Dodatek 1 ke
Smlouvé o zabezpeceni Klinického hodnoceni

Tento dodatek 1 ke Smlouvé o zabezpeceni
klinického hodnoceni (,,dodatek 1“) mezi:

PPD Czech Republic, s.r.o., se sidlem Budé&jovicka
alej, Antala Staska 2027/79, 140 00 Praha 4, Ceska
republika, dcefina spole¢nost PPD International
Holdings GmbH., jednajici prostfednictvim MUDr.
Dariny Hrdli¢kové — jednatelky spole¢nosti a zapsana
v obchodnim rejstiiku vedeném Méstskym soudem v
Praze, cast C, €. vlozky 37941.

IC: 63671077
DIC: CZ63671077
(,PPD")

a

Masarykiiv onkologicky tstav

se sidlem: Zluty kopec 7, 656 53 Brno, Ceska
republika

zastoupeny: prof. MUDr. Janem Zaloudikem, CSc.,
feditelem

1C: 00209805
DIC: CZ00209805
(,,Poskytovatel*)

a

trvale bytem

Datum nar.: ||| GGG

(,,Zkousejici*)

je dopliikkem smlouvy o =zabezpeéeni Kklinického
hodnoceni mezi PPD, poskytovatelem a zkouSejicim,
ktera byla pIlné¢ podepsand dne 26. srpna 2015
(,,Smlouva®).

SMLUVNI STRANY PROHLASUJI, ZE

VZHLEDEM K TOMU, Ze PPD, poskytovatel a
zkouSejici  uzavieli  smlouvu, podle  které
poskytovatel/zkousejici poskytuji PPD uréité sluzby
spojené s Klinickym hodnocenim dle protokolu ¢.

Amendment 1 to
Agreement on Clinical Study

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

PPD Czech Republic, s.r.0., registered address at
Budejovicka alej, Antala StaSka 2027/79, 140 00
Prague 4, Czech Republic a subsidiary of PPD
International Holdings GmbH., represented by
MUDr. Darina Hrdlickova, executive of the
company, and registered in the Commercial Register
at the Municipal Court in Prague, Section C, Insert
37941.

Company ID no.: 63671077
Tax ID no.: CZ63671077
(“PP DH)

and

Masarykiv onkologicky ustav

Registered office: Zluty kopec 7, 656 53 Brno, Czech
Republic

Represented by: prof. MUDr. Jan Zaloudik, CSc.,
Director

Company ID no.: 00209805
Tax ID no.: CZ00209805
(“Medical Facility”)

and

permanent residence at

DOB: [ (¢ nvestigator)

shall be an Amendment to that certain Agreement on
Clinical Study between PPD, Medical Facility and
Investigator fully executed on August 26, 2015
(“Agreement”).

WITNESSETH

WHEREAS, PPD, Medical Facility and Investigator
have entered into the Agreement pursuant to which
the Medical Facility/Investigator provides certain
clinical study services to PPD according to protocol
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_: »Jednoramenné, oteviené
multicentrické klinické hodnoceni s pripravkem
pro pacienty s

histologicky potvrzenym melanomem ve stadiu 111
(neresektabilnim) nebo stadiu 1V, progredujicim
po piredchozi 1é¢bé obsahujici Anti-CTLA-4
monoklonélni  protilatku“  CheckMate  172:
CHECKQpoint pathway a nivoluMAb clinical Trial
Evaluation 172, 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 umyslem byt jim pravné vazany
takto:

1. Na zakladé dodatku k protokolu bude ptiloha ¢. 1
Smlouvy - Rozpis plateb vyjmuta a plné
nahrazena piilohou €. 1 tohoto dodatku 1.

2. Dodatek 1 se podpisem smluvnich stran stane
soucasti smlouvy a vesSkeré odkazy na smlouvu
budou znamenat odkaz na smlouvu vcetné
dodatku 1.

3. VSechna ostatni ustanoveni a podminky smlouvy
zustavaji v plné platnosti a uc¢innosti. V ptipadé
jakéhokoli rozporu mezi ustanovenimi smlouvy a
tohoto dodatku 1 budou rozhodujici a fidici
ustanoveni tohoto dodatku 1.

4. VeSkera pouzitd terminologie, ktera neni blize
definovana v tomto dodatku 1, bude mit stejny
vyznam, jako je uvedeno ve smlouve.

5. Smluvni strany se dohodly, Ze PPD uhradi
Poskytovateli navstévy, vysetfeni a/nebo dalsi
sluzby sjednané timto dodatkem, ktera byly
poskytnuty jesté pied nabytim ucinnosti dodatku
1, a to v cenéch sjednanych timto dodatkem. Cena
za takové navstévy, vySetieni a dalsi sluzby bude
uhrazena v platebnim obdobi bezprostfedné
nasledujicim po uzavieni tohoto dodatku 1.

NA DUKAZ SOUHLASU se znénim dodatku 1
pripojuji smluvni strany své podpisy na
nasledujici strané.

no. | ¢ A Single-Arm, Open-Lable
Clinical Trial with for
Subjects with Histologically Confirmed Stage 111
(unresectable) or Stage IV Melanoma Progressing
After Prior Treatment Containing an Anti-CTLA-
4 Monoclonal Antibody” CheckMate 172:
CHECKQpoint pathway and nivoluMAD clinical Trial
Evaluation 172; 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. On the basis of Protocol amendment Appendix
no. 1 of the Agreement — Payment Schedule -
shall be deleted and fully replaced by Appendix
no. 1 of this Amendment 1

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

3. 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.

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

5. Parties agreed, that PPD will reimburse the
Medical Facility for the visits, examination
and/or other services agreed before conclusion of
this Amendment and performed before effective
date of this Amendment 1 in the amounts agreed
in this Amendment 1. The amounts for these
visits, examinations and other services will be
payable in the following payment period after
conclusion of this Amendment 1.

IN WITNESS OF THEIR CONSENT to this

Amendment 1, the Parties have signed on the
following page.
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PrD: I

Datum/Date; 13.6.2016

Poskytovatel/ Medical Facility: || |

prof. MUDr. Jan Zaloudik, CSc., feditel

Datum/Date: 20. 6. 2016

Zkousejici / Investigator: _

Datum/Date: 20.6.2016

Seznam piiloh k této smlouvé: List of appendices to this Agreement:
Ptiloha €. 1: Rozpis plateb Appendix no. 1: Payment Schedule

Priloha ¢. 2: Protokol klinického hodnoceni (vazan Appendix no. 2: Protocol of the Clinical Study (bound

separatn¢) separately)
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	4. Veškerá použitá terminologie, která není blíže definována v tomto dodatku 1, bude mít stejný význam, jako je uvedeno ve smlouvě.



