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AMENDMENT 1
TO THE CLINICAL TRIAL
AGREEMENT

This Amendment 1 (the “Amendment”) to the
Clinical Trial Agreement, dated 12-Apr-2017
(the “Agreement”) for the clinical study
conducted in accordance with the Protocol AC-
058B302 POINT titled:  “Multicenter,
randomized, double-blind, parallel-group, add-
on, superiority study to compare the efficacy
and safety of ponesimod to placebo in subjects
with active relapsing multiple sclerosis who
are treated with dimethyl fumarate
(Tecfidera®)” and any amendments thereto
(the “Study”), has been concluded by and
between:

(1) Covance Inc. a company located at 210
Carnegie Center, Princeton, New
Jersey, 08450-6233, USA
(“Covance”);

and

2 Krajska zdravotni, a.s. — Nemocnice
Teplice, 0.z. whose principal place of
business is Duchcovska 53, 415 29
Teplice, Czech Republic
(“Institution”)

(Each a “Party” and collectively the

“Parties”)

The Parties hereby agree to amend the
Agreement as follows:

1. The Institution shall keep all data generated
as a result of conducting the Study, relevant
source documents and any other essential
documents or materials as required by the
Study protocol (“Study Data”) in a safe and
secure location for the period of twenty-five
(25) years following the completion of the
Study.

2. Covance warrants that it has entered into an
agreement with the Sponsor for the
performance of the Study and to the benefit of

DODATEK 1
KE SMLOUVE O KLINICKEM
HODNOCENI
Dodatek 1 (,dodatek”) ke smlouve
o klinickém hodnoceni, ze dne 12.4.2017
(,,smlouva*®) o klinickém hodnoceni
provedeném v souladu s protokolem
AC-058B302 POINT S nazvem:
»Multicentricka, randomizovana, dvojité

zaslepend, superioritni studie s paralelnimi
skupinami, k porovnani UCinnosti a
bezpecnosti adjuvantni terapie ponesimodem
v porovnani s placebem u pacientii s aktivni
relabujici roztrouSenou sklerézou, léCenych
dimethyl-fumaratem (Tecfidera®)“ a vSechny
jeho zmény (,,studie®), uzaviena mezi:

1) Covance Inc., spole¢nosti se sidlem na
adrese 210 Carnegie Center, Princeton,
New Jersey, 08450-6233, USA
(,,Covance®);

a

2 Krajské zdravotni, a.s. — Nemocnice

Teplice, 0.z. s hlavnim mistem
podnikani Duchcovskd 53, 415 29
Teplice, Ceska republika
(,,zdravotnické zatizeni),

(jednotlivé ,,strana‘“ a spole¢né ,,strany*)

Strany timto souhlasi s nasledujici zménou
smlouvy:

1. Zdravotnické zafizeni uchova veskerd data
ziskand v disledku provadéni studie, ptisluSné
zdrojové  dokumenty a jiné nezbytné
dokumenty ¢&i materidly zpasobem, jaky je
vyZadovéan protokolem studie (,,data studie*)
na bezpecném a zabezpeceném misté, po dobu
dvacet pét (25) let po ukonceni studie.

2. Spolecnost Covance se zarucuje, ze se
zadavatelem uzaviela smlouvu o provedeni
studie a ve prospéch zkousejicich center, na
zékladé které se zadavatel zavazuje zaplatit za
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Study sites, under which Sponsor has
committed to pay Study sites contracted by
Covance for the conduct of the Study.

3. Exhibit B - Payment Schedule of the
Agreement is deleted in its entirety and
replaced with the new Exhibit B attached in
this Amendment.

4. This Amendment shall be made part of the
Agreement and attached thereto. Except as
provided herein, all other terms and conditions
of the Agreement shall remain in full force and
effect.

Done in 2 originals, each party having received
one original copy.

Covance Inc.

By / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum:

By / Podpis:

provedeni studie zkouSejicim centriim, jeZ se
spolecnosti Covance uzaviely smlouvu.

3. Ptiloha B - Harmonogram plateb ke
smlouvé je timto v celém svém rozsahu
zruSena a nahrazena novou Piilohou B, ktera je
ptiloZzena k tomuto dodatku.

4. Tento dodatek je soucasti smlouvy a bude
Kk ni pfipojen. Pokud zde neni stanoveno jinak,
veSkera ostatni ustanoveni a podminky
smlouvy zustavaji beze zmény a v plné
platnosti a ucinnosti.

Vyhotoveno ve 2 originalech, pfi¢emz kazda
ze smluvnich stran obdrZi jedno vyhotoveni.

Institution / zdravotnické za¥izeni

Name / Jméno:

Title / Funkce:

Date / Datum:
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