Accessing Psilocybin Therapy in Italy: A Practical Guide

What to do, how to do it, where to start
Practical guide for patients and physicians on named individual compassionate use

Curated by Attorney Claudia Moretti and Dr. Caterina Bartoli

A Necessary Premise

In Italy, psilocybin-assisted psychotherapy is not a standard treatment, is not reimbursed by the NHS (SSN), and is
not available in any clinic like any other drug. However, there are two legal pathways to access it.

This document explains how both work, who can use them, and what is realistically needed to pursue them. It is not
promotional material: the pathways exist but are complex, require time, and do not always succeed.

As of June 2026, the Italian situation is as follows: a single clinical trial authorized by AIFA (launched in July 2025
by the National Institute of Health with PNRR funding, coordinated by Professor Giovanni Martinotti), active in
three clinical centers (Chieti, ASL Roma 5, Foggia), with 68 total places and expected duration until July 2027.
Outside the trial, the only legal pathway is the Ministerial Decree of September 7, 2017 on individual compassionate
use. There are no other legal options at this time.

Psilocybin is classified as a controlled substance in Table I of Presidential Decree 309/1990. Outside the pathways
described in this document, its use has criminal consequences for both patient and physician.

Part 1: Patient Guide

Who Could Access It

Psilocybin therapy, in the currently available pathways in Italy, is studied for two main conditions. It is not a
first-line cure: it is intended for those who have already tried standard therapies without sufficient results.

Inclusion Criteria Absolute Exclusion Criteria
Treatment-Resistant Depression (TRD): You | Current or past diagnosis of schizophrenia or other
have tried at least two different psychotic disorders, personality disorders
antidepressants for at least 6-8 weeks each Bipolar Disorder Type I
without adequate response. Uncontrolled epilepsy
Psychological distress in serious oncological Severe uncontrolled cardiovascular disease
disease (anxiety, depression, existential Pregnancy or breastfeeding
anguish in the context of a serious diagnosis) | Under 18 years old

Inability to give informed consent

Note: PTSD is the subject of Phase 2 studies with psilocybin (preliminary data, open-label non-controlled studies),
but is not included in the ISS study indications or a consolidated indication. It can be evaluated case-by-case within
an individual compassionate use request, with specific documentation of lack of alternatives.

Absolute exclusion criteria are non-negotiable.

There are also intermediate situations that require case-by-case evaluation: family history of psychosis, ongoing
therapy with lithium or high-dose antidepressants, recent episodes of severe self-harm. These do not automatically
exclude, but require more careful evaluation by the physician.

Individual Compassionate Use



When no trial (such as the ISS study) can enroll the patient (places exhausted, diagnosis not aligned with protocol
criteria, inability to physically reach the centers, or other clinical reasons), there is the pathway of individual
compassionate use provided for by the September 7, 2017 Ministerial Decree. This pathway includes complete
psychotherapeutic support, which the international scientific literature considers an essential part of the treatment.
Your physician does the administrative work, not you.

The compassionate pathway requires that your specialist physician activate the procedure with the Ethics Committee
of their facility. The patient has no active role in the bureaucracy. The real practical obstacle is finding a trained and
willing physician to pursue this path.

Where to Start

If you are a patient who wants to explore this possibility, these are the realistic steps:

1. Talk to your psychiatrist or primary care physician. Show them this document: if they don't know this pathway,
the problem is not theirs — it is still new territory for most Italian physicians.

2. Verify with them any hypotheses for accessing the trials.

3. Gather your clinical documentation: discharge letters, specialist reports, documentation of all drugs and therapies
already tried (with duration, dosage, and response).

An Honest Thing to Say

This is not a simple pathway. Trained physicians in Italy are still very few, bureaucracy is real, and places in trials
are limited. The pathway of individual compassionate use with psychedelics, while provided for by law since 2017,
is in the early stages of practical application in Italy for this specific therapeutic field.

Part 2: Physician Guide — Operational Checklist

Regulatory Framework of Reference

Psilocybin is classified as a controlled substance in Table I of Presidential Decree 309/1990. Use outside the tools
described below has criminal consequences. The two available legal tools are:

» Path A — Clinical Trial (currently active in Italy is the one authorized by ISS): enrollment in AIFA-authorized
trials.

» Path B — September 7, 2017 Ministerial Decree: therapeutic use of medicinal product subject to clinical trials
("compassionate use"), Official Gazette No. 256 of 2.11.2017

The September 7, 2017 MD provides cumulative applicative conditions: serious pathology or one that puts the
subject at risk of life, absence of valid authorized therapeutic alternatives, impossibility of inclusion in ongoing
clinical trials, availability of preliminary safety and efficacy data (Phase 111, II or even I in specific cases).

Physician's Responsibility

Under the September 7, 2017 MD, the treating specialist physician assumes clinical responsibility for patient
selection, treatment supervision, and reporting of adverse events.

Clinical Selection Criteria

Inclusion Criteria Absolute Exclusion Criteria
Age > 18 years Psychotic disorders (current or past)
Exclusion from ongoing trials Bipolar Disorder Type 1




TRD: failure of at least 2 adequate Personality Disorders

antidepressant lines (>6-8 weeks, different Uncontrolled epilepsy

classes) Severe uncontrolled hypertension, serious arrhythmias,
Psychological distress in serious oncological unstable ischemic cardiopathy, severe heart failure
disease Severe cirrhosis (Child-Pugh C)

PTSD (emerging indication): evaluable based Pregnancy or breastfeeding

on Phase 2 preliminary data Age <18

Valid informed consent Inability to give informed consent

Sufficiently stable life context

Relative Exclusion Criteria (Evaluate case-by-case, preferably collegially)

* First-degree family history of schizophrenia spectrum disorders

* Current lithium therapy (wash-out >5 days, seizure risk)

* Current MAOI therapy (wash-out >14 days, ABSOLUTE OBLIGATION — risk of serotonin syndrome)
* SSRI/SNRI at high doses (consider gradual reduction — possible efficacy reduction)

* Severe DBP with recent history of severe self-harm

* Suicide attempt in last 6-12 months (mandatory formal risk assessment, C-SSRS)

* Active substance abuse (except in specific addiction protocols)

Mandatory Structured Diagnostic Screening

* Structured diagnostic interview: M.LN.I. or SCID-5-CV

* Columbia Suicide Severity Rating Scale (C-SSRS)

* Bipolar spectrum screening: MDQ + HCL-32

* Target scales: HDRS-17 or MADRS (depression), PCL-5 (PTSD)
* Personality disorder screening (PDQ-4+ or IPDE)

* 12-lead ECG (recent, max 3 months) — BP at multiple readings

* Laboratory tests: CBC, liver function (AST/ALT/GGT/bilirubin), renal function (creatinine/GFR), electrolytes,
TSH, glucose

* Beta-hCG in all women of childbearing age

» Complete pharmacological review with interaction screening

Administrative Procedure
The procedure for named individual compassionate use consists of two phases.
The first consists of authorization by the territorially competent Ethics Committee.

The EC adopts its opinion and transmits it to AIFA within 3 days via the dedicated mailbox for monitoring. In the
request to the EC, the physician must indicate the Pharmaceutical Company that will offer the experimental drug for
named compassionate use.

The second phase, once EC authorization is obtained, takes place through the reference Hospital Pharmacy, and
consists of requesting the drug import, according to the procedures provided for by sector regulations. It will be
necessary to cover the costs for the related certifications, through the reference Hospital Pharmacy.

You can find the institutional links at the end of the document.



Administration

Setting Requirements: Authorized healthcare facility; preferably quiet and comfortable room; emergency kit
available.

Minimum Team: At least two operators in continuous presence during the session — a physician (psychiatrist or
physician with specific PAT training) with medical supervision function + a psychologist or psychotherapist with
PAT training with psychotherapeutic guide function.

Regulatory References

* Presidential Decree 309/1990 — Normattiva:
https://www.normattiva.it/atto/caricaDettaglio Atto?atto.dataPubblicazioneGazzetta=1990-10-3 1 &atto.codiceRedazi
onale=090G0363

* Ministerial Decree September 7, 2017 — Official Gazette:
https://www.gazzettaufficiale.it/eli/id/2017/11/02/17A07305/sg

* Legislative Decree 219/2006 — Official Gazette: https://www.gazzettaufficiale.it/eli/id/2006/06/21/006G0237/sg
* Regulation (EC) 726/2004 — EUR-Lex: https://eur-lex.europa.eu/eli/reg/2004/726/0j?locale=it
* Regulation (EU) 536/2014 — EUR-Lex: https://eur-lex.curopa.eu/eli/reg/2014/536/0j?ocale=it

* Ministry of Health — Authorization for import of controlled substance medicines:
https://www.salute.gov.it/new/it/servizi-online/stp-imp-nr1/autorizzazione-allimportazione-di-medicinali-base-di-stu
pefacenti-non/

* Ministry of Health — Authorization for import of controlled substances for clinical experimental use:
https://www.salute.gov.it/new/it/servizi-online/stp-ipg-s 1 1/autorizzazione-allimportazione-allapprovvigionamento-e-
alla-detenzione/

* ISS — Psilocybin study announcement:
https://www.iss.it/-/al-via-in-italia-i-test-della-psilocibina-sostanza-estratta-dai-funghi-allucinogeni-contro-la-depres
sione-resistente
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for updates. The treating physician is solely responsible for clinical evaluation of the individual patient.
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