlouve”) nabyva
platnosti a Gc¢innosti dnem podpisu posledni
smluvni strany a dnem uveiejnéni v registru smluv
(dale jen ,,datum ucinnosti*), mezi

Fakultni nemocnici v Motole, statni p¥ispévkova
organizace, se sidlem V Uvalu 84, 150 06 Praha 5,

Ceska  republika, 1CO: 00064203, DIC:
CZ00064203, zastoupena :
B  (Poskytovatel  zdravotnich
sluzeb”) a

spole¢nosti Pharmaceutical Research Associates
CZ, s.r.o., se sidlem Jankovcova 1569/2c, 170 00
Praha 7, Ceska republika, 1C: 27636852, DIC:
CZ27636852, zastoupenou MUDr. Andreou KIg,
prokuristkou (dale jen ,,PRA"), jednajici jako
nezavisly dodavatel spole¢nosti Amgen, Inc., se
sidlem One Amgen Center Drive, Thousand Oaks,
CA 91320-1799 (dale jen ,,zadavatel*).

PRA je pobockou spolecnosti Pharmaceutical
Research Associates, Inc., se sidlem 4130
ParkLake Avenue, Suite 400, Raleigh, North
Carolina 27612 (,PRA US"), jednajici jako
nezavisly dodavatel spolec¢nosti Amgen, Inc., se
sidlem One Amgen Center Drive, Thousand Oaks,
CA USA (déle jen ,,zadavatel).

NECHT JE STVRZENO:

VZHLEDEM K TOMU, ZE na zékladé
Smlouvy o provedeni klinického hodnoceni mezi
smluvnimi stranami ze dne 11. listopadu 2014, ve
znéni Dodatku ¢. 1 ke Smlouvé ze dne 5. dubna
2016 (dale jen ,smlouva”), spolecnost PRA
zavdzala Poskytovatele zdravotnich sluzeb k
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Randomized, Double-Blind Study evaluating the
efficacy, safety and immunogenicity of ABP 798
compared with Rituximab in Subjects with
CD20 positive B-cell non-hodgkin Lymphoma
(NHL)” (the “Study”), bearing protocol number
20130109, as may be amended from time to time
(the “Protocol”) sponsored by the Sponsor, as more
particularly described in the Agreement; and

WHEREAS, the parties hereto have entered into
certain additional agreements with respect to
modification of the Agreement, and which they
desire to memorialize in this Contract Amendment
#2.

NOW, THEREFORE, in consideration of the
premises and of the following mutual promises,
covenants and conditions hereinafter set forth, the
Parties hereto agree as follows:

1. Budget. Pursuant to Protocol Amendment
5.0, dated 17 July, 2017, the Parties desire
to amend the Agreement to include
additional fees to the Budget. Exhibit B
Budget attached to the Agreement is
hereby deleted in its entirety effective as of
Effective Date of this Contract Amendment
# 2 and replaced with the new Exhibit B
Revised Budget attached to this Contract
Amendment # 2 hereto.

2. Conflicts, Use of Terms. In the event of
conflict between the terms and conditions
of the Agreement and the terms and
conditions of this Contract Amendment #
2, the terms and conditions relating to the
subject matter of this Contract Amendment
# 2 will control. Where applicable, the
defined terms in the Agreement shall have
the same meaning in this Contract
Amendment # 2.

3. Ratification of Balance of Agreement.
The Agreement, as modified by the
Contract Amendment # 2, constitutes the
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provadeéni klinické vyzkumné studie pod ndzvem
“Randomizovand, dvojité zaslepena studie
hodnotici G¢innost, bezpeénost a imunogenicitu
pFipravku ABP 798 v porovnani s rituximabem
u subjektd s CD20 pozitivnim nehodgkinskym
lymfomem z B-bunék (NHL)” (dale jen
»studie”), s ¢islem protokolu 20130109, jeZz muze
byt ¢as od casu upraven (,Protokol”),
sponzorované ze strany zadavatele, jak je
podrobngji popsana ve smlouvg; a

VZHLEDEM K TOMU, ZE smluvni strany se
dohodly na zméné obsahu smlouvy, kterdZto méa
byt zaznamenana v tomto Dodatku ¢ 2 ke
Smlouvg;

SE TIMTO sohledem na piedpoklady a
nasledujici vzajemné piisliby, dohody a podminky
dale ustanovené smluvni strany dohodly takto:

1. Rozpocet. Podle Dodatku Protokolu 5, ze
dne 17. ¢ervence, 2017, si Smluvni strany
preji upravit Smlouvu za Ucelem zahrnuti
dodate¢nych plateb do Rozpoctu. Piiloha
B Rozpocet Smlouvy bude ke dni
ucinnosti tohoto Dodatku ¢. 2 ke Smlouvé
zruSena v celém rozsahu a nahrazena
novou Ptilohou B revidovanym
Rozpoctem vlozenou do tohoto Dodatku €.
2 ke Smlouveé.

2. Konflikty, PouZivani pojmua. V piipadé
rozporu mezi podminkami Smlouvy a
podminkami tohoto Dodatku ¢&. 2 ke
Smlouve, pojmy a podminky souvisejici
s G¢elem tohoto Dodatku €. 2 ke Smlouvé
budou pievaZovat. Tam, kde je to vhodné,
maji pojmy definované ve Smlouvé stejny

vyznam jako vtomto Dodatku &. 2 ke
Smlouve.

3. Potvrzeni obsahu smlouvy. Smlouva, ve
znéni Dodatku ¢ 2 ke Smlouvg,
predstavuje Uplnou dohodu smluvnich
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entire agreement of the parties on the
subject matter hereof. The Agreement, as
modified hereby, remains in full force and
effect.

Headings. The headings in this Contract
Amendment # 2 are for convenience of
reference only and shall not affect its
interpretation.

Publication. Parties hereby agree with
Contract Amendment # 2, Contract
Amendment # 1 and Agreement
publication by the Institution to fulfill the
obligation imposed by valid and effective
legislation, including but not limited to Act
340/2015, on Register of Contracts, as
amended and in compliance with
guidelines and decisions of the Ministry of
Health of Czech Republic.

The other Party acknowledges that
Institution as state funded organization is
obliged based on third parties request to
provide information in compliance with
Act 106/1999, on Free Access to
Information, as amended.

The Parties agree that publication of this
Contract Amendment # 2, Contract
Amendment # 1 and Agreement at Register
of Contracts will be made by Institution
within 30 days from Contract Amendment
# 2 execution. PRA will provide the
Institution final redacted version of
Contract Amendment # 2, Contract
Amendment # 1 and Agreement.

The Parties hereby understand that trade
secrets in compliance with § 504 Civil
Code and other information, which are not
subject to disclosure obligations, will be
blacked-out by PRA with Sponsor approval

20130109

stran o jejim ucelu. Smluvni strany timto
potvrzuji, Ze ve vSech ostatnich
ustanovenich zistava Smlouva nezménéna.

. Nadpisy. Nadpisy uvedené v tomto

Dodatku ¢. 2 ke Smlouvé maji pouze
informativni vyznam a nemaji jakykoli
vliv na vyklad Smiouvy.

Uverejiiovani. Smluvni strany souhlasi
s uverejnénim tohoto Dodatku ¢. 2 ke
Smlouveé, Dodatku ¢. 1 ke Smlouvé a
Smlouvy ze strany  Poskytovatele
zdravotnich sluzeb za ucelem spInéni
povinnosti uloZzenych mu platnou a
u¢innou pravni Gpravou, a to zejména
zdkonem ¢. 340/2015 S., o registru smiuv,
ve znéni pozdgjSich predpisi, a dale
pokyny a rozhodnutimi  Ministerstva
zdravotnictvi Ceskeé republiky.

Druha smluvni strana bere na védomi, Ze
Poskytovatel zdravotnich sluzeb jakozto
statni prispévkova organizace je povinen
na dotaz tieti osoby poskytnout informace
podle zak. ¢. 106/1999 Sh., o svobodném
ptistupu k informacim, ve znéni pozdgjSich
predpisu.

Smluvni strany se dohodly, Ze uveiejnéni
tohoto Dodatku ¢. 2 ke Smlouvé, Dodatku
¢. 1 ke Smlouvé a Smlouvy
prostiednictvim  registru  smluv  bude
provedeno Poskytovatelem zdravotnich
sluzeb do 30 dnd od uzavieni tohoto
Dodatku ¢. 2 ke Smlouvé. PRA doruci bez
zbyte¢ného odkladu Poskytovateli
zdravotnich sluZzeb kone¢nou podobu
Dodatku ¢. 2 ke Smlouve, Dodatku ¢. 1 ke
Smlouvé a Smlouvy s redikci.

Smluvni strany jsou srozumény stim, Ze
informace tvorici obchodni tajemstvi ve
smyslu § 504 OZ a dalSi informace, které
nepodléhaji povinnosti uvetejnéni, budou

w

pred zvefejnénim Dodatku ¢ 2 ke
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10.

11.

12.

before Contract Amendment # 2, Contract
Amendment # 1 and Agreement
publication. PRA/Sponsor consider
following items as trade secrets: study
duration, number of enrolled patients,
Protocol details, Payment Terms, detailed
Budget. Furthermore, nor personal data
neither their contact details of individuals
shall be disclosed, except those available in
public register.

Institution will provide PRA confirmation
about Contract Amendment # 2, Contract
Amendment # 1 and Agreement
publication to following email address:

Expected total remuneration for the Study
shall be as of Effective Date of Contract
Amendment # 2 approx. 344.124,- CZK.

This Contract Amendment # 2 will be
executed in three (3) counterparts. Each
Party and Investigator will receive one.

Exhibit B — revised Budget as an integral
part of this Contract Amendment # 2.
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Smlouveé, Dodatku ¢. 1 ke Smlouve a
Smlouvy znecitelnény ze strany PRA se
souhlasem Zadavatele. Za obchodni
tajemstvi PRA/Zadavatel povazuji
zejména: délka studie, pocet zatazenych
pacientt, detaily Protokolu, Platebni
podminky, podrobny rozpocet. Zvetejnény
dale nebudou Zadné osobni Udaje
fyzickych osob, které nejsou dostupné ve
veiejném rejstiiku, ani jejich kontaktni
Udaje.

Poskytovatel zdravotnich sluzeb zaSle PRA
potvrzeni o uveiejnéni Dodatku ¢. 2 ke
Smlouvé, Dodatku ¢. 1 ke Smlouveé a

Smlouvy v registru na e-mailovou adresu

10. Predpokladand vySe souhrnné odmeny za

11.

12.

provedeni Klinického hodnoceni ¢ini, po
ucinnosti tohoto Dodatku ¢. 2 ke Smlouve,
Céstku 344.124,- Ke.

Tento Dodatek ¢. 2 ke Smlouveé bude
uzavien ve tiech (3) vyhotovenich, z nichz
kazda smluvni strana a ZkouSejici obdrzi
po jednom.

Nedilnou sou¢ésti tohoto Dodatku ¢. 2 ke
Smlouv¢ je Priloha B - revidovany
rozpocet.
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IN WITNESS WHEREOF, the parties NA DUKAZ TOHO, adné zmocnéni
hereto, each by a duly authorized representative, zéastupci smluvnich stran podepsali tento Dodatek
have executed this Contract Amendment # 2 as of ¢. 2 ke Smlouvé ke dni posledniho podpisu, jak je
the last date written below. uvedeno niZze.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

By / Podepsal:

Authorised Signature / Podpis zmocnéného zastupce
Name / Jméno: MUDr. Andrea Kl¢

Title / Funkce: Commercial Proxy / prokuristka
Date / Datum:

FAKULTNI NEMOCNICE V MOTOLE

By / Podepsal:
Authorised Signature / Podpis zmocnéného zéastupce

Name / Jméno: I
Title / Funkce: ]

Date / Datum:

“READ AND ACKNOWLEDGE / PRO UZNANI A PRIJETI”

INVESTIGATOR / ZKOUSEJICI

By/ Podepsal:

Name/ Jméno:

Date / Datum:

EXHIBIT B/PRILOHAB
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REVISED BUDGET / REVIDOVANY ROZPOCET
NOT PUBLISHED / NEZVEREJNENO
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