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AMENDMENT # 2
TO CLINICAL TRIAL AGREEMENT

DODATEK C. 2 KE SMLOUVE
O KLINICKEM HODNOCEN{

Protocol # PRN1008-010

Protokol ¢. PRN1008-010

This Amendment # 2 (“Amendment”) dated as of
date of last signature and effective as of date of
publication of Amendment in the Register of
Contracts (“Effective Date”) between

Tento dodatek ¢. 2 (déle jen ,,dodatek™) ze dne
ptipojeni posledniho podpisu s tinnosti ke dni
uvefejnéni dodatku v registru smluv (ddle jen
,,datum dcinnosti) se uzavira mezi

Principia Biopharma Inc., with a place of
business at 220 E Grand Avenue, South San
Francisco, CA 94080, USA (“Sponsor”™)

spole¢nosti Principia Biopharma Inc., se sidlem
220 E Grand Avenue, South San Francisco, CA
94080, USA (“zadavatel”)

and

a

Fakultni nemocnice Hradec Kralove, with a
place of business at Sokolska 581, 500 05 Hradec
Kralove - Novy Hradec Kralove, Czech Republic,
represented by prof. MUDr. Vladimir Palicka,
CSc., dr. h. c. (“Provider”)

Fakultni nemocnici Hradec Kralové, se sidlem
Sokolskd 581, 500 05 Hradec Krilové - Novy
Hradec Kréalové, Ceskd republika, zastoupend
prof. MUDr. Vladimirem Pali¢kou, CSc., dr. h. c.
(déle jen “poskytovatel”)

and

a

Y i 2 place of work

at  Fakultni nemocnice Hradec Kralove,
Department of Internal Medicine - Haematology,
Sokolska 581, 500 05 Hradec Kralove - Novy
Hradec Kralove, Czech Republic (“Principal
Investigator”).

I, 5o |
pracovisté: Fakultni nemocnice Hradec Kralové,
IV. interni hematologicka klinika, Sokolska 581,
500 05 Hradec Kralové - Novy Hradec Kralové,
Ceska republika (dle jen “hlavni zkousejici™).

WHEREAS, the Parties desire to modify the
Clinical Trial Agreement dated 10" May 2018, as
amended on 28" February 2019 (“Agreement”) for
the clinical trial with Sponsor Drug PRN1008,
encoded PRN1008-010 entitled “An Adaptive,
Open-Label, Dose-Finding, Phase 1/2 Study
Investigating the Safety, Pharmacokinetics, and
Clinical Activity of PRN1008, an Oral BTK
Inhibitor, in Patients with Relapsed Immune
Thrombocytopenic Purpura” (“Protocol”) to be
conducted at the address of the seat of Provider
(“Trial”) to involve patients participating in the
Trial (“Trial Subjects”).

VZHLEDEM K TOMU, Ze strany chté€ji zménit
smlouvu o klinickém hodnoceni ze dne 10. kvétna
2018, ve znéni dodatku ze dne 28. unora 2019
(déle jen ,smlouva®) pro klinické hodnoceni s
hodnocenym 1é¢ivym piipravkem PRN1008
s kédem PRN1008-010 s nazvem ,,Adaptivni,
oteviené klinické hodnoceni faze 1/2, hledajici
davku, které zkouma bezpeénost,
farmakokinetiku a  klinickou aktivitu
PRN1008, peroralniho inhibitoru BTK, u
pacientt S recidivujici idiopatickou
trombocytopenickou purpurou“ (,dile jen
,protokol*), které bude provddéno na adrese sidla
poskytovatele (dale jen ,klinické hodnoceni*) se
zapojenim pacientii do klinického hodnoceni (déle
jen ,,subjekty klinického hodnoceni®).

WHEREAS, in accordance with Section 26 (Entire
Agreement) of the Agreement, the Parties desire to
modify the specific language and hence agree to
the following modifications to the Agreement:

VZHLEDEM K TOMU, Ze v souladu s ¢asti 26
(Upln smlouva) smlouvy cht&ji strany upravit
konkrétni znéni, a proto souhlasi s nasledujicimi
zménami smlouvy:
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1. The Attachment B (Financial Arrangements
Worksheet) to the Agreement is deleted in its
entirety and replaced with Attachment B
(Financial Arrangements Worksheet) as attached
to this Amendment to reflect the additional costs
due to Protocol version 9.1 dated 2" August 2019
(“Amended Protocol”). Even if this Amendment
becomes effective as of date of publication in the
Register of Contracts, the Parties will be bound by
this Amendment and said costs will be retroactive
to the date of the EC approval of Amended
Protocol in accordance with the Applicable Law.

1. Pfiloha B (Zaznam finan¢niho ujednani) ke
smlouvé je v plném rozsahu vymazdna a
nahrazena pifilohou B (Zaznam finanéniho
ujednani), kterd je pfipojena k tomuto dodatku,
aby odrazela dodate¢né nédklady v diisledku verze
9.1 protokolu ze dne 2. srpna 2019 (,,pozménény
protokol). Ackoliv tento Dodatek bude ucinny
ode dne uvefejnéni v registru smluv, budou strany
timto Dodatkem v4ziny a uvedené ndklady budou
zpétné Ucinné od data schvdleni zménéného
protokolu etickou komisi v souladu s platnymi
pravnimi predpisy.

2. Defined terms used in this Amendment and not
defined herein will have the same meanings
assigned such terms in the Agreement.

2. Definované vyrazy pouZivané v tomto dodatku
a zde nedefinované budou mit stejny vyznam,
ktery maji ve smlouvé.

3. This Amendment will be published in the
Register of Contracts in accordance with the
wording of the Agreement.

3. Tento Dodatek bude uvetejnén v registru smluv
v souladu se znénim smlouvy.

4. This Amendment will be executed in English
language version and Czech language version,
where the Czech language version prevails.

4. Tento Dodatek je vyhotoven v anglickém a
¢eském znéni, pti¢emz prednost ma ceské znéni.

5. All other provisions of the Agreement shall
remain unaltered and given full force and effect.

5. Ostatni ustanoveni smlouvy zlstavaji beze
zmény a v plné platnosti a ti¢innosti.

6. Estimated value of the Agreement, as amended
by this Amendment, is CZK 300.000.00.

6. Pfredpoklddand hodnota smlouvy ve znéni
tohoto Dodatku je 300.000,- K¢.

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE STRANA S PODPISY]
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Agreed to and accepted: / Souhlasim a pFijimam:

SPONSOR / ZADAVATEL PROVIDER / POSKYTOVATEL
Signature / Podpis Signature / Podpis
PROF. MUDR. VLADIMIR PALICKA, CSC.,DR. H. C.
Printed Name / Jméno htlkovym pismem Printed Name / Jméno hilkovym pismem
DIRECTOR / REDITEL
Title / Pozice Title / Pozice
Date / Datum 26. 11. 2019 Date / Datum 11. 12. 2019

PRINCIPAL INVESTIGATOR /
HLAVNI ZKOUSEJICI

Signature / Podpis

Printed Name / Jméno hilkovym pismem

PRINCIPAL INVESTIGATOR / HLAVN{ ZKOUSEJICI
Title / Pozice

Date / Datum 10. 12. 2019

PI: / Hlavni zkousejici: || | | | S P:ovider: / Poskytovatel: Fakultni nemocnice Hradec Kralové |
Principia Biopharma Inc. | PRN1008-010
Doc Name: USA Amendment (INC) / Nazev dokumentu: USA Dodatek (INC) | CTA Amendment 2 / Dodatek smlouvy o
klinickém hodnoceni 2 | Doc Final: / Findlni verze dokumentu: 22Nov2019

Page / Strana 3 of /z 11



Confidential / DUvérné

ATTACHMENT B PRILOHA B
FINANCIAL ARRANGEMENTS ZAZNAM FINANCNIHO UJEDNANI
WORKSHEET

FINANCE SUMMARY BOX / SHRNUTI FINANCNICH ZAVAZKU

Invoice Currency: / Ména fakturace: CZK
Payment Base: / Zédklad platby: Visit-based / Dle ndvstévy
CRO Contracting Entity: / Smluvni subjekt CRO:| N/A
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