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	EU CT number 
	2023-505268-12-00

	Member State Concerned
	Czech

	Title of the study
	Multicentrické, randomizované, dvojitě zaslepené, kontrolované klinické hodnocení fáze III k posouzení účinnosti, bezpečnosti a snášenlivosti dvou úvodních podání přípravku COMP360 u účastníků s depresí rezistentní vůči léčbě 

A Phase III, multicentre, randomised, double blind, controlled study to investigate the efficacy, safety, and tolerability of two initial administrations of COMP360 in participants with treatment-resistant depression

	Name of sponsors
	Compass Pathfinder Limited

	IMPs (repeat for PR1, PR2…..)
	Substance (name/ code): PSILOCYBINE/SUB10158MIG, Marketing authorisation status (MA number, MS where authorised etc): null/null Modified in relation to MA:
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FINAL Decision

	The SM-2 is approvable
The SM is not approvable
The SM is approvable subjects to conditions 
	[bookmark: Check19]|X|
|_|
|_|



In case of approval
The approval SM-2 is valid for the following trial sites and investigators
1) Psyon s.r.o., Čistovická 249/11, Praha - MUDr. Martin Brunovský, Ph.D. 
2) INEP medical s.r.o., Křížkova 264/22, 186 00 Praha - MUDr. Alexander Nawka, Ph.D. 
3) MPMeditrine s.r.o., Opavská 962/39, 708 00 Ostrava - MUDr. Mgr. Marek Perez, Ph.D., MBA 
4) Národní ústav Duševního zdraví, Topolova 748, 250 67 Klecany - MUDr. Tomáš Páleníček, Ph.D. 
5) A-Shine s.r.o., Šumavská 2, 301 00 Plzeň - MUDr. Luboš Janů, Ph.D. 
6) Neuroterapie KH s.r.o, Boženy Jandlové 2132/3, 143 00 Praha - MUDr. Slavomír Pietrucha

List of documents on the basis of which the decision was made:
1. B2_COMP006_Payment declaration_SM_CZ_eng cze_NFP
2. L1_COMP006_SIS and ICF Main clean_V3-0_05Aug2024 
3. L1_COMP006_SIS and ICF Main tracked changes_V3-0_05Aug2024 
4. L1_COMP006 Caregiver Info tracked changes_Pv4-0_17Jun2024
5. L1_COMP006 Caregiver Info clean_Pv4-0_17Jun2024_CZ 
6. N1_COMP006_List of documents_Part II_SM_06Aug2024
7. D4_Patient Facing Documentation_CZ, Version of 31 May 2024 
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