Dodatek 1 ke
Smlouvé

Amendment 1 to
Statement of Agreement

Tento dodatek 1 ke smlouvé (,,dodatek 1) mezi:

This Amendment 1 to Statement of Agreement on
Study (“Amendment 1) between:

F. Hoffmann-La Roche Ltd se sidlem na adrese
GRENZACHERSTRASSE 124, CH-4070 BASEL,
SVYCARSKO

(déle jen ,,Zadavatel”)

a

PPD Czech Republic, s.r.o.

se sidlem na adrese Bud¢&jovickd alej, Antala Staska
2027/79, 140 00 Praha 4, Ceska republika

(dale jen ,,PPD”), jednajici vlastnim jménem a jako
nezévisly dodavatel jménem Zadavatele

F. Hoffmann-La Roche Ltd located at
GRENZACHERSTRASSE 124, CH-4070 BASEL,
SWITZERLAND

(““Sponsor™)

and

PPD Czech Republic, s.r.o.

located at Budejovicka alej, Antala Staska 2027/79, 140
00 Praha 4, Czech Republic

(“PPD”), acting on its behalf and as an independent
contractor on behalf of Sponsor

a

and

Fakultni nemocnice Hradec Kralové,

se sidlem na adrese Sokolska 581, 500 05 Hradec
Kralové, Novy Hradec Krilové, Ceska republika

(déle jen ,,Poskytovatel”)

Fakultni nemocnice Hradec Kralove,

located at Sokolska 581, 500 05 Hradec Kralove, Novy
Hradec Kralove, Czech Republic

(“Institution”)

a

and

XXXXXXXXXXX
Klinika onkologie a radioterapie, Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05 Hradec Kralové,
Novy Hradec Krélové, Ceska republika

(dale jen ,,ZkouSejici’’)

a
XXXXXXXXXXX

Klinika onkologie a radioterapie, Fakultni nemocnice
Hradec Krilové, Sokolslgé 581, 500 05 Hradec Kralové -
Novy Hradec Kralové, Ceska republika

(dale jen ,,Novy zkousejici*)

XXXXXXXXXXXX

Oncology and radiotherapy clinic of Fakultni nemocnice
Hradec Kralove, Sokolska 581, 500 05 Hradec Kralove,
Novy Hradec Kralove, Czech Republic

(“Investigator’)

And

XXXXXXXXX

Oncology and radiotherapy clinic of Fakultni nemocnice
Hradec Kralove, Sokolska 581, 500 05 Hradec Kralove,
Novy Hradec Kralove, Czech Republic

("New Investigator")

déle jednotlive jako ,smluvni strana‘“ a spolecné jako
,smluvni strany“

each a “Party” and collectively the “Parties”

je dodatkem smlouvy mezi Zadavatelem, PPD,
poskytovatelem a zkousejicim, kterd byla plné¢
podepsana dne 10. bfezna 2015 (,,Smlouva®).

shall be an amendment to that certain Statement of
Agreement on Study between Sponsor, PPD, Institution
and Investigator fully executed on 10™ March 2015
(“Agreement”).

SMLUVNI STRANY PROHLASUJI, ZE

WITNESSETH

VZHLEDEM K TOMU, Z7e Zadavatel, PPD,
poskytovatel a zkouSejici uzavieli smlouvu, podle které

WHEREAS, Sponsor, PPD, Institution and Investigator
have entered into the Agreement pursuant to which the
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poskytovatel a zkousSejici poskytuji PPD urcité sluzby
spojené s klinickym hodnocenim dle protokolu ¢.
XXXXXXXXXXX, s nazvem: XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXXXX a

VZHLEDEM K TOMU, Ze si smluvni strany pfeji
upravit podminky smlouvy, jak je stanoveno v tomto
dodatku 1,

DOHODLY SE smluvni strany s ohledem na obsah
tohoto dodatku 1 a s dmyslem byt jim prdvné véazany
takto:

Institution and Investigator provides certain Study
services to PPD according to Protocol no. XXXXXXxXxXxxx
entitled: XXXXXXXXXXX XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXX XXXXXXXXXXX XXXXXXXXXXX

and

WHEREAS, the Parties desire to amend the terms of
the Agreement as set forth herein.

NOW, THEREFORE, for the valuable consideration
contained herein, and intending to be legally bound, the
Parties agree as follows:

1. Smlouva v soucasné dob¢€ urcuje XXXXXXXXXXXXXX
jako ,hlavniho zkouSejictho®. Smluvni strany
souhlasi s nahrazenim XXXXXXXXXXXXXX,
XXXXXXxxxxxxxx. Kdatu tucinnosti se budou
veskeré odkazy na ,hlavniho zkousSejictho* ve
smlouvé vztahovat na XXXXXXXXXXXxxX. Dadle,
XXXXXXXXXXXXXX potvrzuje, Ze obdrzel kopii
smlouvy a souhlasi s tim, Ze bude jednat jako
hlavni zkouSejici a Ze bude vdzdn podminkami
smlouvy.

2. Nasledujici
Smlouvy:

ustanoveni bude doplnéno do

1. The Agreement currently provides for
XXXXXXXXXxxxxx as the “Principal Investigator.”
The parties agree to replace XXXXXXXXXXXXXX with
xxxxxxxxxxxxxx. As of the Effective Date, all
references to “Principal Investigator” in the
Agreement shall refer to XXXXXXXXXXXXXX.
Furthermore, xxxxxxxxxxxxxx confirms that it has
received a copy of the Agreement and agrees to act
as Principal Investigator and to be bound by the
terms and conditions of the Agreement.

shall be added

2. Following wording to the

Agreement:

V souladu se zdkonem 340/2015 Sb. o registru smluv
bude tato smlouva a vSechny jeji dodatky uvetejnény v
Registru smluv ministerstva do tficeti pracovnich (30)
dni od posledniho podpisu. Smluvni strany souhlasi, Ze
Poskytovatel uvefejni tuto smlouvu, jeji piilohy a jeji
dalsi dodatky a omezi jeji rozsah na informace
pozadované zdkonem.

Pted uvefejnénim budou vSechny informace souvisejici
s davérnymi informacemi, osobnimi informacemi a

obchodnim  tajemstvim, jak jsou definovéany
Obcanskym  zdkonikem  upraveny, aby byly
nerozpoznatelné (X, zaCernéni) ve smlouvé Kk

uvefejnéni (déle jen ,,Vyjmuté informace*), véetn¢, ale
nejen Protokolu, brozury pro zkouSejicitho (pokud je
pfiloZzena ke smlouvé) a platebni piilohy s detailnimi
Castkami za procedury, bude uvefejnéna pouze
odhadovand ¢4stka za studii.

Pfed podpisem smlouvy zadavatel/PPD  zasle
Poskytovateli ndvrh smlouvy na publikaci ve strojové
Citelném formdtu s podbarvenym textem, ktery
povaZuje zadavatel za obchodni tajemstvi, na schvéleni.
Ptibliznd hodnota smlouvy je odhadovand na 327 230,-
K¢. Findlni podoba smlouvy k uvefejnéni v registru
smluv ministerstva (,,koneény dokument) bude
odsouhlasena smluvnimi stranami e-mailem.

In accordance with the law 340/2015 Coll. on Registry
of Contracts, this Agreement and/or any amendment
shall be published on the Ministerial Contract Registry
within thirty working (30) days from last signature. The
parties agree that Institution shall publish this
Agreement, its Exhibits and any future amendments,
and shall limit its disclosure to the information required
by law.

Prior to publication, all information related to
Confidential Information, personal information, and
business and trade secrets, as defined by the Civil Code
shall be redacted to be illegible (ex: blacked out) from
the agreement to be published (collectively “Excluded
Information”), including, without limitation, the
Protocol, the investigator brochure (if attached to the
agreement) and the budget exhibit detailing the costs
per procedures. Only the expected total study budget
(contract value) shall be published.

Before signature of the Agreement Sponsor/PPD shall
provide Institution draft version in electronic readable
format for publication, with highlighted text considered
as trade secret for approval. The approximate total
contract value is estimated to be CZK 327,230. The
final form and format of the Agreement for publication
on the Ministerial Contract Registry (hereinafter “Final
Document”) shall be agreed to between the Parties via
email.
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Poskytovatel souhlasi, Ze uvetejni kone¢ny dokument a
vyplni metadata v registru smluv ministerstva do péti
pracovnich (5) dni ode dne posledniho podpisu
smlouvy. Smluvni strany berou na védomi, Ze feSitelské
centrum nebude iniciovdno a nedojde k dodévce
hodnoceného 1é¢ivého piipravku dfive, neZz bude
uvefejnén konecny dokument.

The Institution agrees to publish the Final Document
and complete the metadata on the Ministerial Contract
Registry within five (5) working days after final
signature of the Agreement. The parties understand that
the site shall not be initiated and Study Drug shall not
be provided until the Final Document has been
published.

3. Dodatek 1 se podpisem smluvnich stran stane
soucdsti smlouvy a vesSkeré odkazy na smlouvu budou
znamenat odkaz na smlouvu véetn€ dodatku 1.

3. Upon execution, this Amendment 1 shall be made a
part of the Agreement and shall be incorporated by
reference therein.

4. VSechna ostatni ustanoveni a podminky smlouvy
zustavaji v plné platnosti a ucinnosti. V piipadé
jakéhokoli rozporu mezi ustanovenimi smlouvy a
tohoto dodatku 1 budou rozhodujici a fidici ustanoveni
tohoto dodatku 1.

4. All other terms and conditions of the Agreement shall
remain in full force and effect. In the event of any
conflict between the terms of the Agreement and this
Amendment 1, the terms of this Amendment 1 shall
govern and control.

5. Veskerd pouzitd terminologie, kterd neni bliZe
definovédna v tomto dodatku 1, bude mit stejny vyznam,
jak je uvedeno ve smlouve.

6. Tento dodatek je vyhotoven v Ceské jazykové verzi a
v anglické jazykové verzi, pficemz prednost mé Ceska
jazykova verze.

5. All capitalized terms used, but not otherwise defined
herein, shall have the meanings ascribed to them in the
Agreement.

6. This Amendment is made in both Czech and English
language version with Czech version prevailing.

Toto misto bylo zdamérné ponechdno prdzdné; podpisy
smluvnich stran jsou uvedeny na ndsledujici strané.

This space has been intentionally left blank; the
signatures of the Parties are on the following page.
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NA DUKAZ SOUHLASU se znénim dodatku 1 | IN WITNESS OF THEIR CONSENT to this
pripojuji smluvni strany své podpisy nize. Amendment 1, the Parties have signed below.

Zadavatel/Sponsor:

Podpis/Signature:

Jméno/Name:

Pozice/Title:

Datum/Date:

PPD:

Podpis/Signature:

Jméno/Name:

Pozice/Title:

Datum/Date: 26.4.2018

Poskytovatel/Institution:

Podpis/Signature:

Jméno/Name: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.

Pozice/Title: reditel/Director

Datum/Date: 9.5.2018

Puvodni Zkousejici / Old Investigator:

Podpis/Signature:
Jméno/Name: XXXXXXXXX
Datum/Date: 27.4.2018

Novy Zkousejici / New Investigator:

Podpis/Signature:
Jméno/Name: XXXXXXXXXXXXXX
Datum/Date: 27.4.2018

xxxxXx_Czech Republic_PI xxxx_Amendment 1 to Statement of Agreement
Template Version August 2016

4/4




