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Vhodnost studijniho centra / Site Suitability

Tato 3ablona byla pfipravena a schvélena Expertni skupinou EU pro Klinickd hodnoceni pro naplnéni
pozadavk( Nafizeni Evropského parlamentu a Rady (EU) & 536/2014 o klinickém hodnoceni
huménnich 1é&ivych ptipravka 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 madified by State Institute for Drug Control.

Oddil 1/ Section 1

EU &islo KH/ EU trial number

2023-505268-12-00

Nazev KH/ Title of clinical
trial

COMP006 Multicentrické, randomizované, dvojité zaslepené,
kontrolované klinické hodnoceni fazelll k posouzeni
ucinnosti, bezpecnosti a snasenlivosti dvou tvodnich podani
pfipravku COMP360 u Ucastnikd s depresi rezistentni vaéi
[écbé/ COMPOOG A Phase Ill, multicentre, randomized, double-
blind, controlled study to investigate the efficacy, safety, and
tolerability of two initial administrations of COMP360 in
participants with treatment-resistant depression

Nézev centra, mésto /Name
of site, city

Psyon s.r.o.

Jméno hlavniho zkousejiciho

MUDr. Martin Brunovsky, Ph.D

/Name of principal
investigator
Planovany podet subjektl | Kompetitivni forma ndboru pacientl do studie. Planovany podet

hodnoceni vdaném centru /
Planned number of trial
participants at the site

studijnich  subjekt v Ceské republice je 24. /Competitive
recruitment study plan. Estimated 24 patients for the Czech
Republic

Oddil 2 / Section 2

a) Predlozte prosim komplexni pisemné prohlaseni 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.

Prohla3uiji, Ze studijni centrum Psyon s.r.o., Cistovicka 249/11, 163 00 Praha 6 — Repy, je vhodné
k vykonu klinickych hodnoceni v ramci studie protokol ¢islo COMPQO6. / I declare that the study
site Psyon s.r.o., Cistovickd 249/11, 163 00 Praha 6 — Repy is suitable for clinical trial under the
protocol number COMP0O0O6

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

Vybaveni zdravotnického zafizeni splfiiuje vSechny poZadavky dané protokolem studie COM006
pro provadéni klinického hodnoceni. Zdravotnické zafizeni ma zkuSenosti s podobnymi
studiemi. Je zde vyhrazena mistnost pro lé¢ebna sezeni, ktera byla specidlné navriena pro tento
typ vyzkumu./ The equipment of the medical facility meets all the requirements given by the
protocol COMPOO6 for conducting the clinical trial. The site has previous experience with similar
studies. There is a dedicated room for the treatment sessions which has been specifically designed
to carter for this type of research.

c) PopiSte presné vhodnost vybaveni / Please describe accurately the suitability of the
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equipment

Jak bylo jiz zminéno vy3e. Toto zdravotnické zafizeni ma specialni prostory uréené a navriené
pro Géely tohoto typu vyzkumu. Viechny studijni ndvitévy budou probihat v tomto centru. / As
above. This site has been specially designated for this type of treatment and all study visits will be
carried out at this site.

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

P¥istroj EKG - EKG bude provadéno v prostorach centra. P¥istroj EKG je pravidelné udriovan.
Centrifuga —klinické laboratorni testy budou provadény v misté zdravotnického zafizeni a budou
zasildny ke zpracovani do centralnich laboratofi sponzora. Centrifuga je kazdorocné kalibrovana.
Elektronické tablety pro dotazniky — poskytnuté prostfednictvim dodavatele sponzorem budou
vyplfiovény v soukromé poradné v prostorach zdravotnického zafizeni.

Skladovani lé¢ivého pfipravku (LP) — LP bude skladovan v uzaméenych prostorach s omezenym
pFistupem, to vie v souladu s platnymi poZadavky na skladovani a uchovévani kontrolovanych
opioidG. / ECG machine — ECG will be performed in the research room and the machine is
maintained on a yearly basis. Centrifuge — clinical laboratory tests will be performed at the site
and processed at/by sponsors central laboratories. Centrifuge is calibrated on a yearly basis.
Electronic tablets for questionnaires - provided via vendor by sponsor will be performent in a
private consulting room at site. Storage of IMP — IMP will be kept in a locked area with limited
access in line with local controlled drug regulations.

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

PI: Martin Brunovsky, MD, PhD., neuropsychiatrist, neuroscientist
SI: Sarka Stirandova, MD, psychiatrist, psychotherapeutist,

Therapist1: Filip Tyls, MD, PhD., lead therapist for Czech Republic (for Compass studies),
psychiatrist, psychotherapeutist, neuroscientist

Therapist2: Eva Kozakova, MSc., psychotherapeutist, neuroscientist
Therapist3: Jana Tyls Adamkova, MSc., psychotherapeutist,

Study nursel: Jana Cizmarikova, MSc.,

Study nurse2: Eva Navratilova

Study coordinator: Vera Skopova, experienced senior manager

0oddil 3 / Section 3

Autorizaci tohoto dokumentu stvrzuji, Ze uvedené studijni centrum ma zafizeni a vybaveni
umozZiujici provedeni klinického hodnoceni, a Ze jsou vpraxi zavedena takova organizacni
opatfeni, kterd zajisti, aby vSichni zkousejici a ostatni osoby podilejici se na provadéni klinického

V 0.3 schvéleno 9. Fijna 2019, upraveno SUKL 20. 1. 2022, doplnéno 5.5.2023




Sablona &. 4

hodnoceni méli odpovidajici kvalifikaci, odbornost a skoleni ve vztahu kjejich roli v klinickém
hodnoceni, v souladu s Narizenim Evropského parlamentu a Rady (EU) ¢ 536/2014 a viemi
identifikovanymi podminkami, které mohou ovlivnit nezavislost jakéhokoli zkousejiciho 1ékafe. / 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: Psyon s.r.o.

Jméno: / Name: MUDr. Martin Brunovsky, Ph.D

Pozice: / Position: founder, neurologist and clinical trial supervisor
Datum: / Date: 25/0CT/2023

Ujistéte se prosim, Ze jste pfed predloZenim tohoto formuldfe konzultovali jakékoli ndrodni
pokyny. / Please ensure that you have consulted with any national guidelines before submitting
this form.
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