AMENDMENT 1 TO CLINICAL TRIAL
AGREEMENT NO. 017/0VZ/20/083-P

This Amendment No 1 (this “Amendment”) to the
Clinical Trial Agreement (the “Agreement”), dated
30-Apr-2021, is made by and between

e Faculty Hospital Ostrava having a place of
business at 17. Listopadu 17905m 708 52
Ostrava-Poruba, Czech Republic, in matters
relating to this amendment, is authorized to act
and sign: Doc. et Doc. MUDr Petr Vavra, Ph.D.
Vice-Director for Science, Research and
Education (the “Institution”), and

- I ith the workplace

at the Centre for Diagnosis and Treatment of
Demyelinating Diseases, Neurology clinic, Faculty
Hospital Ostrava, 17. Listopadu 1790/,708 52
Ostrava-Poruba, Czech Republic (the
“Investigator”), and

e Merck Healthcare KGaA, having a place of
business at Frankfurter Stralle 250, 64293
Darmstadt, Germany, represented by IQVIA RDS
AG (“Sponsor”)

All capitalized terms used but not otherwise defined
herein shall have the meaning set forth in the
Agreement.

WHEREAS, contracting patries entered into the
Agreement, pursuant to which the parties agreed that
Institution and Investigator would conduct the
following clinical trial sponsored by Merck
Healthcare KGaA:

Protocol Number: MS700568_0158

Princiﬁal Investigator: e

:and

DODATEK C. 1 SMLOUVY O
KLINICKEM HODNOCENI C.
017/0VZ/20/083-P

Tento Dodatek ¢. 1 (dale jen tento ,,Dodatek™)
Smlouvy o0 klinickém hodnoceni (dale jen
»dmlouva®) ze dne 30-Apr-2021 je uzaviran
mezi stranami:

e Fakultni nemocnice Ostrava, se sidlem 17.
listopadu 1790/5, 708 52 Ostrava-Poruba,
Ceska republika, ve vécech tohoto dodatku je
opravnén jednat a podepisovat: doc. et doc.
MUDr. Petr Vavra, Ph.D., naméstek feditele
pro védu, vyzkum a vyuku (,,Zdravotnické
zarizeni) a

o I orocovisiém
na adrese Centrum pro diagnostiku a 1écbu
demyelinizacnich onemocnéni, Neurologicka
klinika, Fakultni nemocnice Ostrava, 17.
listopadu 1790/5, Poruba, 708 52 Ostrava,
Ceska republika (,,Zkousejici); a
a

e spole¢nost Merck Healthcare KGaA, se
sidlem Frankfurter Strafle 250, 64293
Darmstadt, Némecko, zastoupena spolecnosti
IQVIA RDS AG (“Zadavatel”)

Vsechny vyrazy psané s velkym pocate¢nim
pismenem, avSak jinak vtomto Dodatku
nedefinované, maji vyznam, jenz jim je dan
Smlouvou.

Smluvni strany mezi sebou uzavieli Smlouvu,
V niz se smluvni strany dohodly, ze Zdravotnické
zatizeni a ZkouSejici budou provadét nize
uvedené klinické hodnoceni, jehoz zadavatelem
je spole¢nost Merck Healthcare KGaA:

Cislo protokolu: MS700568_0158

Hlavni zkousejici 1ékai: || NGzNNG



WHEREAS, the parties wish to amend the
Agreement due to budget changes based on an
amended Protocol dated 28 June 2021,

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

1. In the Attachment A “Budget and Payment
Schedule” of the Agreement as follows as
Section L:

L. Conditional procedures

smluvni strany si pieji upravit Smlouvu kvili
zménam rozpoctu na zakladé wupraveného
Protokolu z 28. ¢ervna 2021;

Ptfi tf4dném a hodnotném protiplnéni, jehoz
prijeti a dostatecnost je timto potvrzena, se
smluvni strany dohodly takto:

1. V Piiloze A ,,Rozpocet arozpis
plateb” Smlouvy bude piidano toto

ustanoveni jako ¢lanek L:

L. Ukony dle potieby:

Procedure

Procedure
amount

Castka za

Ukon ukon™

ICF consent + training

questionnaire entry (data
entry fee / visit)**

*All amounts are inclusive of any overhead.

**A specific invoice will have to be submited by the
site to list:

- The patient ID that were re-consenting and
trained on the questionnaires (together with the date
when this was completed)

- The visit during which the questionnaires
were completed (M36 and/or M48)

The contracting parties have expressly agreed that the
Institution is entitled to invoice amounts according
this amendment retroactively from 01Jul2021.

2. IQVIA RDS Switzerland Sarl has been merged to
the entity IQVIA RDS AG, with an address at
Kirschgartenstrasse 14, 4051 Basel, Switzerland.
IQVIA invoicing details in Section E “Invoices” of
the Attachment A “Budget and Payment Schedule” of
the Agreement, shall be updated as follows:

Informovany souhlas +
zaskoleni

Zadani udaji z dotazniku
(poplatek za zadani adajua
/ navs§téva)**

* VSechny Castky zahrnuji pfipadné rezijni
naklady.

**Centrum bude muset vystavit specialni
fakturu uvadejici:

identifikacni ¢islo pacienta, u kterého
bylo provedeno opétovné ziskani
informovaného souhlasu a zaSkoleni
k vypliiovani dotazniku (s uvedenim data, kdy
to bylo provedeno).
- Navstévu, béhem které byly vyplnény
dotazniky (M36 a/nebo M48).

Smluvni strany se vyslovné dohodly, ze
Zdravotnické zafizeni je oprédvnéno zpétné
fakturovat ¢astky dle tohoto dodatku s G¢innosti
od 1.7.2021.

2. Spole¢nost IQVIA RDS Switzerland Sarl byla
slou¢ena se subjektem IQVIA RDS AG se
sidlem Kirschgartenstrasse 14, 4051 Basel,



Invoices will be issued to:

“IQVIA RDS AG, Branch St-Prex Care of: DrugDev
Route de Pallatex 29

1162 St-Prex

Switzerland

VAT no.: CHE-106.402.567

Invoices to be sent to:

DrugDev Payments

IQVIA, 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Email: emea@octp.solutions.igvia.com”

Except as provided above, all other terms and
conditions of the Agreement remain unchanged and in
full force and effect.

IN WITNESS WHEREOF, the parties hereto have
caused this Amendment to be executed by their duly

authorized representatives as of the effective date first
set forth above.

Healthcare KGaA

By IQVIA RDS AG, its authorized representative
By:

Title:

Signature:

Date:

Svycarsko. Fakturaéni udaje spoleénosti IQVIA
v Clanku E »~Faktury® Prilohy A , Rozpocet
arozpis plateb Smlouvy museji byt
aktualizovany takto:

Faktury budou vystavovany na:IQVIA RDS AG,
Branch St-Prex

Route de Pallatex 29

1162 St-Prex

Svycarsko

DIC: CHE-106.402.567

Faktury budou zasilany na adresu:
DrugDev Payments

IQVIA, 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

Spojené kralovstvi

E-mail: emea@ctp.solutions.igvia.com

S vyjimkou vySe uvedeného ziistdvaji vSechny
ostatni podminky Smlouvy beze zmén a platné a
ucinné v plném rozsahu.

NA DUKAZ TOHO byl tento Dodatek
podepsan  fadné¢  opravnénymi  zastupci

smluvnich stran. kvySe uvedenému datu
ucinnosti.

Za Merck Healthcare KGaA

spole¢nost IQVIA RDS AG jeji opravnény
zastupce

Podepsal(a):

Funkce:

Podpis:

Datum:


mailto:emea@ctp.solutions.iqvia.com
mailto:emea@ctp.solutions.iqvia.com

Fakultni nemocnice Ostrava:
By:

Title (must be authorized to sign on Institution's
behalf): director

Signature:

Date:

By:
Title:
Signature:

Date:

Fakultni nemocnice Ostrava:
Podepsal(a):

Funkce: feditel

Podpis:

Datum:

|
Podepsal(a):

Funkce:

Podpis:

Datum:



