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Addictions:

* In addressing the issue of addiction, we will
apply a policy based on a scientifically proven
and balanced concept of risk prevention and
harm reduction, while ensuring sufficient
funding for both prevention programmes and
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Psychomodulatory
substances

* new legislative framework in Czechia effective since 1
January 2025

* allows for the new category of substances to be marketed
for human non-medical use



Process

* Development of the concept started in Autumn 2021

e Adopted by the Chamber of Deputies of the Parliament
on 3 May 2024

* Notified by European commission on 21 August 2024
e Adopted by the Senate on 9 October 2024

e Authorised by the President 17 October 2024
 Effective by 1st January 2025

e Subordinate implementing legislation (2 governmental
decrees and 2 ministerial regulations) effective
progressively during 2025



EU and national legislative basis of

the new framework
 Council Framework Decision 2004/757/JHA (Article 1b)

National control measures

Without prejudice to the obligations imposed on the Member States under this
Framework Decision, Member States may maintain or introduce in their territories, with
regard to new psychoactive substances, any national control measures that they

consider appropriate.

* Law on Addictive Substances (167/1998 Coll. as
ammended by 321/2024 Coll.)

mmm) TWO new categories of substances:

l. Listed Psychoactive Substances
* New, unknown substances - ,Quarantine Schedule’

* Research only
* Small amounts for personal use — exempt from prosecution

Il. Psychomodulatory Substances
* Available to adults in non-medical context

* Regulated market with strict conditions



What are Psychomodulatory
Substances?

‘ Psychoactive effects

Q;; , Known and acceptable (low) health and social risks
§ Scheduled on a list of Psychomdulatory Substances

(Government Decree)



What are (not) Psychomodulatory
Substances?

X Substances controlled as ,,drugs“(illicit substances)
X Food

X Cosmetics
X Medicines

| New type of psychoactive product
marketed for human consumption

We had to overcome two paradigmes:
e psychoactive substances in non-medical context
should be prohibited

e anything that is intended to be ingested (and is not
medicine) is a food



Market regulation:

Only licensed vendors: sale/ manufacture/ distribution
Specialised shops

On-line sales: special license, sophisticated age verification
process

Regulation of safety profile of the product (amount,
potency, contaminants)

Unit packing

!jnfor;nation for consumers (effects, risks, recommended
ose

Mandatory labelling including health warning, safety
warning

Ban to sale psychomodulatory substances in a form of
smokable products

Ban on sale to minors, vending machines, advertising and
sponsoring



Handling and possession rules

* The ,handling” of psychomodulatory substances
requires a permit (licence), unless defined
otherwise

» ,Handling” excludes (i.e. licence is not needed):

* possession of psychomodulatory substances by natural
persons for personal use

* handling of small quantities of psychomodulatory
substances by a natural persons

e Administrative offence:

* handling the psychomodulatory substance in quantities
greater than small

* handling a small amount of a listed psychoactive
substance without permission



Crime offences

* Psychomodulatory substances are considered
,addictive substances” for the purposes of crimes
committed ,under influence” (such as ,,drug
driving“)

* New articles on ,,handling” of psychomodulatory
substances and listed psychomodulatory
substances distinct from ,,drug crimes”

e Unauthorised handling of psychomodulatory
substances punishable from , greater extent”

* |llicit production and other handling of scheduled
psychoactive substances punishable from
guantities ,greater than small“



Role of regions and municipalities

e Psychomodulatory substances become integral part of
addiction policies

* Municipality may
» prohibit smoking, the use of electronic cigarettes,
psychomodulatory substances or scheduled psychoactive
substances in a public space located near a school, educational
facility or other space reserved for the activities of persons
under 18 years of age.

* prohibit the consumption of alcoholic beverages, the use of
psychomodulatory substances or scheduled psychoactive
substances in a place or event open to the public if the place or
event is open to persons under 18 years of age

* restrict or prohibit the sale, serving and consumption of
alcoholic beverages, the use of psychomodulatory substances
or scheduled psychoactive substances on certain days or hours
or in certain places when a cultural, sporting or other social
event open to the publicis held.



Scheduling scheme

* NPS is briefly scheduled as listed psychoactive
substances (prohibited, but not as ,illicit drugs®)

* Risk assessment within maximum of two years
* Rescheduling based on risk assessment

* Factors considered in the risk assessment (as defined
by the law):
» Toxicological properties
Addictive potential
Prevalence and patterns of use

Incidence of intoxications, death and other health and
social consequences

Information on legitimate use
International findings and recommendations



Psychomodulatory substances —
candidates

* Kratom

e Low-THC cannabis ?

_* Hexahydareearmabh HHC
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Notification Detail

Draft Government Regulation on the List of Psychomodulatory Substances

Notification Number: 2025/0093/CZ (Czechia)
Date received: 17/02/2025
End of Standstill: 19/05/2025 (18/08/2025)

Issue of detailed opinion by: European Commission

Draft Text:  [cs] o] [ [oA ] [en] [ [ feA| o] (] ][] [ [ o o el [ fsd ] o] ]
Impact assessment:
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Thank you for your attention!
mravcik@podaneruce.cz
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