Dodatek 1 ke
Smlouvé o klinickém hodnoceni

Tento dodatek 1 ke Smlouvé o klinickém hodnoceni
(,,dodatek 1) mezi:

PPD Czech Republic, s.r.o., se sidlem Bud¢jovicka
alej, Antala Staska 2027/79, 140 00 Praha 4, Ceska
republika, dcefind spolecnost PPD International
Holdings GmbH., jednajici prostfednictvim MUDr.
Dariny Hrdlickové — jednatelky spole¢nosti a zapsana
v obchodnim rejstiiku vedeném M¢éstskym soudem v
Praze, ¢ast C, €. vlozky 37941.

IC: 63671077
DIC: CZ63671077
(.PPD”)

a

VSeobecna fakultni nemocnice v Praze, U
Nemocnice 499/2, 128 08 Praha 2, Ceska republika,
zastoupend Mgr. Danou Juraskovou, Ph. D., MBA —
feditelkou

IC: 00064165
DIC: CZ 00064165
(,,Poskytovatel)

a

Rodné ¢islo: _

(,,Hlavni zkouSejici®)

Trvalym  bydlistém

je doplikem smlouvy o klinickém hodnoceni mezi
PPD, poskytovatelem a hlavnim zkousSejicim, ktera
byla plné podepsana dne 23. 1. 2015 (,,Smlouva“).

SMLUVNI STRANY PROHLASUJI, ZE

VZHLEDEM K TOMU, ze PPD, poskytovatel a
hlavni zkouSejici uzavieli smlouvu, podle které
poskytovatel/ hlavni zkousSejici poskytuji PPD ur¢ité
sluzby spojené s klinickym hodnocenim dle
protokolu €. _)’ snazvem: Dvojité
maskovana, placebem kontrolovana studie s obdobim
oteviené 1€cby pro hodnoceni ucinnosti a bezpecnosti
pripravku MEDI-551 u dospélych subjektt trpicich
neuromyelitis optica a onemocnénimi ze spektra

Amendment 1 to
Clinical Study Agreement

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

PPD Czech Republic, s.r.o., 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
(“PPD”)

and

Vseobecna fakultni nemocnice v Praze, U
Nemocnice 2, 128 08 Praha 2, Czech Republic,
represented by Mgr. Dana Juraskova, Ph. D., MBA
director

Company ID no.: 00064165
Tax ID no.: CZ00064165
(“Institution”™)

and

I
Permanent address at _ _
Birth ID number: || B (Principal

Investigator®)

shall be an Amendment to that certain Clinical Study
Agreement between PPD, Institution and Principal
Investigator fully executed on 23 January 2015
(“Agreement”).

WITNESSETH

WHEREAS, PPD, Institution and Principal
Investigator have entered into the Agreement
pursuant to  which the Institution/Principal
Investigator provides certain clinical study services to
PPD according to protocol no. *: “A
Double-masked, Placebo-controlled Study with Open-
Label Period to Evaluate the Efficacy and Safety of

MEDI-551 in Adult Subjects with Neuromyelitis
Optica and Neuromyelitis Optica Spectrum Disorders”;
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poruch typu neuromyelitis optica”, a

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

DOHODLY SE smluvni strany s ohledem na obsah
tohoto dodatku 1 a s imyslem byt jim pravné vazany
takto:

1. Priloha ¢. 1 smlouvy bude vyjmuta a plng
nahrazena pfilohou ¢. 1 tohoto dodatku 1.
Smluvni strany se dohodly, ze prava a
povinnosti vyplyvajici ztéto prilohy budou
pouzity i na jejich vzajemné vztahy vzniklé ke
dni 23. 1. 2015.

2. Dodatek 1 se podpisem smluvnich stran stane
soucasti smlouvy a veskeré 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, kterd neni blize
definovana v tomto dodatku 1 bude mit stejny
vyznam jako je uvedeno ve smlouve.

NA DUKAZ SOUHLASU se znénim dodatku 1

pripojuji smluvni strany své podpisy nize.

PPD:

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. Appendix no. 1 of the Agreement shall be
deleted and fully replaced by the Appendix no. 1
of this Amendment 1. Partice agree that the
rights and obligations arised from this Appendix
will be applicable as of 23 January 2015

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.

IN WITNESS OF THEIR CONSENT to this
Amendment 1, the Parties have signed below.

Datum/Date:

Poskytovatel/ Institution:

Mgr. Dana Juraskova, Ph. D., MBA

Datum/Date:

Hlavni zkouSejici / Principal Investigator:

Datum/Date:
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Priloha €. 1 — Rozpis Plateb

ke smlouvé mezi:
PPD Czech Republic, s.r.o.
Poskytovatel: V§eobecna fakultni nemocnice
v Praze

Zxousejici: [N

Appendix no. 1 — Payment Schedule

to an Agreement between:
PPD Czech Republic, s.r.o.
Medical Facility: Vseobecna fakultni
nemocnice v Praze

Investigator: _
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