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Kompenzace pro ucastniky studie / Compensation for
trial participants

Tato Sablona miZe byt vyuZita zadavateli klinickych hodnoceni jako soucast dokumentace Zadosti pro
poskytnuti informaci tykajicich se financnich transakci a kompenzaci poskytovanych ucéastnikiim
klinického hodnoceni; véetné osob podporujicich subjekty hodnoceni pfi Ucasti. Nejedna se o povinny
formular a na narodni Urovni mohou byt v platnosti odlisné zplisoby usporadani, coz by mélo byt ze
strany zadavatele potvrzeno pred predlozenim dokumentace. / This template may be used by sponsors
of clinical trials as part of the application dossier to provide information on financial transactions and
compensation provided for participation in the trial; including to persons supporting a subject to
participate. This is not a mandatory form and different national arrangements may be in place, which
should be confirmed by the sponsor prior to submission.

Vezmeéte prosim na védomi, Ze v klinickych hodnocenich zahrnujicich subjekty hodnoceni zbavené
zpUsobilosti k pravnim dkonlm, nezletilé nebo kojici Zeny neni mozno subjektim hodnoceni ani jejich
zakonnym zastupclm poskytovat Zadné financ¢ni pobidky a podnéty, s vyjimkou kompenzace nakladi
vztahujici se pfimo k Ucasti v klinickém hodnoceni. Drobna pozornost neni povazovan/a za pobidku, je
vsak nezbytné, aby byl/a vyslovné posouzen/a a schvélen/a etickou komisi (viz také Q&A 9.1). / Please
note that for trials, which involve incapacitated adults, minors or breast-feeding women, no incentive
or financial inducement may be given to the subjects or their legally designated representatives except
for compensation of expenses or loss of earnings directly related to the participation in the trial. A
small token of appreciation is not considered an incentive, but needs to be explicitly evaluated and
approved by the ethics committee (see also Q&A 9.1).

Tato Sablona byla ptipravena a schvélena Expertni skupinou EU pro Klinickd hodnoceni pro naplnéni
pozadavk( Nafizeni Evropského parlamentu a Rady (EU) ¢. 536/2014 o klinickém hodnoceni
humannich Ié¢ivych 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
Products for Human Use and modified by State Institute for Drug Control.

EU trial 2023-505268-12-00
number
Nazev KH/ Multicentrické, randomizované, dvojité zaslepené, kontrolované klinické

Title of CT hodnoceni faze Il k posouzeni Ucinnosti, bezpecnosti a snasenlivosti dvou
Uvodnich podani pfipravku COMP360 u Ucastnikd s depresi rezistentni vici [écbé/
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

1. Bude nabidnuta kompenzace? (zvolte pouze jednu moznost) / Will compensation be
offered? (select only one box)

Ne / No [ Vysvétlete prosim pro¢ ne Kliknéte sem pro pridani textu. / Please explain
why not Click or tap here to enter text.

Ano / Yes x Vypliite prosim oddily 2 - 5 / Please complete sections 2 - 5
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2. Komu bude kompenzace nabidnuta a v jaké podobé? (zvolte vSechny platné mozZnosti) /
Who will compensation be offered to and in what format? (select all boxes that apply)

Subjekty / rodi¢/pecovatel zakonni dalsi osoby /
subjects / parent/carer | zastupci/legal Other
representatives | individuals
cestovni vydaje / X O O 0O
travel expenses
vydaje na X O O O
ubytovani /
accomodation
expanses
Stravné / meal X O O O
expenses
usly zisk / loss of 0O O O 0O
earnings
pfima platba / O O O O
monetary payment
nepfima platba / O O O O
non-monetary
payment
Jiné / other O O O O

PakliZe jsou tyto informace uvedeny v jiném dokumentu, ktery je soucdsti dokumentace
Zadosti casti Il (napf. v Informacich pro pacienta), je dostate¢né uvést odkaz na tento
dokument: / If this information is included in a different document in the application
dossier (eg. Subject Information Sheet), a reference to this document is sufficient: Blizsi
informace naleznete v Hlavnim Informovaném souhlase v 1.0, datovaném 21. bifezna
2023 / Please refer to Main Consent form v 1.0_21Mar2023

Pokud zvolite moznost ,,dalsi osoby”, specifikujte prosim kdo bude pfijemcem
kompenzace nebo typ kompenzace: / If you enter “other individuals”, please specify who
will be the recipient of the compensation or the type of compensation: N/A

Pokud je nabizena pfima platba, specifikujte prosim typ platby a hodnotu benefitu, se
zdvodnénim: / If monetary payment is offered, please specify the amount with
justification: N/A

Pokud je nabizena nepfima platba, specifikujte prosim typ platby a hodnotu benefitu, se
zdlvodnénim: / If non-monetary payment is offered, please specify the type and value
justification: NJA
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3. Je vyplata kompenzace spojena s néjakymi podminkami? (napt. v pfipadech, kdy je nutno
dokonéit celou uéast v klinickém hodnoceni nebo je nutno absolvovat nékteré jeho uréité éasti) / Are
there any conditions attached to the payment of compensation? (for example, where the full
trial or stages of the trial must be completed)

Ne/No 0O Ano / Yes x

Pokud ano, prosim popiste nize / If yes please describe below

Naklady na cestovné, stravné a pfipadné ubytovani budou Ucastnikim studie proplaceny
v misté provadéni studie po predlozeni platnych Gétenek/dokladd o platbé. / Travel, food
costs and eventual accommodation will be paid upon provided receipts/proofs of costs at
the site.

Financovani klinického hodnoceni / Financing of a clinical trial (uvést, z jakych penéz bude
klinické hodnoceni hrazeno / from what money the clinical trial will be paid)

Zadavatel studie, spolecnost COMPASS Pathfinder Limited financuje celé klinické hodnoceni. / The
Clinical Trial by paid in full by the Sponsor of the study, COMPASS Pathfinder Limited.



