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Vhodnost studijniho centra / Site Suitability Template

Tato 3ablona byla pfipravena a schvalena Expertni skupinou EU pro Klinicka hodnoceni pro naplnéni
poZadavk( Nafizeni Evropského parlamentu a Rady (EU) ¢. 536/2014 o klinickém hodnoceni
humannich lécivych pfipravk( 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
trial

Randomizovand, dvojité zaslepena studie faze 3 porovnavajici
ucinnost a bezpecnost frexalimabu (SAR441344) viéi placebu

u dospélych pacientd s nerelabujici sekunddrné progresivni
roztrousenou sklerézou / A randomized, double-blind, Phase 3
study comparing efficacy and safety of frexalimabh (SAR441344) to
placebo in adult participants with nonrelapsing secondary
progressive multiple sclerosis

Fakultni nemocnice Kralovské Vinohrady, Neurologicka klinika,
Srobarova 50, 100 34 Praha 10, Ceskd republika / University
Hospital Kralovske Vinohrady, Department of Neurology, Srobarova
50, 100 34 Prague 10, Czech Republic

Prof. MUDF. Ivana Stétkarova, CSc., MHA, FEAN / Ivana Stetkarova,
Prof., MD, CSc., MHA, FEAN

N&zev centra, mésto / Name
of site, city

Jméno hlavniho zkousejiciho
/ Name of principal
investigator

Planovany pocet subjektl 8
hodnoceni v daném centru /
Planned number of trial
participants at the site

Oddil 2 / Section 2
a) PredlozZte prosim komplexni pisemné prohlaeni o vhodnosti studijniho centra upravené dle
charakteru a pouziti hodnoceného lécivého pripravku / Please provide a comprehensive
written statement on the suitability of the site adapted to the nature and use of the
investigational medicinal product.
J4, niZe podepsand, timto prohlasuji, Ze studijni centrum Fakultni nemocnice Krélovské Vinohrady,
Neurologickd klinika splfiuje vSechny poZadavky poZadované evropskou i ¢eskou legislativou
a zasadami spravné klinické praxe k provadéni predklddaného klinického hodnoceni lé¢ivého
pripravku. / I, the undersigned, hereby declare that the study center University Hospital Kralovske
Vinohrady, Department of Neurology 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
Neurologicka klinika se zabyva diagnostikou a Ié¢bou nemoci a poruch z celého spektra neurologie.
Poskytuje komplexni péci o neurologicky nemocné jedince a specializuje se na akutni stavy, cévni
mozkové prihody, roztrousenou sklerézu mozkomigni a jinad autoimunitni onemocnéni, demenci
a spasticitu. Provozuje i celou fadu odborné specializovanych ambulanci, a to poradnu pro bolesti
hlavy, zéchvatovitd onemocnéni, cerebrovaskularni, extrapyramidovd a vertebrogenni
onemocnéni. Klinika zajiStuje vSechny typy neurofyziologickych vy3etfeni a  ultrazvukové
(sonografické) vy3etfeni. Dale je zde dobite vybavend likvorologicka laboratof. Na klinice pracuje
logoped. Je zde také dlouhodobd a tizka spoluprace s psychologem.
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V Centru pro diagnostiku a Ié¢bu roztrousené sklerézy je v soucasné dobé registrovéno vice ne?
1 000 pacientd, kterym je poskytovéna specialni pée vietng& nejmodernéjsi biologické lé¢by.
O nemocné se stara tym erudovanych Iékatl spolu se zdravotnimi sestrami, specializovanymi na
tuto problematiku. Centrum spolupracuje s dalsimi specialisty z jinych oborti (urologie, gynekologie,
rehabilitace, apod.), ktefi se schézeji na pravidelnych odbornych poradach, aby byla nemocnym
poskytnuta komplexni diagnostika, terapie, rehabilitace i socialni podpora.

The Department of Neurology deals with the diagnosis and treatment of diseases and disorders from
the entire spectrum of neurology. It provides comprehensive care for neurologically ill individuals
and specializes in acute conditions, strokes, multiple sclerosis of the cerebrospinal cord and other
autoimmune diseases, dementia and spasticity. It also operates a number of specialized clinics,
namely a consultation room for headaches, seizure-like diseases, cerebrovascular, extrapyramidal
and vertebrogenic diseases. The department provides all types of neurophysiological examinations
and ultrasound (sonography) examinations. There is also a well-equipped liquor laboratory.
A speech therapist is available. There is long-term and close cooperation with a psychologist as well.
The MS Center currently registers more than 1 000 patients who receive special care including the
most modern biological treatment. Patients are cared for by a team of qualified physicians together
with specialized nurses. The center cooperates with other specialists from other medical fields
(urology, gynecology, rehabilitation etc.), who meet at regular professional meetings to provide
patients with comprehensive diagnostics, therapy, rehabilitation and social support.

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

Centrum ma k dispozici pravidelné servisované nize uvedené vybaveni nebo bude vybaveni
zaplijéené 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:

e chladnicka / refrigerator

e mrazak / freezer

e centrifuga / centrifuge

e 12-svodové ECG / 12-lead ECG

e vaha / weight scale

e vySkomér / height scale

e tlakomér / blood pressure monitor

e télesny teplomér / body thermometer

¢ inkubator / incubator

e infizni pumpa / infusion pump

e MRI

d) Uvedte podrobné viechny vykony v klinickém hodnoceni, které se budou v daném studijnim
centru provadét. V dalSim fadku uvedte vykony, které budou zajistény mimo studijni
centrum a kde (napt. MR, 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

e demografie / demography collection

e anamnéza / medical/surgical history

e predchozi/soucasné léky / prior/concomitant medication

e podani a compliance IMP / IMP administration and compliance
o fyzikdlni vySetieni / physical examination

o vitdlni funkce / vital signs

o télesna teplota / body temperature

e vyska / height

e télesna hmotnost / body weight
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e EKG/ECG

e odbér krve a moci na laboratorni testy / blood and urine collection for laboratory tests
e posouzeni suicidalnich tendenci pomoci C-SSRS / suicidality assessment by C-SSRS

¢ hodnoceni relapsu / relapse assessment

e roziirend stupnice stavu invalidity (EDDS) / expanded disability status scale (EDDS)

e timed 25-foot walk test / test rychlosti chlize na 25 stop

e 9-jamkovy test s koliky / 9-hole peg test

o test modality Cislic a symboli / SDMT

e magnetickd rezonance / MR

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

Magnetickd rezonance bude provadéna na Radiodiagnostické klinice Fakultni nemocnice Kralovské
Vinohrady / MRI will be managed by Radiodiagnostics Department of University Hospital Kralovske
Vinohrady

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

e Hlavni zkougejici / Principal Investigator: Prof. MUDr. lvana Stétkarova

e Spoluzkousejici / Sub-Investigator: MUDr. Denisa Zimova

o Zaslepeny posuzovatel / Blinded rater: MUDr. Zuzana Szabova

o Zaslepeny posuzovatel / Blinded rater: MUDr. Miroslava Chylova

e Studijni koordinator / Study coordinator: Dita Spi¢kova

e Studijni sestra / Study nurse: Zuzana ESSeova

e Popis EKG / ECG assessment: MUDr. Josef Kroupa (a zastup / and back-up)
o Radiolog / Radiologist: MUDr. Michal Holesta (a zastup / and back-up)

e Farmaceut / Pharmacist: Mgr. Livia Bélai, Mgr. Petra Stéchova

oddil 3 / Section 3

Autorizaci tohoto dokumentu stvrzuji, 7e uvedené studijni centrum ma zafizeni a vybaveni
umoziujici provedeni klinického hodnoceni, a Ze jsou v praxi zavedena takova organizacni opatfeni,
ktera zajisti, aby vichni zkougejici a ostatni osoby podilejici se na provadéni klinického hodnoceni
méli odpovidajici kvalifikaci, odbornost a 3koleni ve vztahu k jejich roli v klinickém hodnoceni,
v souladu s Nafizenim Evropského parlamentu a Rady (EU) &. 536/2014 a vSemi 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
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: Prof. MUDTr. lvana Stétkarova, CSc., MHA, FEAN / Ivana Stetkarova, Prof., MD, CSc.,
MHA, FEAN

Pozice: / Position: Ptednosta Neurologické kliniky, Vedouci MS Centra a hlavni zkousejici / Head of
Department of Neurology, Head of MS Centé’r@nﬂfllﬁ
)I', I\/ana &

Datum: / Date:6/f& J02A Podpis / Signafiiket,
‘ ]

Ujistéte se prosim, Ze jste pred predloZenim tohoto formuldre k
/ Please ensure that you have consulted with any national guidelines before submitting this form.
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