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CONTRACT AMENDMENT #1

This CONTRACT AMENDMENT #1
(“Contract Amendment #1), is effective on 01
March, 2021 (the “Effective Date”); by and
between

Krajska nemocnice T. Bati, a.s. located at
Havlickovo nabrezi 600, 762 75 Zlin, Czech
Republic, ICO: 27661989, represented by
doc. MUDr. Michal Filip, Ph.D., the
Chairman of the Board and Ing. Martin Déva,
member of the Board, registered in the
Register Office at Regioal Court of Brno,
Section B, Insert 4437 (the “Institution”),

Pharmaceutical Research Associates CZ,
s.r.o., located at Jankovcova 1569/2¢, 170 00
Praha 7, Czech Republic, ICO (company ID
number): 27636852, the limited liability
company duly registered in the Commercial
Register of the Czech Republic maintained by
the Municipal Court in Prague, Section C,
Entry 120574, represented by
XXXXXXXXXXXXXX (“PRA”), an affiliate of
Pharm Research Associates (UK) located at
Cannon Place, 78 Cannon Street, London,
EC4N 6AF, UK (“PRA UK™), acting as an
independent contractor for F. Hoffmann-La
Roche Ltd located at Grenzacherstrasse 124,
4070 Basel, Switzerland and represented by
Roche Registration GmbH (RRG), Grenzach,
Germany (together with its affiliates and
subsidiaries the "ROCHE” or the “Sponsor”).
PRA has agreed to accept certain obligations
and duties of PRA in respect of the conduct of
the clinical trial in Czech Republic,

and

XXXXXXXXXXXXXX located at Krajska
nemcnice T. Bati, a.s., XXXXXXXXXXX,

Krajska nemocnice T. Bati, a.s., XXXXXXXXXXXXXXX
BIG 16-05/AFT-27/W039391

DODATEK C. 1 KE SMLopVE 0
PROVEDEN{ KLINICKEHO
HODNOCENI

4

Tento DODATEK C. 1 KE SMLOUVE
O PROVEDENI KLINICKEHO
HODNOCENI (dale jen ,.Dodatek & 1 ke
Smlouveé®) nabyva uc¢innosti dne 1. biezna
2021 (dale jen ,,Datum ucinnosti*), mezi

Krajska nemocnice T. Bati, a. s. se sidlem
Havli¢kovo néabiezi 600, 762 75 Zlin, Ceska
republika, IC: 27661989, zastoupena doc.
MUDr. Michalem Filipem, Ph.D., pfedsedou
predstavenstva, a Ing. Martinen Dévou, ¢lenem
predstavenstva, zapsana v OR u KS v Brné,
oddil B., vlozka 4437 (dale jen ,,Zdravotnické
zatizeni®),

spolecnosti Pharmaceutical  Research
Associates CZ, s.r.o., se sidlem Jankovcova
1569/2¢, 170 00 Praha 7, Ceska republika,
ICO: 27636852, spoletnosti s rudenym
omezenym fadn¢ zapsanou v Obchodnim
rejstiku Ceské republiky vedeném Méstskym
soudem v Praze, oddil C, vlozka 120574,
zastoupenou XXXXXxxxxxxxxx (dale jen
~PRA“), pobofkou spole¢nosti  Pharm
Research Associates (UK) se sidlem Cannon
Place, 78 Cannon Street, London, EC4N 6AF,
UK (dale jen ,PRA UK®), jednajici jako
nezavisly dodavatel spolecnosti F. Hoffmann-
La Roche Ltd, se sidlem Grenzacherstrasse
124, 4070 Basel, §V}'/carsko, a zastoupené
spolecnosti Roche Registration GmbH (RRG),
Grenzach v Nemecku (spolecné¢ se svymi
pfidruzenymi a dcefinymi spole¢nostmi,
-ROCHE®, dale jen ,,Zadavatel®). Spole¢nost
PRA se zavazuje prevzit urCité zavazky a
povinnosti  spole¢nosti PRA tykajici se
provadéni klinického hodnoceni v Ceské
republice,

a

XXXXXXXXXXXXXX se sidlem Krajska
nemocnice T. Bati, a.s., XXXXXXXXXXX,
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Havlickovo nabiezi 600, 762 75 Zlin, Czech
Republic (“Investigator™)

WITNESSETH:

WHEREAS, under the terms of a
certain Clinical Trial Agreement dated 15
October, 2018 and as amended (“Agreement”),
between and among the parties, PRA retained
the Institution and Investigator to perform the
research study entitled “A phase III,
multicentre, randomised, open-label study
comparing  atezolizumab  (anti-PD-L1
antibody) in combination with adjuvant
anthracycline/taxane-based chemotherapy
versus chemotherapy alone in patients with
operable triple-negative breast cancer” (the
“Study”), sponsored by F. Hoffmann-La
Roche Ltd, as more particularly described in
the Agreement; and

WHEREAS, the budget has been
updated due to the Protocol amendment xx;

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 #1;

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 / Payment Schedule. To
account for changes to the services and costs
under the Agreement, the parties agree that the
Budget attached to the Agreement as Exhibit B
is hereby stricken and replaced by the Budget
attached hereto as Appendix A.

Krajska nemocnice T. Bati, a.s., XXXXXXXXXXXXXXX
BIG 16-05/AFT-27/W039391

Havli¢kovo nabiezi 600, 762 75 Zlin, Ceska
republika (dale jen ,,Zkousejici®).

NECHT JE STVRZENO:

VZHLEDEM K TOMU, ZE na
zaklad¢ Smlouvy o provedeni klinického
hodnoceni mezi smluvnimi stranami ze dne
15. fijna 2018, ve znéni pozde¢jsich dodatkil

(dale jen ,Smlouva”), mezi stranami,
spoleCnost PRA zavazala Zdravotnické
zafizeni a Zkousejiciho k provadéni klinické
vyzkumné studie pod nazvem

»~Multicentricka, randomizovana, otevirena
studie faze III porovnavajici atezolizumab
(protilatku proti PD-L1) v kombinaci
s adjuvantni  chemoterapii na  bazi
antracyklinu/taxanu oproti chemoterapii
samotné u pacientii s operovatelnym trojité
negativnim karcinomem prsu®“ (dale jen
»tudie™), sponzorované spoleCnosti F.
Hoffmann-La Roche Ltd, jak je podrobng&ji
popsano ve Smlouve; a

VZHLEDEM K TOMU, ZE
rozpoc¢et byl aktualizovan v souvislosti
s dodatkem k Protokolu €. xx;

VZHLEDEM K TOMU, ZE
smluvni strany se dohodly na zméné obsahu
Smlouvy, kterazto méa byt zaznamenana v
tomto Dodatku €. 1 ke Smlouvé;

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

1. Rozpocet / Platebni podminky. Za
ucelem zohlednéni zmén ve sluzbach a
nakladech ve Smlouvé strany souhlasi, ze
Rozpocet ptilozeny ke Smlouvée jako Ptiloha B
se odstrafiuje a je nahrazen Rozpoctem
pfilozenym niZe jako Ptiloha A.
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2. Statement of Work. The parties agree
that article 1. Statement of Work (c) (iv) is
hereby removed and the numbering is adapted
accordingly.

3. Ratification of Balance of Agreement.
In all other respects, the terms of the
Agreement are hereby ratified and affirmed by
each of the parties hereto.

4. Headings. The headings in this Contract
Amendment #1 are for convenience of
reference only and shall not affect its
interpretation.

Krajska nemocnice T. Bati, a.s., XXXXXXXXXXXXXXX
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2. Popis projektu. Strany souhlasi, ze
clanek 1. Popis projektu, sekce (c) (iv) se
odstraniuje a ¢Cislovani sekci je upraveno
odpovidajicim zplsobem.

3.  Potvrzeni obsahu Smlouvy. Smluvni
strany timto potvrzuji, Ze ve vSech ostatnich
ustanovenich zistava Smlouva nezménéna.

4. Nadpisy. Nadpisy uvedené v tomto
Dodatku ¢. 1 ke Smlouvé maji pouze
informativni vyznam a nemaji jakykoli vliv na
vyklad Smlouvy.
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IN WITNESS WHEREOF, the parties NA DUKAZ TOHO, fadné¢ zmocnéni
hereto, each by a duly authorized zastupci smluvnich stran podepsali tento

representative, have executed this Contract
Amendment #1 as of the Contract Amendment
#1 Effective Date.

Dodatek ¢. 1 ke Smlouvé ke dni udéinnosti
tohoto Dodatku ¢. 1.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, s.r.o.

By/Podepsal:

Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: XXXXXXXXXXXXX
Title/Funkce: XXXXXXXXXXXXX

Date/Datum:

KRAJSKA NEMOCNICE T. BATIL A.S.

By/Podepsal:

Authorised Signature/ podpis zmocnéného zastupce

Name/Jméno: doc. MUDr. Michal Filip, Ph.D.

Title/Funkce: Chairman of the Board / Piedseda pfedstavenstva
Date/Datum:

By/Podepsal:

Authorised Signature/ podpis zmocnéného zastupce

Name/Jméno: Ing. Martin Déva
Title/Funkce: Member of the Board / Pfedseda predstavenstva
Date/Datum:
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XXXXXXXXXXXXXXXX

By/Podepsal:

Name/Jméno: XXXXXXXXXXXXX

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum:
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APPENDIX A / PRILOHA A
BUDGET / ROZPOCET

Page 6 of 6



