AMENDMENT NO. 1 TO DODATEK,(V?. 1 KE SMLOUVE SE
INSTITUTION/INVESTIGATOR ZKOUSEJICIM / ZDRAVOTNICKYM
STATEMENT OF AGREEMENT ZARIZENIM

PROTOCOL NUMBER: /
CISLO PROTOKOLU:

WA42294

PROTOCOL TITLE: /
NAZEV PROTOKOLU:

A PHASE III OPEN-LABEL EXTENSION STUDY TO
EVALUATE LONG-TERM SAFETY AND EFFICACY OF
PRM-151 IN PATIENTS WITH IDIOPATHIC PULMONARY
FIBROSIS (IPF) /

OTEVRENA PRODLUZOVACI STUDIE FAZE III

K VYHODNOCENI DLOUHODOBE BEZPECNOSTI A
UCINNOSTI PRIPRAVKU PRM-151 U PACIENTU

S IDIOPATICKOU PLICNi FIBROZOU (IPF)

PROTOCOL DATE: /
DATUM PROTOKOLU:

01-Feb-2022 / 1. tinora 2022

STUDY SPONSOR:/
ZADAVATEL STUDIE:

CRO: / CRO:

F. Hoffmann-La Roche Ltd, 1 Grenzacherstrasse 124, 4070
Basel, Switzerland /

F. Hoffmann-La Roche Ltd, 1 Grenzacherstrasse 124, 4070
Basel, Svycarsko

Labcorp Drug Development Inc., 206 Carnegie Center,
Princeton, New Jersey, 08540-6233, USA and its affiliates /
Labcorp Drug Development Inc., 206 Carnegie Center,
Princeton, New Jersey 08540-6233, USA a jejimi pfidruzenymi
subjekty

INSTITUTION: /
POSKZTOVATEL:

Fakultvni nemocnice Plzen, Edvarda BeneSe 1128/13, 305 99
PLZEN, Czech Republic

Fakultvnivnemocnice Plzen, Edvarda Bene$e 1128/13,305 99
PLZEN, Ceska republika

INVESTIGATOR: /
ZKOUSEJICI:

MUDr. Radka Bittenglova, Klinika pneumologie a ftizeologie,
Fakultni nemocnice Plzen,
Edvarda Benese 1128/13, 305 99 PLZEN, Czech Republic

MUDr. Radka Bittenglova, Klinika pneumologie a ftizeologie,
Fakultni nemocnice Plzen,
Edvarda Benese 1128/13, 305 99 PLZEN, Ceska republika

Investigator Name: / Jméno zkousejiciho: MUDr. Radka Bittenglova

Amendment No. 1 / Dodatek ¢. 1
Billcode: XXX /Kod dokumentu: XXX
Version date: / Datum verze: 07Jun2022

Page 1 of 11/ Strana 1 z 11




1. INTRODUCTION

Amendment No. 1 dated as of last date of
signature (this “Amendment No. 1) among and
between

F. Hoffmann-La Roche Ltd,
Grenzacherstrasse 124, 4070 Basel,
Switzerland

(hereinafter referred to as the “Sponsor” or “F.
Hoffmann-La Roche Ltd”),

Labcorp Drug Development Inc. with its
registered office at 206 Carnegie, Center
Princeton, New Jersey, 08540-6233, US, DIC
22-3265977 and its affiliates, Labcorp Clinical
Development Limited, od$tépny zavod, V
Parku 2343/24, 148 00 Prague 4, Czech
Republic

Represented by: PharmDr.Robert Chudacek
Company ID: 273 70 976

Tax ID: CZ27370976

The organization is registered in the
Commercial Register maintained by Municipal
Court in Prague and is representing Sponsor

(hereinafter referred to as the ,,Labcorp“ or
C‘CRO”)’

Fakultni nemocnice Plzeni, Edvarda Benese
1128/13,305 99 PLZEN, Czech Republic

ID: 00669806

Tax ID: CZ00669806

represented by MUDr. Vaclav Siméanek, Ph.D.,
Director (hereinafter referred to as the
“Institution”)

AND

MUDr. Radka  Bittenglova, Klinika
pneumologie a ftizeologie, Fakultni nemocnice
Plzen, Edvarda BeneSe 1128/13, 305 99
PLZEN, Czech Republic (hereinafter referred
to as the ““ Investigator™)

2. WITNESSETH:

WHEREAS, Sponsor, Institution, Investigator
and Labcorp have entered into that
INSTITUTION/INVESTIGATOR
STATEMENT OF AGREEMENT dated
August 20, 2021 (the “Agreement”); and

WHERAS, the parties desire to amend the
Agreement to supersede Exhibit A: Budget

1. UVOD

Dodatek ¢. 1 ze dne posledniho podpisu (tento
»dodatek ¢. 1) mezi

F. Hoffmann-La Roche 5 Ltd,
Grenzacherstrasse 124, 4070 Basilej, Svycarsko

(dale jen ,,Zadavatel“ nebo “F. Hoffmann-La
Roche Ltd”),

Labcorp Drug Development Inc. se sidlem na
adrese 206 Carnegie Center Princeton, New
Jersey, 08540-6233, USA, DIC 22-3265977 a
jeji pridruzené spolecnosti Labcorp Clinical
Development Limited, odstépny zavod, V Parku
2343/24, 148 00 Praha 4, Ceska republika

zastoupend: PharmDr. Robertem Chudackem,
manazerem

IC: 273 70 976

DIC: CZ27370976

Spole¢nost je zapsana v OR vedeném u
Meéstského soudu v Praze a zastupuje Zadavatele

(dale jen “Labcorp” nebo ,,CRO*),

Fakultni nemocnice Plzen, Edvarda BeneSe
1128/13, 305 99 PLZEN, Ceska republika

IC: 00669806

DIC: CZ00669806

Zastoupena MUDr. Véaclavem Simankem,
Ph.D., fteditelem (,, Poskytovatel zdravotnich
sluzeb” nebo ,,Poskytovatel.*)

A

MUDr. Radkou Bittenglovou, Klinika
pneumologie a ftizeologie, Fakultni nemocnice
Plzen, Edvarda Benese 1128/13, 305 99
PLZEN, Ceska republika (dale jen ,, zkousejici”)

2. STVRZUIJI:

VZHLEDEM K TOMU, ZE Zadavatel,
Poskytovatel, zkousejici a spolecnost Labcorp
uzavieli SMLOUVU SE ZKOUSEJICiM /
ZDRAVOTNICKYM ZARIZENIM ze dne
20. srpna 2021 (dale jen ,,smlouva”); a

VZHLEDEM K TOMU, ZE smluvni strany si
pieji upravit smlouvu tak, aby nahradila pfilohu
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Checklist and Budget table a; and

WHEREAS, the parties would like to amend
the Agreement as set forth herein.

NOW, THEREFORE, for good and valuable
consideration the sufficiency and receipt of
which are hereby acknowledged, the parties
hereto agree as follows:

1. as of the Date of Approval of Protocol
version 3 dated 01-Feb-2022 Exhibit
A: Budget Checklist and Budget table
attached to the Agreement is deleted in
its entirety and replaced with Appendix
1: Budget Checklist and Budget table
attached to this Amendment No 1.

2. Date of Approval is the latest date of

ethics committee or regulatory
authority  approval  date.  These
documents will be provided for

signature of this Amendment No. 1.

3. Upon execution, this Amendment No.
1 shall be made a part of the
Agreement and shall be incorporated
by reference therein.

4. The Agreement and all Exhibits and
attachments thereto, each as amended,
supplemented or otherwise modified on
or prior to the effective date of this
Amendment No. 1 and as further
amended, supplemented, restated or
otherwise modified hereby or pursuant
hereto, shall remain in full force and
effect and are hereby ratified and
confirmed in all respects.

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

A: Kontrolni seznam rozpoétu a Rozpoctova
tabulka; a

VZHLEDEM K TOMU, ZE si smluvni strany
pieji smlouvu pozménit, jak je zde uvedeno.

NYNI TUDIZ se smluvni strany se zfetelem na
nalezita a hodnotna protiplnéni, jejichz piijeti a
dostatecnost se timto uznavaji, dohodly takto:

1. k datu schvaleni protokolu vezre 3 ze
dne 1. tnora 2022 piiloha A: Kontrolni
seznam rozpoc¢tu a Rozpoctova tabulka
pfipojena ke smlouvé se zcela odstrani a
nahradi se pfilohou 1: Kontrolni seznam
rozpoctu a  Rozpoctova  tabulka
ptilozenou k tomuto dodatku ¢. 1

2. Datum schvéleni je datum posledniho
schvaleni  etickou komisi anebo
regulacniho organu. Tyto dokumenty
budou predany pti podpisu dodatku €. 1.

3. Tento dodatek ¢. 1 se fadnym uzavienim
stava soucasti smlouvy abude do ni
zaclenén odkazem.

4. Smlouva a veskeré jeji prilohy a
dopliky, ve znéni pozdé&jSich uprav,
dodatkil a jinych zmén, uzaviené k datu
ucinnosti tohoto dodatku ¢. 1 nebo ptred
nim ve znéni pozd¢jsich tprav, dodatki,
pfepracovani ¢i jinych zmén upravenych
timto dodatkem nebo podle négj, zlstane
v plné platnosti a G¢innosti a je timto
ratifikovana a potvrzena ve vSech

ohledech.
5. Veskeré pojmy uvedené velkym
pismenem  anedefinované v tomto

dodatku nesou vyznam stanoveny ve
smlouve.
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IN WITNESS WHEREOF, each of the parties | NA DUKAZ CEHOZ kazda ze smluvnich stran
has caused this Amendment No. 1 to be | zajistila uzavieni tohoto dodatku €. 1 svymi
executed by its duly authorized representatives. | fadné opravnénymi zastupci.

Zadavatel / Sponsor Labcorp Drug Development, Inc.
Misto/Place Misto/Place:
Datum / Date: Datum / Date:
PharmDr. Robert Chudacek PharmDr. Robert Chudacek

Na zakladé pIné moci / based on power of Funkce/Position: Manazér/ Manager
attorney

Poskztovatel / Institution Zkousejici / Investigator
Misto /Place Misto /Place
Datum Date: Datum Date:
MUDr. Vaclav Simanek, Ph.D MUDr. Radka Bittenglova
Funkce / Position: Reditel / Director Funkce / Position: ZkouSejici / Investigator
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| Appendix 1 | Priloha 1

[ BUDGET CHECKLIST | KONTROLNI SEZNAM ROZPOCTU
SPONSOR: ZADAVATEL:
F. Hoffmann-La Roche Ltd F. Hoffmann-La Roche Ltd
PROTOCOL: PROTOKOL.:
WA42294 WA42294
INVESTIGATOR: ZKOUSEIJICT:
MUDr. Radka Bittenglova MUDr. Radka Bittenglova
| INSTRUCTIONS FOR PAYMENT: | POKYNY K PLATBE:
| PAYEE DETAILS: | UDAIE O PRIJEMCI PLATEB:
Jméno Adresa DIC P¥ijemce | Kontaktni e-mail Kontaktni ¢islo
Prijemce Prijemce platby prijemce platby prijemce platby
platby platby
Fakultni Edvarda CZ00669806 trials@fnplzen.cz | +420377402471
nemocnice Benese
Plzen 1128/13
30599
PLZEN

Name of account holder/ | Fakultni nemocnice Plzen
Jméno majitele uctu:

Bank name/ Nazev banky: CNB

Bank address/ Adresa banky | Na Piikopé 28, 11503 Praha 1, Ceska republika

Sort code / Bank and Branch | 0710
ID number/ Kod Sort / ID
banky a bankovni pobocky:

Account code/IBAN Code/ | 33739311/0710
Cislo uétu/kéd IBAN: CZ21 0710 0000 0000 3373 9311

SWIFT/ABA CNBACZPP
Routing/CLABE:

Variable symbol/ Variabilni | Invoice number/ ¢islo faktury
symbol:

Reference text/ Referenc¢ni | WA42294
text

CURRENCY: MENA:

CZK K¢é
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Amendment to Clinical Trial Agreement / Dodatek ke Smlouvé o klinickém hodnocent
Protocol Number: WA42294 / Cislo protokolu: WA42294
Covance Bill Code: XXX / Kod dokumentu Covance: XXX

BUDGET Table | Rozpoctova tabulka

Maximal value of this Agreement is 16 827 823,00 CZK. / Maximalni mozna hodnota této Smouvy je 16 827 823,00 K¢.
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