Sablona &. 4

Vhodnost studijniho centra / Site Suitability

Tato $ablona byla pfipravena a schvalena Expertni skupinou EU pro Klinickd hodnoceni pro napInéni
poZadavk( Nafizeni Evropského parlamentu a Rady (EU) ¢. 536/2014 o klinickém hodnoceni
humannich IéCivych 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 Cislo KH/ EU trial number

2023-505268-12-00

Nazev KH/ Title of clinical trial

COMP0O06 Multicentrické, randomizované, dvojité zaslepené,
kontrolované klinické hodnoceni fazelll k posouzeni
ucinnosti, bezpecnosti a snasenlivosti dvou Uvodnich poddni
pfipravku COMP360 u Ucastniki s depresi rezistentni vici
lécbé/ COMP0O06 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

Ndzev centra, mésto /Name
of site, city

INEP Medical s.r.0., Praha

Jméno hlavniho zkousejiciho

MUDr. Alexander Nawka, Ph.D

hodnoceni v daném centru /
Planned number of trial
participants at the site

/Name of principal
investigator
Planovany pocet subjekt | Kompetitivni forma ndboru pacientd do studie. Planovany pocet

studijnich  subjektd 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 poufiti hodnoceného lécivého pfipravku / Please provide a comprehensive
written statement on the suitability of the site adapted to the nature and use of the
investigational medicinal product.

Prohladuji, Ze studijni centrum INEP Medical s.r.o0., Institut neuropsychiatrické péée, K¥izikova
264/22, 186 00 Praha, je vhodné k vykonu klinickych hodnoceni v ramci studie protokol &islo
COMPO06. / | declare that the study INEP Medical s.r.o., Institut neuropsychiatrické péce, KfiZikova
264/22, 186 00 Praha is suitable for clinical trial under the protocol number COMP006

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

Vybaveni zdravotnického zafizeni spliiuje vSechny pozadavky dané protokolem studie COMO006
pro provadéni klinického hodnoceni. Zdravotnické zafizeni ma zkuSenosti s podobnymi studiemi.
Je zde vyhrazena mistnost pro lé¢ebna sezeni, kterd 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.
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c) Popiste pfesné vhodnost vybaveni / Please describe accurately the suitability of the
equipment

Jak bylo jiZ zminéno vySe. Toto zdravotnické zafizeni m4 specialni prostory uréené a navriené pro
cely tohoto typu vyzkumu. VSechny studijni navitévy 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 v daném studijnim
centru provadét. V dalsim fadku uvedte vykony, které budou zajistény mimo studijni
centrum a kde (napf. 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.)

INEP Medical centrum je tzv. Non-treatment site tzn., Ze na tomto centru nebude podavan é&ivy
pfipravek (LP) ani zde nebude LP skladovano. Podani pFipravku bude probihat na ,Treatment
site”. Obé centra tvofi tzv ,site cluster”. Centra budou tzce spolupracovat a budou v pfimém
kontaktu. Non-treatment site doporuéi potenciondlni subjekty na , Treatment site”.

Na Non-treatment site budou probihat viechny €innosti, tak jak jsou popsané v protokolu, kromé
skladovani a administrace LP, navstéva pacienta den pfed podanim LP a den po podani LP. Tyto
procedury budou probihat na pfifazeném ,Treatment centru”. Uéastnik studie se na viechny
nasledné navitévy (follow up visits) vrati na Non-treatment centrum.

Elektronické tablety pro dotazniky — poskytnuté prostfednictvim dodavatele sponzorem budou
vyplfiovany v soukromé poradné v prostorach zdravotnického zafFizeni.

Pfitazena ,Treatment site” Narodni tstav duSevniho zdravi bude zajistovat a disponuje :

Ptistroj EKG - pfistroj EKG je pravidelné udriovan.

Centrifuga —klinické laboratorni testy budou provadény v misté zdravotnického zafizeni a budou
zasilany ke zpracovani do centrdlnich laboratofi sponzora. Centrifuga je kazdoroéné kalibrovana.
Skladovani léCivého pfipravku (LP) — LP bude skladovén v uzaméenych prostordch s omezenym
pFistupem, to vie v souladu s platnymi poZadavky na skladovéani a uchovavani kontrolovanych
opioidl. / INEP Medical site is Non-treatment site, this site will not perform study drug
administration nor will the study drug be stored at this site. The study drug administration will be
performent at a , Treatment site”. Both the site will form ,site cluster”. Both sites will be in close
contact and will closely cooperate. The Non-treatmet site will refer participants to the designated
Treatment site. At the Non-treatment site there will be perfomed all the procedures as described in
protocol but those connected with study drug administration session and days before and after and
study drug storage. Participants will then return to the Non-treatment site for follow-up visits.
Electronic tablets for questionnaires - provided via vendor by sponsor will be performent in a private
consulting room at site

Narodni ustav dusevniho zdravi Assigned Treatment site disposes of:

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 persondini zajiSténi a odbornosti v daném studijnim centru. / Please
provide a detailed description of Human Resources arrangements and expertise at the site

Alexander Nawka, MD, PhD (Principal Ivestigator), Toma$ Glaser, MD (Sub-Investigator), Marie
Pitordkové, MD (Sub-Investigator), Michal Smotek — PsyD (Rater), Livie Simkova — PsyD (Rater),
trained study nurses and study coordinators
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Oddil 3 / Section 3

Autorizaci tohoto dokumentu stvrzuji, e uvedené studijni centrum md zafizeni a vybaveni
umoZnujici provedeni klinického hodnoceni, a Ze jsou v praxi zavedena takova organiza&ni opatreni,
ktera zajisti, aby vSichni zkouejici 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 nezvislost jakéhokoli zkougejiciho Iékafe. / 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: INEP Medical s.r.o. /
Jméno: / Name: MUDr. Alexander Nawka, Ph.D
Pozice: / Position: jednaiel

Datum: / Date: A? ./O(/"F___, % /}/j

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