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Vhodnost studijniho centra / Site Suitability Template

Tato ablona byla pfipravena a schvélena Expertni skupinou EU pro Klinickd hodnoceni pro naplnéni
pofadavkll Nafizeni Evropského parlamentu a Rady (EU) £ 536/2014 o klinickém hodnoceni
huménnich [é¢vych pfipravkd 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 Proaucts for Human Use and modified by State Institute for Drug Control.

0ddil 1 / Section 1

EU &islo KH/ EU trial number | 2023-506558-20

Nézev KH/ Title of clinical | Randomizované, dvojité zaslepené, placebem kontrolovang,

triol s paralelnimi skupinami a 3 rameny, mezinarodni multicentrické
klinické hodnoceni faze 3 k posouzeni G&innosti a bezpetnosti
podkoZné poddvaného amlitelimabu poddvaného soutasné

s lokalnimi kortikosteroidy u pacientd od 12 let se stfedné téZkou
as té¥kou atopickou dermatitidau.

A Phase 3, randomized, double-blind, placebo-controlled,
parallel-group, 3-arm, multinational, multicenter study to
evaluate the efficacy and safety of amlitelimab by
subcutaneous injection in participants aged 12 years and
older with moderate-to-severe atopic dermatitis on
background topical corticosteroids.

Nazev centra, mé&sto /Name | Praglandia s.r.o., Praha
of site, city

Jméno hlavnino zkougejiciho | MUDR. Andrea Vocilkové/ Andrea Vocitkovd, MD.
/Name of principal
investigator

Planovany potet subjektd | 9
hodnoceni v daném centru /
Planned number of trial
participants at the site

0ddil 2 / Section 2

a) Predlcite prosim komplexni pisemné prohlaéeni o vhodnosti studijniho centra upravené
dle charakteru a poufiti hodnoceného |égivého piipravku / 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 prohladuji, Ze studijni centrum / Praglandia s.r.0./ spliiuje viechny
po¥adavky poZadované Evropskou i Ceskou legislativou a zésadami spravné klinické praxe
k provadéni predklddaného klinického hodnoceni lé&ivého pFipravku. / I, the undersigned, hereby
declare that the study center / Praglandia s.r.o. / 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
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h) Popiéte podrobné vhodnost zafizeni / Please describe in detail the suitability of the
facilities

Praglandia s.r.c. je soukromé zdravotnické zafizeni, které se zaméfuje na provadéni klinickych
hodnoceni. V klinickém centru Praglandia pracujf zkuSeni dermatologové, neurologové, interniste,
praktiti léka¥i, revmatologové, studijni sestry a koordinatofi, ktefi maji mnohaleté zkudenosti
v klinickych hodnocenich. Pribé&h klinickych hodnoceni je vidy zaji$tén kontrolnimi audity, které
jsou nedilnou sougasti Usp&ného fizenl klinického centra. Cilem spoleénosti Praglandia s.r.o. je
nikoli kvantitativng, ale zejména kvalitativné provadét klinicka hodnoceni v rliznych diagnézdch a
pomoci tak pacientiim, hledajici Ié€bu svého onemocnéni, které snizuje kvalitu Zivota a zdroveni
moZe ovliviiovat pacientiiv psychicky stav.

Klinické centrum mé dohody o spolupréci s externimi farmaceuty, rentgenology a pracovniky
magnetické rezonance. / Praglandia s.r.o. is a private health-care facility that focuses on
conducting clinical trials. Clinical centre employs experienced dermatologists, neurologists,
internists, general practitioners, rheumatologists, study nurses and coordinators who have many
years of experience in clinical trials. The course of clinical trials is always ensured by control audits
that are an integral part of the successful management of the clinical centre. The aim of
Praglandia s.r.o. is not quantitatively, but especially qualitatively to carry out clinical trials in
various diagnoses dand thus help patients seeking treatment for their disease that reduces the
quality of life and at the same time can affect the patient's mental state.

The clinical centre has cooperation agreements with external pharmacists, radiologists and
magnetic resonance workers.

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

Klinické centrum Praglandia s.r.o. mé vhodné vybaveni k provadéni klinickych studii, disponuje
kalibrovanymi pFistroji nebo pFistroji, které podiehaji pravidelné prohlidce. / Klinické centrum
Praglandia s.r.o. has the appropriate equipment to conduct clinical trials, has calibrated devices or
devices that are subject to regular inspection:
e Centrifuga/centrifuge,
Lednice/refrigerator,
-20°C mrazak/freezer,
12 - svodové EKG/ 12-lead ECG,
37°C inkubdtor/incubator
Tlakomér/ blood pressure monitor,
Vyskomeér/ body height scale,
Véaha/ body weight scale,
Télesny teplomér/ body thermometer
min-max teploméry/ min-max thermometers
e véha s pFesnosti na 1mg/ weight scale with 1mg precision

d) Uvedte podrobné viechny vykony v klinickém hodnoceni, které se budou vdaném
studijnim centru provadét. V daldim fadku uvedte vykony, které budou zajistény mimo
studijni centrum a kde (nap¥. 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 etz.)

Ziskinl Informovaného souhlasu, kritéria pro zafazeni a vyfazeni U&astnika, ziskani
demografickych Gdajd a anamnézy/ Obtaining of Informed Consent, inclusion and exclusion
criteria, obtaining of demography and medical history.

Hodnoceni bezpeénosti / Safety assessments:
s Fyzikélni vySetfeni / Physical Examination
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s Vitdinl funkce / Vital signs

o EKG vySetfeni / ECG assessment

« Odbéry lab vzorkl pro centrélni laboratof / Lab samples collection for central
lcboratory tests

e T&hotensky test / Pregnancy testing

Predchozi a soub&#nd lé¢ba/terapie / prior and concomitant medication/therapy

s NeZddouci pfihody/ adverse events assessment

s \Wydej hodnoceného lé¢iva / IMP dispensation

» Kontrola uivani hodnoceného |éiva v souladu s protokolem/ IMP compliance

+ Monitorovani rizika sebevrazednych sklonl / Suicidal ideation and behavior risk
monitoring

Hodnoceni Uéinnosti /Efficacy assessments:
s Pomoci hodnoticich dotaznikd, $kal, méFeni a jinych néstrojl/By rating
guestionnaires, scales, measurements and other tools
o Ziskani Informovaného souhlasu pro sub-studie, odbéry vzorkl krve — volitelné
/Dbtaining sub-studies ICF, blood samples collection - optional
e biopsie kiife — volitelné/ Skin biopsy — optional
o fotografickd dokumentace - volitelné/ Photographic documentation - optional

Lékdrna IPC Janského, Janského 2254/45, 155 00 Praha 13 — Stodilky, Ceska republika. /
Pharmacy IPC Janského, Janského 2254/45, 155 00 Praha 13 — Stod(lky, Czech Republic:

o PHjem/kontrola/vyde] zdsilek hodnoceného léiva/ Receipt/control/dispensing of

IMP shipments

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

Hlavni zkougejici/ Principal Investigator: MUDr. Andrea Vocilkova

Spolu-zkousejici/ Sub-Investigator: MUDr. Eva Zukovovi

Spolu-zkou&ejic/ Sub-investigator: MUDr. Dorota Seunikovd

Spolu-zkousejici/ Sub-Investigator: MUDr. Tereza Sykorova

Studijni koordinator, Studijni sestra / Study Coordinator, Study nurse: Mgr. Martin Materna
Studijni koordinator, Studijni sestra / Study Coordinator, Study nurse: Jana Maternova
Studijni koordinator, Studijni sestra / Study Coordinator, Study nurse: Nicole Frankovd
Studijni koordinator, Studijni sestra / Study Coordinator, Study nurse: Tereza Novakova
Studijni koordinétor, Studijni sestra / Study Coordinator, Study nurse: Romana Schénova
Studijni koordinator / Study Coordinator: Jakub Cerny

Farmaceut / Pharmacist: mgr. Jitka Kontova

Farmaceut / Pharmacist: mgr. Dana Langmajerova

0Oddil 3 / Section 3

Autorizaci tohoto dokumentu stvrzuji, fe uvedené studijni centrum md zafizeni a vybaveni
umozujici provedeni klinického hodnoceni, a Ze jsou vpraxi zavedena takovd organizaéni
opatfen, kterd zajisti, aby vichni zkou3ejici a ostatni osoby podilejici se na provadéni klinického
hodnoceni méli odpovidaijici kvalifikaci, odbornost a $koleni ve vztahu k jejich roli v klinickém
hodnoceni, vsouladu s Nafizenim Evropského parlamentu a Rady (EU) & 536/2014 a viemi
identifikovanymi podminkami, které mohou ovlivnit nezavislost jakéhokoli zkousejiciho lékafe. / In
authorising *his 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
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and other individuals involved in conducting the trial have the suitable qualifications, expertise
and troining 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 addresszd.

Vydal: / Issued by: Praglandia s.r.o., Ostrovského 253/3, 150 00 Praha 5, Ceskd republika / Czech
Republic

Jméno: / Name: MUDr. Andrea Vocilkova
Pozice: / Position: Hlavni zkou$ejici/ Principal investigator
Datum: / Datz: o1 - PEC-202.7%

Ujistéte se prosim, 7e jste pied pfedloZenim tohoto formulédfe konzultovali jakékoli ndrodni
pokyny. / Please ensure that you have consulted with any national guidelines before submitting
this form.

Vocree/ 05 -DEC- 2023%

V 0.3 schvaleno 9. fijna 2019, upraveno SUKL 20. 1. 2022, dopinéno 5.5.2023




