KHL/2021/053/La

DODATEK C.1 KE SMLOUVE
O PROVADENI KLINICKEHO HODNOCENI

AMENDMENT No.1 TO CLINICAL
TRIAL AGREEMENT

This Amendment No. 1 to the Clinical Trial
Agreement (“Amendment”) is among:

Tento Dodatek ¢. 1 ke Smlouvé o provadéni klinickém
hodnoceni (,,Dodatek*) uzaviraji:

e Neurocrine Biosciences, Inc., a Delaware
corporation, having a place of business at 12780
El Camino Real San Diego, CA 92130 United
States Tax identification number: 33-0525145,

represented by |

(“Study Sponsor”); and

IQVIA RDS Czech Republic, s.r.o., having a
place of business at Pernerova 691/42, 186 00
Praha 8 - Karlin, Czech Republic, Identification
number: 247 68 651, Tax identification number:
CZ247 68 651, represented by Ing. Eva Falbrova,
managing Director (“IQVIA”).

Fakultni nemocnice u sv. Anny v Brné, having
a place of business at Pekaiska 664/53, 602 00
Brno, Czech Republic, Identification number:
00159816, Tax identification  number:
CZ00159816, represented by Ing. Vlastimil
Vajdak, Director (“Institution”), and

, having an address
at Majdalenky 19, 638 00 Brno, Czech Republic
( “Investigator”), and

and is effective as of the date of its publication in
the Register of Contracts (“Amendment
Effective Date”)

WITNESSETH:

WHEREAS, Clinical Trial Sponsor, IQVIA and
Institution, Investigator are parties to an
agreement entitled Clinical Trial Agreement, No.
Of Agreement KHL/2021/053/La, for Sponsor’s
Protocol NBI1-921352-FOS2022 entitled
“Prospective, Long-Term, Interventional, Active
Extension Study to Evaluate the Safety and
Tolerability of NBI-921352 as Adjunctive
Therapy in Subjects with Focal Onset Seizures
(FOS)” dated 18-Nov-2022 (the “Agreement”),
and the parties desire to amend such Agreement;

WHEREAS, Clinical Trial Sponsor has issued an
amended protocol dated 04 May 2023, Protocol

e spole¢nost

Neurocrine Biosciences, Inc.,
spoleCnosti  zalozenou podle zakond statu
Delaware, se sidlem 12780 EI Camino Real San
Diego, CA 92130, Spojené staty americké Danové
identifikacni &islo: 33-0525145, zastoupeny ||l

(dale ,,Zadavatel
klinického hodnoceni*), a

spolecnost IQVIA RDS Czech Republic, s. r. o.,
se sidlem Pernerova 691/42, 18600 Praha
8 — Karlin, Ceska republika, identifikacni C¢islo:
247 68 651, DIC: CZ24768651, zastoupena Ing.
Evou Falbrovou, jednatelkou (,,IQVIA®).

Fakultni nemocnice u sv. Anny v Brné, se sidlem
Pekatska 664/53, 602 00 Brno, Ceska republika,
Identifikaéni ¢islo: 00159816, Danové
identifika¢ni Cislo: CZ00159816, zastoupena Ing.
Vlastimilem Vajdakem, feditelem (,,Instituce”), a

I s :dresou Majdalenky

19, 638 00 Brno, Ceska republika (,,Zkousejici
1ékai’), a

s ucinnosti k datu jejiho uvefejnéni v registru
smluv (,,Datum tuéinnosti Dodatku®):

UVODNI USTANOVENI:
VZHLEDEM K TOMU, Ze Zadavatel klinického

hodnoceni, spolecnost IQVIA a Instituce a
ZkouSejici  1ékaf  jsou stranami  Smlouvy
0 provadéni  klinického hodnoceni, ¢. sml.

KHL/2021/053/La, pro Zadavateltiv protokol NBI-
921352-F0S2022 S ndzvem ,,Prospektivni,
dlouhodoba, intervencni, aktivni rozsirujici studie
ke zhodnoceni bezpecnosti a sndsenlivosti NBI-
921352 jako doplitkové terapie u pacientii se
zachvaty s fokalnim nastupem (FOS)“, uzaviené
dne 18. listopadu 2022 (dale ,,Smlouva‘), kterou
si preji zmenit.

VZHLEDEM K TOMU, Ze Zadavatel klinického
hodnoceni vydal pozménény protokol ze dne 4.
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version 3.0 (“Amended Protocol”) which
necessitates a modification of Study procedures and
may require modified services to be provided to
Clinical Trial Sponsor as related to the Clinical
Trial. Payments for all Clinical Trial procedures
under the Amended Protocol, shall be made in the
amounts included in below in this Amendment as of
9 August 2023;

NOW THEREFORE, in consideration of the
mutual promises and covenants set forth herein,
and other good and valuable consideration, the
sufficiency of which is hereby acknowledged, the
parties hereby agree to amend the Agreement as
follows:

1. Exhibit A, Budget and Payment Schedule,
section C Budget Table: the budget table is
removed completely and replaced by the
below:

KHL/2021/053/La
kvétna 2023, verze protokolu 3.0 (dale jen
"pozménény protokol"), ktery vyzaduje upravu
postuptt studie a mulze vyzadovat, aby byly
Zadavateli  klinického hodnoceni  poskytnuty
upravené  sluzby souvisejici s Klinickym
hodnocenim.  Platby za vSechny postupy
Klinického hodnoceni podle pozménéného
protokolu se provadéji v ¢astkach uvedenych nize
v tomto Dodatku ode dne 9.srpna 2023;

NYNI PROTO, po zvazeni vzajemnych piislibti a
zéavazk zde uvedenych a dalSich fadnych a
hodnotnych protiplnéni, jejichz dostate¢nost je
timto potvrzena, se smluvni strany dohodly na
zméné Smlouvy takto:

1. Ptiloha A, Rozpocet a platebni piehled, oddil
C Tabulka rozpoctu: Tabulka rozpoctu se v
plném rozsahu odstrafiuje a nahrazuje

nasledujicim znénim:
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KHL/2021/053/La

2. Exhibit A, Budget and Payment Schedule, 2. Piiloha A, Rozpocet a platebni piehled, oddil

section G Conditional Procedures (with G Podminéné procedury (ma zakladé
invoice): in the budget table with the conditional faktury): do rozpoCtové  tabulky s
procedures the following new procedures are podminénymi procedurami se pridavaji
added: nasledujici nové procedury:

3. Agreements Register 3. Registr smluv
Notwithstanding the foregoing, Institution, Bez ohledu na vySe uvedené, Instituce,
Study Sponsor and IQVIA  hereby Zadavatel klinického hodnoceni a IQVIA
acknowledge that this Amendment shall be timto berou na védomi, ze tento Dodatek bude
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published pursuant to Act no. 340/2015 Sh., on
Agreements Register, as amended and in
accordance with the provisions of the Contract.
As and between the Parties, Institution agrees
to publish the Agreement pursuant to the
foregoing.

The estimated value of the Contract as
amended by this Amendment is approximately
1410 000 CZK.

All terms and conditions of the Agreement not
expressly amended by this Amendment remain
in full force and effect. Any capitalized terms
used herein, which are not defined shall have
the meanings ascribed to such terms in the
Agreement.

6. This Amendment shall be executed in four (4)
original counterparts, with each Party
receiving one counterpart.

7. This Amendment is drawn up in English and in
Czech language versions. In case of any
dispute Czech language version shall prevail.

IN WITNESS WHEREOF, this Amendment has
been executed by the parties hereto through their
duly authorized representatives to be effective as
of the Amendment Effective Date.

THIS SECTION IS
INTENTIONALLY LEFT BLANK

KHL/2021/053/La
uvetejnén v souladu se zak. ¢. 340/2015 Sb., o
registru smluv, ve znéni pozdé&jsich piepistia v
souladu s ustanovenimi Smlouvy. Za
uvetfejnéni dle predchozi véty odpovida
Instituce.

4. Ptredpoklddand hodnota Smlouvy ve znéni
tohoto Dodatku je ptiblizné 1 410 000 K¢

5. VsSechna ustanoveni a podminky Smlouvy,
které nejsou timto Dodatkem vyslovné
zménény, zlstavaji platné a 0€inné v plném
rozsahu. Veskeré vyrazy s velkym
pocatecnim pismenem v tomto dokumentu,
které zde nejsou definovany, maji takovy
vyznam, ktery jim je pfipisovan ve Smlouve.

6. Tento Dodatek je vyhotoven ve ctyfech (4)
originalech, pficemz kazda smluvni strana
obdrzi jedno vyhotoveni.

7. Tento Dodatek je vyhotoven v anglickém a
Ceském jazykovém znéni. V  pfipadé
jakéhokoli rozporu bude rozhodujici Ceska
jazykova verze.

Tento  Dodatek byl stranami  uzavien
prostfednictvim  jejich tadné  opravnénych
zastupct s ucinnosti k Datu ¢innosti Dodatku.

TATO CAST JE ZAMERNE
PONECHANA PRAZDNA
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Signed by IQVIA RDS Czech Republic s.r.o., under a Power of Attorney dated 14
October 2021, in the name of NEUROCRINE BIOSCIENCES, INC. / Podepsano IQVIA
RDS Czech Republic s.r.o., na zakladé PIné moci vystavené dne 14. Fijna 2021, jménem

spole¢nosti NEUROCRINE BIOSCIENCES, INC.

By: / Jméno:

Title: / Funkce:

Signature: / Podpis:

Date: / Datum: 05. 02. 2024

SIGNED BY IQVIA RDS Czech Republic s.r.o:/
Podepsano: IQVIA RDS Czech Republic s.r.o.

By: / Jméno:

Title: / Funkce:

Signature: / Podpis:

Date: / Datum: 05. 02. 2024

SIGNED BY INVESTIGATOR/
Podepsano Zkousejici:

By: / Jméno: |

Title: / Funkce: Principal Investigator / Hlavni zkouSejici

Signature: / Podpis:

Date: / Datum:

SIGNED BY Fakultni nemocnice u sv. Anny v Brné/
Podepsano: Fakultni nemocnice u sv. Anny v Brné:

Name: / Jméno: Ing. Vlastimil Vajdak

Title: / Funkce: Director / Reditel

(must authorized to sign on Institution‘s behalf) / (musi se jednat o podpis opravnéného zastupce Instituce):

Signature: / Podpis:

Date: / Datum: 14.02. 2024
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uziv
Psací stroj
05.02.2024

uziv
Psací stroj
05.02.2024

uziv
Psací stroj
14.02.2024




