AMENDMENT No. 1
to the Clinical Site Agreement

BY AND BETWEEN

€)) PAREXEL International (IRL) Limited
70 Sir John Rogerson's Quay

Dublin 2

Ireland

Company number 541507

VAT ID. No.: IE3249971HH

(hereinafter “CRO”)

nd

o

2) Fakultni nemocnice Hradec Kralove
Sokolska 581

500 05 Hradec Kralove — Novy Hradec Kralové

Czech Republic

Organization ID No.: 00179906

Tax ID No.: CZ00179906

Represented by: prof. MUDr. Vladimir Palicka, CSc.,
Dr.h.c. director

(hereinafter “Institution”)

nd

)

3 I

Klinika onkologie a radioterapie Fakultni nemocnice
Hradec Kralove

Address: [N

(hereinafter “Investigator”)
(jointly hereinafter referred to as the “Parties”)

regarding

(hereinafter

B (hc:cinafter “Study”)

B (crcinafter “Study Drug”)

f

o
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DODATEK CiISLO 1
ke smlouvé o provedeni klinického hodnoceni

MEZ1

(§))] PAREXEL International (IRL) Limited
70 Sir John Rogerson’s Quay

Dublin 2

Irsko

Registracni ¢islo 541507

DIC: TE3249971HH

(dale jen "CRO")

o

?2) Fakultni nemocnici Hradec Kralové
Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové

Cesk4 republika

IC: 00179906

DIC: CZ00179906

Zastoupena: prof. MUDr. Vladimirem Palickou, CSc.,
dr. h. c., feditelem

(dale jen ,,Poskytovatel)

o

3 I

Klinika onkologie a radioterapie Fakultni nemocnice
Hradec Kralové

Adresa trvalého bydlists: | KGN
]

Cesk4 republika
datum narozen: | | | | | |l
(dale jen ,,ZkouSejici*)

(déle jen spole¢n¢ jako "Smluvni strany" )

atyka se

protokolu: (dile jen
“Protokol”)

Nazev:

(dale jen ,,Studie®)

(dale jen "Studijni 1é¢ivo")

firmy
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Halozyme, Inc.

at 11388 Sorrento Valley Road, San Diego, California
92121 USA

(hereinafter “SPONSOR”)

WHEREAS

On 4 October 2016 the Parties have entered into that
certain Clinical Site Agreement (“Agreement”) for
the above-mentioned Protocol;

SPONSOR has introduced Protocol Amendment 3,
dated 27 February 2017 which sets forth certain
modifications to the Study Schedule of Events of the
Protocol; and

Section 18.9 of the Agreement permits modifications
of the terms upon mutual written agreement of the
Parties and;

The Parties agree to amend the Agreement to reflect
the changes set forth in the amended Protocol as

described herein.

NOW THEREFORE

In consideration of the recitals and mutual
agreements, statements and warranties defined herein,
the Parties expressly agree as follows:

ARTICLE 1:

The modifications to the Agreement under this Article
1 are effective as of date of publication of this
Amendment in the Registry of Agreements.

Halozyme, Inc.

se sidlem 11388 Sorrento Valley Road, San Diego,
California 92121 USA

(déle jen "ZADAVATEL")

VZHLEDEM K TOMU, 7E

Dne 4. 10. 2016 uzaviely smluvni strany smlouvu o
provedeni  klinického  hodnoceni (ddle jen
“Smlouva”) tykajici se shora uvedeného protokolu;

ZADAVATEL ptipravil Dodatek ¢islo 3 k protokolu,
ze dne 27. unora 2017, ve kterém doslo k urcitym
zméndm v casovém harmonogramu jednotlivych
udélosti pfedepsanych protokolem; a

Clanek 18.9 povoluje provadéni zmén smlouvy na
zékladé vzdjemné pisemné dohody smluvnich stran; a

Smluvni strany se dohodly zménit tuto smlouvu tak,
aby byly zohlednény zde popsané zmény v protokolu.

PROTO

S ohledem na vzdjemné pfisliby, dohody, prohlaseni a
zéruky zde uvedené, se smluvni strany vyslovng
dohodly nésledovné:

CLANEK 1:
Zmény ve smlouvé uvedené v tomto CcClanku 1

-----

v registru smluv..
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ARTICLE 3:

In the event of a conflict between the terms of this
Amendment and the Agreement, the terms of this
Amendment shall take precedence. Except as
modified herein, all other provisions of the
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CLANEK 3:

V ptipad€ rozporu mezi ustanoveni tohoto dodatku a
ustanovenim smlouvy, plati ustanoveni tohoto
dodatku. VSechna ostatni ustanoveni smlouvy, kterd
nejsou timto dokumentem meénéna, zdstavaji pln¢
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Agreement shall remain unchanged and in full force
and effect. Capitalized terms used and not otherwise
defined herein shall have the meanings set forth in
the Agreement.

This Amendment is executed in both English and
Czech languages. In case of any incoherence,
contradiction or discrepancy between the English and
the Czech versions of this Amendment, the terms of
the Czech version will prevail.

The Parties agree with publication of the mutually
agreed upon redacted form of this Amendment in the
Registry of Agreements based on Act No. 340/2015
Coll.,, and further, Institution is responsible for
publication of the mutually agreed upon redacted
form of this Amendment in the Registry of

Agreements in accordance with the applicable
timelines.
The Parties have agreed that sections of the

Amendment that are indicated by CRO as being trade
secrets will be deleted before entering the
Amendment into the Registry of Agreements and that
Exhibits to the Amendment will not be published in
the Registry of Agreements. Before signing the
Amendment, CRO will send Institution the final
version of the Amendment in a machine-readable
format with highlighted text in the Amendment that
CRO considers to be trade secret.
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platnd a dcinnd. Terminy psané velkym pismem maji
stejny vyznam jako tytéZ terminy ve smlouvé, pokud
neni v tomto dodatku uvedeno jinak.

Tento Dodatek je uzavien v anglickém i v ¢eském
jazyce. V piipad¢ jakékoli nekonzistentnosti, rozporu
nebo nesrovnalosti mezi anglickou a ceskou verzi
tohoto Dodatku plati ustanoveni ¢eské verze

Smluvni strany souhlasi s uvefejnénim dodatku ve
vzdjemné dohodnuté a redigované podobé v registru
smluv dle zdkona ¢. 340/2015 Sb. Poskytovatel je
odpovédny za uvetejnéni tohoto dodatku ve vzajemné
dohodnuté a redigované podobé¢ v registru smlouv v
souladu s terminy stanovenymi pravnimi predpisy.

Smluvni strany se dohodly, Ze obchodni tajemstvi
oznacené CRO, bude pfed zaddnim dodatku do
registru smluv odstranéno a ptilohy dodatku nebudou
v registru smluv uvefejiiovany. Pred podpisem
dodatku CRO zaSle Poskytovateli findlni verzi
dodatku ve strojové Citelném formétu s podbarvenym
textem dodatku, které povaZuje CRO za obchodni
tajemstvi.
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AGREED TO AND ACCEPTED BY:

@)

2

3

226177

PAREXEL International (IRL) Limited:

(Signature of Authorized Official) / (Podpis
opravnéné osoby)

SOUHLASI A PRIJIMAJT:

8.11.2017
(Typed or Printed Name) / (Jméno tiskacim Date / Datum
nebo nati§t€énym pismem)
Fakultni nemocnice Hradec Kralové
21.11. 2017
prof. MUDr. Vladimir Palicka, CSc., dr. h. c. Date / Datum
director / feditel
I
20. 11. 2017
I Date / Datum
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