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Vhodnost studijniho centra / Site Suitability Template

Tato 3ablona byla pFipravena a schvalena Expertni skupinou EU pro Klinickd hodnoceni pro naplnéni
poiadavk( Nafizeni Evropského parlamentu a Rady (EU) €. 536/2014 o klinickém hodnoceni
humannich lécivych pipravki a upravena SUKL. / This template was developed and endorsed by the
EU Clinical Trials Expert Group to comply with Regulation (EU) No. 536/2014 Clinical Trials on Medicinal
Products for Human Use and modified by State Institute for Drug Control.

0ddil 1 / Section 1

EU &islo KH / EU trial number | 2023-504359-29

Nazev KH / Title of clinical Randomizovand, dvojité zaslepend studie faze 3 porovnavajici
trial Ucinnost a bezpeénost frexalimabu (SAR441344) vi&i placebu
u dospélych pacientd s nerelabujici sekundarné progresivni
roztroudenou sklerézou / A randomized, double-blind, Phase 3
study comparing efficacy and safety of frexalimab (SAR441344) to
placebo in adult participants with nonrelapsing secondary
progressive multiple sclerosis

Nézev centra, mésto / Name | Vieobecnd fakultni nemocnice v Praze, Neurologicka klinika — RS
of site, city centrum, Karlovo ndmésti 32, 128 00 Praha 2, Ceska republika /
General University Hospital in Prague, Department of Neurology —
MS Center, Karlovo namesti 32, 128 00 Prague 2, Czech Republic

Jméno hlavniho zkousejiciho | MUDr, Veronika Ticha, Ph.D. / Veronika Ticha, MD, Ph.D.
/ Name of principal
investigator

Planovany poéet subjektu 15
hodnoceni v daném centru /
Planned number of trial
participants at the site

Oddil 2 / Section 2

a) Predloite prosim komplexni pisemné prohlageni o vhodnosti studijniho centra upravené dle
charakteru a poutiti hodnoceného lé¢ivého pfipravku / Please provide a comprehensive
written statement on the suitability of the site adapted to the nature and use of the
investigational medicinal product.

Ja, niZe podepsana, timto prohlaiuji, ze studijni centrum V3eobecnd fakultni nemocnice v Praze,
Neurologicka klinika — RS centrum splfiuje viechny poZadavky pofadované evropskou i éeskou
legislativou a zdsadami spravné klinické praxe k provédéni predklddaného klinického hodnoceni
|é€ivého pfipravku. / I, the undersigned, hereby declare that the study center General University
Hospital in Prague, Department of Neurology — MS Center meets all the requirements required by
European, Czech legislation and the principles of good clinical practice for conducting the submitted
clinical trial of the medicinal product.

b) Popiste podrobné vhodnost zafizen| / Please describe in detail the suitability of the facilities

Neurologicka klinika vznikla v historickém aredlu nemocnice jako prvni klinika tohoto oboru v na&
republice, spojuje se soudasnym modernim pfistrojovym vybavenim ivynikajici intelektualni
kapacitou pracovnikd pfedpoklady pro 3pi¢kové pracoviits. Je jedinou klinikou v Ceské republice,
ktera sdruifuje vjednom celku ambulantni ilGikové oddéleni dospélé idétské neurologie
s diagnostickym komplementem neurofyziologickych, neuroradiologickych a neuroimunologickych
laboratofi.

RS Centrum diagnostikuje a 1é&i demyelinizaéni onemocnéni CNS, pfedeviim roztroutenou sklerdézu.
RS Centrum spolupracuje s pracoviiti Neurologické kliniky, ktera zajistuji diagnostické metody —
MR, Laboratofi pro elektrofyziologii (evokované potencialy), a déle s laboratofemi vy3etfujicimi
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mozkomi&ni mok (Ustav klinické biochemie). V Centru je v souasné dobé sledovéno pfes 3000
pacient(l z celé CR. Pacienti splAujici kritéria jsou zde |é¢eni modernimi léky prvni Ci dalsi volby.
V pozdéjiich stadiich choroby je ddraz kladen na symptomatickou a rehabilitaéni terapii. Peclivé
vyvaieni symptomatické |é€by k ovlivnéni spasticity (vEetné Ié€by botulotoxinem u invalidizujicich
lokalizovanych spasticit a baklofenovou pumpou u spasticit pfedeviim dolnich kongetin ve
spolupraci s Neurologickym oddélenim nemocnice na Homolce), tremoru (véetné sterotaktickych
vykon( realizovanych na Neurochirurgickém oddéleni nemocnice Na Homolce), bolesti, tinavy,
kognitivnich a psychologickych problémi apod. je zajiSténo pro pacienty v kterémkoli stadiu
nemoci. V&ichni pacienti maji pFi akutnim zhoreni stavu moinost absolvovat intravendzni 1écbu
methylprednisolonem jak ambulantné (umoZfiuje-li to jejich stav a jsou-li z blizkého okoli), tak za
hospitalisace na Neurologické klinice. Pacienti jsou pouéeni, Ze s akutnimi pfiznaky je treba tuto
l6&bu zahajit co nejdfive.

The Department of Neurology was established in the historic premises of the hospital as the first
clinic of this field in our country. It combines the prerequisites for a top workplace with modern
equipment and the excellent intellectual capacity of the staff. It is the only clinic in the Czech Republic
that combines outpatient and inpatient departments of adult and pediatric neurology with a
diagnostic complement of neurophysiological, neuroradiological and neuroimmunological
laboratories.

The MS Center diagnoses and treats CNS demyelinating diseases, especially multiple sclerosis. The
MS Center cooperates with the departments of the Neurological Clinic, which provide diagnostic
methods - MRI, the Laboratory for Electrophysiology (evoked potentials), and also with laboratories
examining cerebrospinal fluid (Institute of Clinical Biochemistry). Over 3 000 patients from all over
the Czech Republic are currently being monitored at the Center. Patients who meet the criteria are
treated here with modern drugs of first or second choice. In the later stages of the disease, the
emphasis is on symptomatic and rehabilitation therapy. Careful balancing of symptomatic
treatment to affect spasticity (including treatment with botulinum toxin for disabling localized
spasticity and baclofen pump for spasticity, especially of the lower limbs in cooperation with the
Neurological Department of the Hospital Na Homolce), tremor (including sterotactic procedures
performed at the Neurosurgery Department of the Hospital Na Homolce), pain, fatigue, cognitive
and psychological problems, etc. is provided for patients at any stage of the disease. All patients
have the option of receiving intravenous methylprednisolone treatment both on an outpatient basis
(if their condition allows and if they are from the nearby area) and during hospitalization at the
Neurological Clinic in the event of an acute worsening of their condition. Patients are advised that
with acute symptoms this treatment should be started as soon as possible.

c) Popiéte pfesné vhodnost vybaveni / Please describe accurately the suitability of the
equipment

Centrum mé k dispozici pravidelné servisované nize uvedené vybaveni nebo bude vybaven(
zapljéené sponzorom pred iniciaci studie / The site has following regularly serviced equipment
available or the equipment is to be loaned by Sponsor before the study is initiated:

» chladnicka / refrigerator

s mrazdk / freezer

¢ centrifuga / centrifuge

e 12-svodové ECG / 12-lead ECG

¢ vdaha / weight scale

o vyikomér / height scale

e tlakomér / blood pressure monitor

o tdlesny teplomér / body thermometer

e inkubdtor /incubator

e inflzni pumpa / infusion pump

* MRI
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d) Uvedte podrobné viechny vykony v klinickém hodnoceni, které se budou v daném studijnim
centru provadét. V dalsim fadku uvedte vykony, které budou zajiitény mimo studijni
centrum a kde (napf. MRI, CT...) / Please provide a detailed description of all trial procedures
which will take place at the site. In following section please mention the list of examinations
which will be performed out of study site and where exactly (for example CT, MRI etc.)

* informovany souhlas / informed consent

* demografie / demography collection

* anamnéza / medical/surgical history

* predchozi/soutasné léky / prior/concomitant medication

* podani a compliance IMP / IMP administration and compliance

* fyzikdIni vy3etieni / physical examination

* vitdlni funkce / vital signs

* télesnd teplota / body temperature

* vy3ka / height

* télesnd hmotnost / body weight

* EKG/ECG

* odbérkrve a moéi na laboratorni testy / blood and urine collection for laboratory tests
* posouzeni suiciddInich tendenci pomoci C-SSRS / suicidality assessment by C-SSRS
* hodnoceni relapsu / relapse assessment

* rozsirend stupnice stavu invalidity (EDDS) / expanded disability status scale (EDDS)
* timed 25-foot walk test / test rychlosti chlize na 25 stop

* S-jamkovy test s koliky / 9-hole peg test

* test modality cislic a symbol / SDMT

* magneticka rezonance / MRI

* pacientské dotazniky / patient questionnaires - MSIS-29v2, EQ-5D-5L, PROMIS Fatigue
MS-8a, PGIS Fatigue, PGIC Fatigue

Magneticka rezonance bude provaddéna na Radiodiagnostické klinice Vieobecné fakultni nemocnice

v Praze / MRI will be managed by Radiodiagnostics Department of General University Hospital in
Prague

e) Uvedte podrobné persondlni zaji¥téni a odbornosti v daném studijnim centru. / Please
provide a detailed description of Human Resources arrangements and expertise at the site

* Hlavni zkousejici / Principal Investigator: MUDr. Veronika Ticha, Ph.D.

* Spoluzkousejici / Sub-Investigator: Prof. MUDr. Eva Kubala Havrdovd, CSc.

* Zaslepeny posuzovatel / Blinded rater: MUDF. Iveta Novakovs

* Zaslepeny posuzovatel / Blinded rater: MUDr. Jana Pavli¢kova

* Studijni koordinator / Study coordinator: Jana Prchlikovi

* Studijni sestra / Study nurse: Frantigka Kubikové, Markéta Lazni¢kovd, Vlasta
Jonczyova, Lenka Pyciakova

* Popis EKG / ECG assessment: doc. MUDF. Vilém Danzing, Ph.D., MUDr. Martin Vilek, Ph.D.
* Radiolog / Radiologist: prof. MUDr. Manuela Vanéckova, Ph.D. (a zéstup / and back-up)

* Farmaceut / Pharmacist: jména budou poskytnuta blize zaéatku studie vedoucim
|ékdrny PharmDr. Liborem JakeZem / the names will be provided closer to study initiation
by the Head of Pharmacy PharmDr. Libor Jakes

Oddil 3 / Section 3

Autorizaci tohoto dokumentu stvrzuji, ¥e uvedené studijni centrum m3 zafizeni a vybaveni
umoinujici provedeni klinického hodnoceni, a Ze jsou v praxi zavedena takova organizaéni opatfeni,
kterd zajisti, aby vsichni zkouejici a ostatni osoby podilejici se na provadéni klinického hodnoceni
méli odpovidajici kvalifikaci, odbornost a koleni ve vztahu k jejich roli v klinickém hodnocenti,
v souladu s Nafizenim Evropského parlamentu a Rady (EU) €. 536/2014 a viemi identifikovanymi
podminkami, které mohou ovlivnit nezavislost jakéhokoli zkousejiciho Iékate. / In authorising this
document, | confirm that the site has the facilities and equipment to be able to conduct the clinical
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trial and has suitable arrangements in place to ensure that all investigators and other individuals
involved in conducting the trial have the suitable qualifications, expertise and training in relation to
their role in the clinical trial, in compliance with EU Regulation 536/2014, and all conditions
identified, which might influence the impartiality of any investigators, were addressed.

Vydal: / Issued by:

Jméno: / Name: MUDr. Veronika Ticha, Ph.D. / Veronika Ticha, MD, Ph.D.

Pozice: / Position: LékaF RS Centra a hlavni zkousejici / Physician of MS Cen/ter and Pl
Datum: / Date: L/ o ~WoV= 2073 Podpis / Signature: MUDr. Vemnﬂ("g{i'lc 7Ph.D.

Ujistéte se prosim, Ze jste pfed predloZenim tohoto formulare konzulto(rali jakékoli narodni pokyny.
/ Please ensure that you have consulted with any national guidelines before submitting this form.
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