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Vhodnost studijniho centra I Site Suitability Ternplate

Tato Sablona byla pfipravena a schvdlena Expertnf skupinou EU pro Klinickd hodnoceni pro naplnEni

poiadavk0 Naiizenl Evropsk6ho parlamentu a Rady (EU) 6. 536120L4 o klinick6m hodnoceni

hum6nnich l6div'ich piipravk0 a upravena StiKL. / This template wos developed ond endorsed by the
EU ClinicolTriols Expert Group to comply with Regulation (EU) No. 535/2014 ClinicalTrials on Medicinol

Products for Humon Use ond modified by Stote lnstitute for Drug Control.

Oddill lsectionT
EU dislo KH / EU trial number 2023-504359-29
N6zev KH / Title of clinicol
trial

Randomizovand, dvojitE zaslepenii studie fdze 3 porovndvajlci
ridinnost a bezpednost frexalimabu (SAR441344) v0di placebu

u dospEl'ich pacient0 s nerelabujici sekunddrnE progresivnI
roztrou5enou skler6zou / A randomized, double-blind, Phase 3
study comparing efficacy and safety of frexalimab (SAR441344) to
placebo in adult participants with nonrelapsing secondary
progressive mu ltiple sclerosis

Ndzev centra, mdsto I Nome
of site, city

Fakultni nemocnice Kriilovsk6 Vinohrady, Neurologick6 klinika,
Srobdrova 50, 1OO 34 Praha 10, desk6 republika / university
Hospital Krolovske Vinohrady, Deportment of Neurology, Srobdrovo
50, 700 34 Progue L0, Czech Republic

Jm6no hlavniho zkouiejiciho
/ Nome of principol
investigotor

Prof. MUDr. tvana StEtkiiiov6, CSc., MHA, FEAN / lvono Stetkoyovo,
Prof., MD, CSc., MHA, FEAN

Pldnovan'i podet subjektri
hodnoceniv dan6m centru /
Planned number of trial
porticipants at the site

8

Oddil2 / Section 2
Piedloite prosim komplexni pisemn6 prohl65enio vhodnosti studijniho centra upraven6 dle
charakteru a pouiiti hodnocen6ho l6div6ho piipravku / Pleose provide o comprehensive
written stotement on the suitability of the site odopted to the noture ond use of the
i nvestigotio na I medici no I prod uct.

a)

J6, niie podepsan6, timto prohlaluji, ie studijni centrum Fakultni nemocnice Krdlovsk6 Vinohrady,
Neurologicki klinika splfiuje viechny poZadavky poiadovan6 evropskou i deskou legislativou
a z6sadami sprdvn16 klinick6 praxe k provddEni piedkliidan6ho klinick6ho hodnoceni l6div6ho
piipravku. / l, the undersigned, hereby declore that the study center university Hospitol Krolovske
Vinohrady, Department of Neurology meets oll the requirements required by Europeon, Czech
legislotion ond the principles of good clinicol practice for conducting the submitted clinicol triol of
the medicinol product.

b) Popi5te podrobn6 vhodnost zaiizeni / Please desuibe in detoil the suitobility of the focilities
Neurologickd klinika se zab'iv6 diagnostikou a l6dbou nemoci a poruch z ce16ho spektra neurologie.
Poskytuje komplexni p6di o neurologicky nemocn6 jedince a specializuje se na akutnf stavy, c6vni
mozkov6 piihody, roztrou3enou skler6zu mozkomiSni a jind autoimunltni onemocndni, demenci
a spasticitu. Provozuje i celou iadu odborn6 specializovan'ich ambulanci, a to poradnu pro bolesti
hlavy, zdchvatovitd onemocnEni, cerebrovaskulArn| extrapyramidov6 a vertebrogenni
onemocnEni. Klinika zajiStuje viechny typy neurofyziologick'ich vy5etieni a ultrazvukov6
(sonografick6) vyietteni. Diile je zde dobie vybavend likvorologickd laboratoi. Na klinice pracuje
logoped. Je zde tak6 dlouhodobii a f zk6 spoluprdce s psvchologem.
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V Centru pro diagnostiku a l66bu roztrou5en6 skler6zy je v soudasn6 dob6 registrwiino vice nei
1 000 pacientri, ktenim je poskytovdna specidlni p6de vdetnE nejmodern6jii biologick6 l6dby.
O nemocn6 se sta16 trim erudovan'ich l6kai0 spolu se zdravotnimi sestrami, specializovanrimi na
tuto problematiku. Centrum spolupracuje s dalSimi specialisty z jin'ich oborri (urologie, gynekologie,
rehabilitace, apod.), kteii se schiizejf na pravideln'ich odborn'ich poraddch, aby byla nemocnrim
poskytnuta komplexni diagnostika, terapie, rehabilitace i socidlni podpora.

The Deportment of Neurology deols with the diognosis and treotment oI diseoses ond disorders from
the entire spectrum of neurology. lt provides comprehensive core for neurologicolly itt individuots
ond specializes in ocute conditions, strokes, multiple sclerosis of the cerebrospinal cord ond other
autoimmune diseoses, dementia ond sposticity. lt olso operotes o number of specialized clinics,
nom'ely o consultation room for heodoches, seizurelike diseoses, cerebrovosculor, extropyromidal
ond vertebrogenic diseases. The deportment provides att types of neurophysiologicat exominations
ond ultrosound (sonography) examinations. There is also a wetl-equipped tiquor laborotory.
A speech theropist is ovoiloble. There is long-term ond close cooperotion with o psychologist os well.
The MS Center currently registers more thon L 000 potients who receive speciol care including the
mosl modern biologicottreotment. Potients ore cared for by o teom of quotified physicions together
with speciolized nurses. The center cooperotes with other speciolists from other medicol fields
(urology, gynecology, rehobilitation etc.), who meet ot regulor professionol meetings to provide
patients with comprehensive diognostics, theropy, rehabilitotion ond sociol support,

c) PopiSte piesn6 vhodnost vybaveni / Pleose desuibe accurotely the suitability of the
equipment

Centrum mii k dispozici pravidelnE servisovan6 niie uveden6 vybavenf nebo bude vybaveni
zap0jden6 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:

. chladnidka / refrigerator

. mraziik f freezer

. centrifuga / centrifuge

. 12-svodov6 ECG / l2-lead ECG

. vdha / weight scale

. v'i5komEr / height scale

. tlakomdr / blood pressure monitor

. tElesnV teplomEr / body thermometer

. inkubdtor / incubator

. infrizni pumpa / infusion pump
r MRI

Uved'te podrobnE vSechny v'ikony v klinick6m hodnoceni, kter6 se budou v dan6m stud'rjnim
centru provdd6t. V dalSim iiidku uved'te v'ikony, kter6 budou zajiStdny mimo studijni
centrum a kde (napi. MRl, CT...) / Pleose provide a detoiled description of olltrial procedures
which will toke ploce at the site. ln following section please mention the list of examinotions
which will be performed out of study site ond where exoctly (for exomple CT, MRt etc.)

d)

informovanri souhlas / informed consent
demografie / demography collection
anamn6za / medical/surgical history
piedch ozi/sou ias n 6 l6ky / prior / co ncom ita nt m ed icatio n

poddnf a compliance IMP / IMP administration and compliance
fyzikdlni vy5etieni I physical examination
vitdlni funkce / vital signs

tElesn6 teplota I body temperature
vVika / height
t6lesnii hmotnost /bodV weight
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. EKG / ECG

. odb6r krve a moii na laboratorn[ testy / blood and urine collection for laboratory tests

. posouzenisuiciddlnich tendenci pomoci C-SSRS / suicidality assessment by C-SSRS

. hodnoceni relapsu / relapse assessment

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

o timed 25-foot walk test / test rychlosti ch0ze na 25 stop
. 9-jamkovV test s koliky / 9-hole peg test
o test modality dislic a symbohi / SDMT
r magnetickd rezonance / MRI
o pacientsk6 dotazniky / patient questionnaires - MSIS-29v2, EQ-5D-51, PROMIS Fatigue

MS-8a, PGIS Fatigue, PGIC Fatigue

Magnetick6 rezonance bude proviid6na na Radiodiagnostick6 klinice Fakultni nemocnice Krdlovsk6

Vinohrady I MRlwill be monaged by Rodiodiagnostics Depdrtment of University Hospitol Krolovske

Vinohrody
e) Uved'te podrobnE person6lni zaji5t6ni a odbornosti v dan6m studijnim centru. / Pleose

provide o detoiled description of Humon Resources orrongements and expertise ot the site
. Hlavnizkouiejici/ Principal lnvestigator: Prof. MUDr. lvana St6tk6iovd
. Spoluzkou5ejici/ Sub-lnvestigator: MUDr. Denisa Zimovd
. Zaslepenri posuzqvatel / Blinded rater: MUDr.Zuzana Szabovd
. Zaslepenri posuzovatel/ Blinded rater: MUDr. Miroslava Ch'ilovd
. Studijni koordindtor / Study coordinator: Dita Spidkovd
. Studijni sestra / Study nurse: Zuzana E55eov6
. Popis EKG / ECG assessment: MUDr. Josef Kroupa (a ziistup / and back-up)
. Radiolog / Radiologist: MUDr. Michal Hole5ta (a zdstup / and back-up)
. Farmaceut / Pharmacist: Mgr. Livia B6lai, Mgr. Petra St6chovii

Oddil3lSection3
Autorizaci tohoto dokumentu stvrzuji, ie uveden6 studijni centrum mA zaiizeni a vybaveni

umoifiujici provedeni klinick6ho hodnocen[, a Ze jsou v praxi zavedena takovd organizadniopatieni,
kterii zajistl aby vlichni zkou5ejici a ostatni osoby podilejicl se na proviiddni klinick6ho hodnocenl

mEli odpovidajici kvalifikaci, odbornost a Skoleni ve vztahu kjejich roli vklinick6m hodnoceni,

vsouladu s Naiizenim Evropsk6ho parlamentu a Rady (EU) d. 536120t4 a viemi identifikovan'imi
podminkami, kter6 mohou ovlivnit nez6vislost jak6hokoli zkouiejiciho l6kaie. / ln outhorising this

document, I confirm thot the site hos the focilities ond equipment to be oble to conduct the clinicol

trial and has suitoble orrongements in place to ensure thot oll investigotors ond other individuals

involved in conducting the trial have the suitable quolificotions, expertise and troining in relotion to
their role in the clinicol triol, in complionce with EU Regulotion 536/20L4, and all conditions
identified, which might influence the importiality of any investigators, were addressed.

Vydal: / lssued by:

Jm6no: / Nome: Prof. MUDr. tvana StEtkdiovd, CSc., MHA, FEAN / lvano Stetkarova, Prof., MD, CSc.,

MHA, FEAN

Pozice: / Position: Piednosta Neurologickr6 kliniky, Vedouci MS Centra a hlavni zkouiejici / Head of

,i#,,*;'J"adorMST,Y#r@Wu^ii.?;*,ndrodnipokyny
Ujist6te se prosim, ie jste pied piedloZenim tr

/ Pleose ensure thot you have consulted with any notionol guidelines before submitting this form.
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