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Vhodnost studijniho centra / Site Suitability Template

Tato Sablona byla pFipravena a schvilena Expertni skupinou EU pro Klinickd hodnoceni pro naplnéni
poZadavki Nafizeni Evropského parlamentu a Rady (EU) & 536/2014 o klinickém hodnoceni
humaénnich Ié¢ivych pfipravki 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.
Oddil 1 / Section 1

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

Nazev KH / Title of clinical Randomizovang, dvoijité zaslepend studie fize 3 porovnavajici
trial Ucinnost a bezpecnost frexalimabu (SAR441344) viigi placeby
u dospélych pacientd s nerelabujici sekundarné progresivni
roztrousenou 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

Nazev centra, mésto / Name Krajska zdravotni, a.s. — Nemocnice Teplice, 0.z., MS centrum pfi
of site, city neurologickém oddé&leni, Duchcovska 53, 415 29 Teplice, Ceska
republika / Hospital Teplice, Department of Neurology — MS Center,
Duchcovska 53, 415 29 Teplice, Czech Republic

Jméno hlavniho zkousejiciho | MUDr. Marta Vachova / Martg Vachova, MD

/ Name of principal
investigator
Planovany poet subjekt( 10
hodnoceni v daném centruy /
Planned number of trial
participants at the site

0ddil 2 / Section 2
a) PredloZte prosim komplexni pisemné prohldseni o vhodnosti studijniho centra upravené dle
charakteru a pou?iti hodnoceného l&Civého pFipravku / Please provide a comprehensive
written statement on the suitability of the site adapted to the nature and use of the
investigational medicinal product.
14, niZe podepsana, timto prohlaiuji, Ze studijni centrum Krajska zdravotni, a.s. = Nemocnice
Teplice, o0.z., MS centrum pfi neurologickém oddé&leni splfiuje viechny poZadavky poZadované
evropskou i eskou legislativou a zasadami spravné klinické praxe k provadéni predklddaného
klinického hodnoceni lé¢ivého pripravku. /1, the undersigned, hereby declare that the study center
Hospital Teplice, 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 zafizeni / Please describe in detail the suitability of the facilities
Neurologické oddéleni ma lGzkovou, ambulantnf a diagnostickou ¢ast. Pracoviété ma nejvyssi typ
akreditace (akreditace II. typu) pro vzdéldvani specialistd v oboru Neurologie, nadregionalnim
centrum pro |é¢bu roztrougené sklerézy, disponuje statutem centra vysoce specializované pége
0 pacienty s iktem (iktové centrum — IC) a centrum pro lé¢bu migrény. Lizkova &ast se sklada ze
standardniho oddéleni az jednotky intenzivni pége. Ambulantni Castje tvofena piijmovou
ambulanci, ambulanci vieobecné neurologie a nékolika specializovanymi poradnami, véetné
nadregiondiniho centra pro 1é¢buy roztrousené sklerézy. Nase oddéleni je vybaveno kompletni
elektrofyziologickou laboratofi: EEG (elektroencefalografie), EMG (elektromyografie), Evp
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mvokované potencidly). Dale provadime ultrazvukova vySetfeni (UZ krénich tepen zasobujicich
mozek i tepen mozkowvych). Uzce spolupracujeme predeviim s RTG oddélenim a cévni poradnou.

The Department of Neurology has an inpatient, outpatient and diagnostic section. The facility has
the highest type of accreditation (type I accreditation) for the education of specialists in the field of
Neurology, is a supra-regional center Jor the treatment of multiple sclerosis, and has the status of
a highly specialized care center Jor stroke patients and migraine treatment center. The bed part
consists of a standard ward and an intensive care unit. The outpatient department consists of an
outpatient clinic, a general neurology clinic and several specialized consulting rooms, including
a supra-regional center for the treatment of multiple sclerosis. Our department is equipped with
a complete  electrophysiological laboratory:  EEG (electroencephalography),  EMG
(electromyography), EvP (evoked potentials). We also perform ultrasound examinations (US of the
carotid arteries supplying the brain and cerebral arteries). We work closely especially with the X-ray
department and the vascular consulting room.

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

Centrum m3 k dispozici pravidelné servisované nife uvedené vybaveni nebo bude vybaveni
zapiljéené sponzorom pied 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

* mrazak / freezer

* centrifuga / centrifuge

* 12-svodové ECG / 12-lead ECG

* vdha / weight scale

* vySkomér / height scale

¢ tlakomér / blood pressure monitor

* télesny teplomér / body thermometer

* inkubator / incubator

¢ inflzni pumpa / infusion pump

e MRI

d) Uvedte podrobné viechny vykony v klinickém hodnoceni, které se budou v daném studijnim
centru provadét. V daldim fédku uvedte vykony, které budou zajistény mimo studijni
centrum a kde (napf. MRI, CT...) / Plegse 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, MR etc. )

* informovany souhlas / informed consent

* demografie / demography collection

® anamnéza/ medical/surgical history

* predchozi/soucasné léky / prior/concomitant medication

* podani a compliance IMP / IMP administration and compliance

* fyzikdIni vySetfeni / physical examination

* vitalni funkce / vital signs

* télesna teplota / body temperature

e vyska / height

* télesna hmotnost / body weight

* EKG/ECG

* odbér krve a moéi na laboratorni testy / blood and urine collection for laboratory tests
® Pposouzeni suicidalnich tendenci pomoci C-SSRS / suicidality assessment by C-SSRS
e hodnoceni relapsu / relapse assessment

® roziirena stupnice stavu invalidity (EDDS) / expanded disability status scale (EDDS)
* timed 25-foot walk test / test rychlosti chiize na 25 stop
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[ * 9-jamkovy test s koliky / 9-hole peg test

* test modality Cislic a symbold / SDMT
* magneticka rezonance / MRI
° pacientské dotazniky / patient questionnaires - MSIS-29v2, EQ-5D-5L, PROMIS Fatigue
MS-8a, PGIS Fatigue, PGIC Fatigue
Magneticka rezonance bude provadéna na Radiodiagnostickém oddéleni Nemocnice Teplice / MRI
will be managed by Radiodiagnostics Department of Hospital Teplice
e) Uvedte podrobné personalni zajidténi 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. Marta Vachovd
* Spoluzkousejici / Sub-Investigator: MUDTr. Simona Ondrackova
* Zaslepeny posuzovatel / Blinded rater: MUDr. Jana Kotalova
* Zaslepeny posuzovatel / Blinded rater- MUDr. lvana Obhlidalova
¢ Studijni koordinator / Study coordinator: Simona Nohejlova
* Studijni sestra / Study nurse: Véra Ondrakova, Katefina Pavlikovs
* Popis EKG / ECG assessment: MUDTr. Eva Najmanova (a zastup / and back-up)
* Radiolog / Radiologist: prof. MUDF. Jifina Sipové, MUDr. Ondfej Sip
* Farmaceut / Pharmacist: Mgr. Eva Varikovd, PharmDr. Simona Novotna, PharmDr.
| David Ovéafi

Oddil 3 / Section 3

Autorizaci tohoto dokumentu stvrzuji, Zze uvedené studijni centrum ma zafizeni a vybaveni
umoznujici provedeni klinického hodnoceni, a 7e jsou v praxi zavedena takova organizaéni opatieni,
ktera zajisti, aby viichni zkousejici a ostatni osoby podilejici se na provadéni klinického hodnoceni
méli odpovidajici kvalifikaci, odbornost a $koleni ve vztahu k jejich roli v klinickém hodnoceni,
v souladu s Nafizenim Evropského parlamentu a Rady (EU) & 536/2014 a viemi identifikovanymi
podminkami, které mohou ovlivnit nezavislost jakéhokoli zkous3ejiciho lékate. / In authorising this
document, | confirm that the site has the facilities and equipment to be able to conduct the clinical
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:

Iméno: / Name: MUDr. Marta Vachova / Marta Vachova, MD

Pozice: / Position: Primar neurologického oddéleni a hlavni zkousejici / Head of Department of
Neurology and PI .

Datum: / Date: // A pé{y ? 7 Podpis / Signature:},z'/

Ujistéte se prosim, Ze jste pred predloienim tohoto formafare konzultovali jakékoli narodni pokyny.
/ Please ensure that you have consulted with any national guidelines before submitting this form!
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