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Introduction

ic-assisted therapy. For the purposes of these guidelines, psychedelic-assisted

therapy is defined as “a particular mode of using psychedelic substances in
which the effects of the drug, both biological and psychological, play a significant
role in facilitating a psychotherapeutic intervention” and is detailed more specifical-
ly in the “Definition of Terms” section (Guss et al., 2020). A growing body of evi-
dence has demonstrated the potential value of psychedelic-assisted therapy in recent
years, culminating in late-stage clinical trials of 3,4-methylenedioxy-methamphet-
amine (MDMA) for posttraumatic stress disorder (PTSD) and psilocybin for major de-
pressive disorder and/or alcohol use disorder. Approval of these therapies by the U.S.
Food and Drug Administration (FDA) could greatly increase interest among health-
care providers and patients. These guidelines aim to educate and guide psychedel-
ic-assisted therapy practitioners as this model of care expands to a greater number of
providers and patients outside of research settings.

T hese guidelines are designed to address the evolving practice of psychedel-

Research in the field of psychedelic-assisted therapy has been significantly limited
by classification of psychedelics as Schedule I substances, which has constrained the
development of a robust, evidence-based library of data from which to draw strong
conclusions. Thus, these guidelines are informed by available studies and published
articles, as well as the expert input of the guideline writing workgroup, additional
contributors, and external reviewers. The literature review conducted for these
professional practice guidelines included clinical trials and commonly cited publica-
tions on psychedelic-assisted therapy.

The notion of psychedelics as potential agents of healing is not novel; rather it orig-
inated in many cultures with long histories of use of psychedelic plants and fungi.
Indigenous traditions have used psychedelics for healing, religious, and sacred cer-
emonies for centuries (Sky, 2022). Psychedelic-assisted therapy practitioners recog-
nize that the advancement of psychedelic research and therapy would not have been
possible without the millennia of practice and wisdom cultivated by Indigenous
communities throughout the world. In seeking to optimize the safety and efficacy
of psychedelic-assisted therapy, psychedelic-assisted therapy practitioners acknowl-
edge that there is much to learn from Indigenous practitioners as well as pioneering
scientists, clinicians, and others who possess extensive experience.

BRAINFUTURES PROFESSIONAL PRACTICE GUIDELINES FOR PSYCHEDELIC-ASSISTED THERAPY



PURPOSE OF THE GUIDELINES

No comprehensive, universally-accepted guidelines
currently exist for mental health providers practicing
psychedelic-assisted therapy. The process of drafting
these guidelines welcomed experts into discussion
and debate, generating consensus around professional
standards for this treatment modality. This evolving
model—combining administration of psychedelic
medication and therapy within the same treatment
session—is significantly different from existing psy-
chotherapy practice, and thus necessitates the devel-
opment of new processes and competencies. These
guidelines aim to describe the minimum standards of
care, as informed by existing clinical research and ex-
pert consensus, and acknowledge that this document
is dynamic and mutable.

The practice of psychedelic-assisted therapy will
undergo significant evolution as research and access
become more robust. Upon publication, this version of
professional practice guidelines will be a static doc-
ument, existing in the context of a rapidly changing
landscape. It is assumed that many of these guidelines
will be subject to change in the coming years, as noted
in the “Status/Expiration” section below. The guide-
lines should be evaluated in the context of current
knowledge of best practices in efficacy and safety,
which are always iterative. Science is fundamentally

a field of learning and adapting, and the guidelines
should be viewed in that light.

Future iterations of guidelines for psychedelic-assisted
therapy are intended to be incorporated into broad-

er guidance for professionals working in the mental
health field. Psychedelic-assisted therapy would not
be considered separate and apart from other therapies
offered to patients suffering from major depressive
disorder, PTSD, or other diagnoses. Instead, it might be
considered within a menu of options to relieve the suf-

fering of patients with certain mental health diagnoses.
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INTENDED AUDIENCE

These guidelines provide general recommendations
for practitioners of psychedelic-assisted therapy to
increase their awareness, knowledge, and skills.

They may also provide assistance to those with an
interest in psychedelic-assisted therapy, such as other
mental health providers, legislators, regulators,
third-payer payers (such as health insurers), educators,
Or consumers.

DEFINITION OF TERMS

Medication administration session. These guide-
lines use the term medication administration session
to mean the session during which a patient ingests or
is otherwise administered an FDA-approved psyche-
delic medication and is accompanied by a psychedel-
ic-assisted therapy practitioner or practitioners until
it is safe for them to leave. As used herein, medication
administration is one part of a medication administra-
tion session.

Patient. These guidelines use the term patient to
mean the individual who seeks or is considering psy-
chedelic-assisted therapy services. However, published
results of clinical trials may refer to a participant or
volunteer and other research may use the term client.
These guidelines maintain the original text when
directly quoting research and use the term patient at
all other times.

Psychedelic medication. For the purposes of devel-
oping these guidelines, the workgroup used a broad
definition of psychedelic medications, similar to that
developed by Sky (2022), as medications “that affect
neurochemistry, causing shifts in experiential per-
ception and mood often accompanied by vivid mental
imagery.” The workgroup includes in this definition
medications that are not considered classic psyche-
delics, such as MDMA, but which may be classified

as psychedelics due to the subjective effects of the
medications. Though ketamine meets this description,



standards of practice for subanesthetic use of ket-
amine already exist, and ketamine-assisted therapy is
therefore not included in these guidelines (American
Society of Ketamine Physicians, Psychotherapists, and
Practitioners, 2020). In addition, these guidelines are
agnostic with regard to medication and dose, and the
workgroup encourages practitioners to use their clini-
cal judgment in applying these guidelines to a specific
patient taking a specific dose of a specific psychedelic
medication. As additional evidence becomes available,
the field should revise and update clinical practice
guidelines to address each of these circumstances.

Psychedelic-assisted therapy. The term psychedel-
ic-assisted therapy refers to “a particular mode of using
psychedelic substances in which the effects of the
drug, both biological and psychological, play a signifi-
cant role in facilitating a psychotherapeutic interven-
tion” (Guss et al., 2020). Most current studies and clin-
ical trials involve three types of sessions—preparatory,
medication administration, and integration—preced-
ed by patient screening and assessment (Bogenschutz
& Forcehimes, 2016). Uses of psychedelic medications
unaccompanied by psychotherapy do not meet this
definition of psychedelic-assisted therapy.

Psychedelic-assisted therapy practitioner. It is
neither the purview nor purpose of these guidelines to
define who is, or is not, a psychedelic-assisted therapy
practitioner. As such, the term psychedelic-assisted
therapy practitioner, as used in these guidelines, is
necessarily broad. It reflects the wide range of health-
care professionals who may provide this carein a
healthcare setting. While some use the term “psyche-
delic therapist” to refer to those who provide psyche-
delic-assisted therapy, this document uses the term
psychedelic-assisted therapy practitioner to reflect
that not all members of the care team may be licensed
psychotherapists (Nielsen & Guss, 2018; Phelps, 2017).
At the time of publication, it is unclear whether or
what restrictions the FDA or other regulatory bod-

ies may place on the types of professionals who may
deliver psychedelic-assisted therapy. These guidelines
are careful to acknowledge the wide-ranging scopes of
practice that psychedelic-assisted therapy practitioners
bring to this work.
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GUIDELINE DEVELOPMENT PROCESS

In anticipation of the submission of at least one New
Drug Application (NDA) to the FDA for a psychedelic-as-
sisted therapy treatment, a workgroup of seven expert
researchers and clinicians convened to develop guide-
lines for psychedelic-assisted therapy. The workgroup
began with a discussion of the evidence available to
support guidelines for psychedelic-assisted therapy and
the type of guidelines that would be most appropriate
for the field at this juncture. Using its assessment of the
current state of evidence and guidance on guideline and
standards development from other mental health prac-
titioner associations, the workgroup decided to develop
professional practice guidelines for psychedelic-assisted
therapy. The workgroup consensus is that compre-
hensive, universally-accepted professional practice
guidelines for psychedelic-assisted therapy do not exist
as of this writing and that such guidelines should seta
benchmark of quality to which all psychedelic-assisted
therapy practitioners should aspire across different
medications and therapeutic approaches.

In general, professional practice guidelines address
areas of practice, in contrast with clinical practice
guidelines which provide specific recommendations
about treatments for a particular health condition

or diagnosis (FAQs About Clinical Practice Guidelines,
2023). The workgroup used the work of several orga-
nizations as models for both establishing its guideline
development process and drafting the guidelines and
supporting information. These include, but are not
limited to, the American Psychological Association,
the American Psychiatric Association, the National As-
sociation of Social Workers, the International Society
of Psychiatric-Mental Health Nurses, and the National
Coalition for Hospice and Palliative Care (“Practice
Directorate,” 2022; Guideline Development Process, n.d.;
NASW Practice Standards & Guidelines, n.d.; “Interna-
tional Society of Psychiatric-Mental Health Nurses
(author) et al.,” 2022; “National Consensus Project for
Quality Palliative Care,” 2018).

The guideline writing workgroup (members identified
below) met 10 times to discuss and draft guidelines,
ultimately voting to approve 12 professional practice
guidelines. The guidelines were shared with the con-



tributors (listed on page two) for their input and feed-
back. The resulting draft was shared with the guideline
writing workgroup, as well as all contributors, for ed-
iting and review. Suggested changes were presented to
the guideline writing workgroup for consideration and
potential inclusion. A revised draft was shared with
external reviewers for their review and input. Suggest-
ed changes from these external reviewers were, again,
shared with the guideline writing workgroup for con-
sideration and potential inclusion in the final version
of this document.

SELECTION OF EVIDENCE
AND LIMITATIONS

Asis typical in the development of professional prac-
tice guidelines, the workgroup relied on “consensus
and familiarity with the body of literature,” but the
guidelines are not based on a systematic literature
review (FAQs About Clinical Practice Guidelines, 2023).
The development of these professional practice guide-
lines was informed by peer-reviewed, published results
of clinical trials and other peer-reviewed publications
when available, supplemented by guideline devel-
opment process documentation from other organi-
zations, other approved guidelines and association
policies, government reports and publications, public-
ly-available work from relevant research organizations,
books, chapters, the consensus of experts involved in
the drafting and review of these guidelines, and other
sources as identified in the References.

Peer-reviewed evidence on the observed effects of
various psychedelic medications in conjunction with
psychotherapy is significant and growing. However,
consistent with other pharmaceutical trials, the pub-
lished results of randomized clinical trials for psyche-
delics focus on the safety and efficacy of the medication
studied and do not test the effects of specific elements
of the clinical intervention, including the precise role
of the psychedelic-assisted therapy practitioner during
the medication administration session (Cavarra et al.,
2022). Despite this, expert consensus has developed

among modern researchers regarding discrete ele-
ments of care that should be provided in psychedel-
ic-assisted therapy. Expert consensus may be viewed as
one lineage of psychedelic-assisted therapy knowledge.

A dearth of evidence from randomized controlled trials
is not atypical of psychiatric interventions and, using
the guideline development work of the American Psy-
chiatric Association (APA) as a model, many guidelines
included herein rely on evidence such as “consensus
opinions of experienced clinicians or indirect findings
from observational studies rather than research from
randomized trials” (“Guideline Writing Group,” 2022).

The racially homogenous and relatively small num-

ber of participants in modern clinical trials results in

a limited understanding of the effect of psychedelic
medications within more diverse populations (Mi-
chaels et al., 2018; Thrul & Garcia-Romeu, 2021). To
help broaden the applicability of these guidelines, the
workgroup sought the input of a range of experts in the
psychedelic-assisted therapy space beyond the tradi-
tional research setting, as identified in the Appendix.
Workgroup members heartily endorse the imperative
to enhance diversity and equity, not only in psychedel-
ic-assisted therapy research, but also in the clinical pro-
vision of psychedelic-assisted therapy when it becomes
available outside of the clinical trial environment.

Another challenge workgroup members acknowl-
edge is that “studies on MDMA and psilocybin so far
have been conducted with carefully screened, highly
restricted populations” (Barber and Dike, 2022). This
is not atypical of randomized controlled trials, which
may exclude individuals with comorbid conditions,
both psychiatric and medical, in order to allow as-
sessment of a treatment in a well-defined population
(U.S. Food and Drug Administration, 2018). However,
excluding certain subgroups from a clinical trial, such
as individuals with comorbidities, may limit the appli-
cability of clinical observations and inferences made
during such trials to a broader patient population.

t Sky (2022) offers a review of the clinical research on psychedelic medications.
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GUIDELINE STATEMENT SUMMARY

GUIDELINE1

Psychedelic-assisted therapy practitioners are in
good standing with the healthcare licensure and /or
certification body of their professional discipline.

GUIDELINE 2

Psychedelic-assisted therapy practitioners have
specialized training in psychedelic-assisted therapy
appropriate to their scope of practice and strive to
ensure their knowledge of the potential physical,
psychological, and spiritual effects of psychedelics
and core principles of psychedelic-assisted therapy.

GUIDELINE 3

Psychedelic-assisted therapy practitioners are com-
mitted to ongoing development in fundamental ther-
apeutic competencies, including building and main-
taining therapeutic rapport, maintaining emotional
and physical presence, treating patients with dignity
and respect, being welcoming and compassionate,
and meeting the highest levels of ethical integrity.

GUIDELINE 4

Psychedelic-assisted therapy practitioners obtain
and document informed consent before commenc-
ing treatment, respect the patient’s right to with-
draw consent, and approach consent as an ongoing
process to be addressed at multiple points over the
course of therapy.

GUIDELINE 5

Psychedelic-assisted therapy practitioners specifical-
ly address the potential applications of touch in the
informed consent process. Such consent includes the
patient’s right to refuse touch except in situations
where touch is required to prevent serious injury,
damage, or harm.

GUIDELINE 6

Psychedelic-assisted therapy practitioners ensure
that patients have been comprehensively screened in
accordance with existing evidence, guidelines, and
clinical judgment.
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GUIDELINE 7

Psychedelic-assisted therapy practitioners aim to
build rapport and trust with patients during the pre-
paratory period.

GUIDELINE 8

Psychedelic-assisted therapy practitioners prepare
patients for a medication administration session

by inviting them to share their personal histories,
explaining medication administration session
logistics, reviewing the range of possible experienc-
es during the medication administration session,
discussing potential therapeutic approaches that
may be used, providing guidance for navigating chal-
lenging experiences that could arise, and answering
patient questions.

GUIDELINE9

Psychedelic-assisted therapy practitioners aim to
facilitate a safe and therapeutic medication admin-
istration session conducted in a comfortable and
confidential setting.

GUIDELINE 10

Psychedelic-assisted therapy practitioners monitor
patients for adverse events both during and fol-
lowing the medication administration session, and
ensure that complications are addressed.

GUIDELINE 11

Psychedelic-assisted therapy practitioners support

patients in understanding and making meaning of

their psychedelic medication experience and incor-
porating desired changes into their lives.

GUIDELINE 12

Psychedelic-assisted therapy practitioners commu-
nicate and coordinate with other relevant providers
to ensure continuity of care.



Guidelines

GUIDELINE 1

Psychedelic-assisted therapy
practitioners are in good stand-
ing with the healthcare licensure
and /or certification body of their
professional discipline.

Rationale

Psychedelic-assisted therapy is a specific model of
care within the larger field of mental health care. It is
therefore practiced by a variety of practitioners within
the mental health field, with varying degrees and
backgrounds. The licensure and /or certification(s) held
by a practitioner in their professional discipline offers
important accountability for competency, education,
ethics, and other standards. Psychedelic-assisted ther-
apy practitioners should be in good standing with the
bodies offering such licensure and /or certification.

Application

Many psychedelic-assisted therapy practitioners are li-
censed to practice in other healthcare professions. Such
licensure generally requires applicants to submit proof
of education and training, provide details of work histo-
ry, reveal any malpractice or criminal convictions, pass
a licensing examination, and show a level of continuing
education (e.g. “Federation of State Medical Boards,”
n.d.; Dittmann, 2004; National Council of State Boards
of Nursing, n.d.). Remaining in good standing gener-
ally requires that a license not be expired or have any
restrictions or limitations in effect. Meeting such stan-
dards offers a level of accountability that practitioners
are in compliance with all relevant laws and regula-
tions, and that they have met or exceeded benchmarks
for education, competency, and ethics.

Healthcare teams are often multidisciplinary, and
psychedelic-assisted therapy is no different. Teams
may be composed of individuals from various profes-
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sional backgrounds whose credentials include licen-
sure and/or certification for their specific scope of
practice. Practitioners may earn certificates in a range
of areas including Medical Assistant, Mental Health
Technician, Patient Care Technician, Clinical Medical
Assistant, Nursing Assistant, and more (American
Medical Certification Association, n.d.). These certifi-
cation programs often include important administra-
tive, clinical, and on-the-job training, signaling that
graduates have a thorough and current understanding
in a specific area of healthcare delivery. Many certifica-
tion programs also require recertification at specified
intervals, ensuring that individuals remain current in
their knowledge and experience. Like licensure, certi-
fication provides a level of assurance that individuals
participating on a psychedelic-assisted therapy team
have a baseline level of training and accountability.

GUIDELINE 2

Psychedelic-assisted therapy
practitioners have specialized
training in psychedelic-assist-
ed therapy appropriate to their
scope of practice and strive to
ensure their knowledge of the
potential physical, psychologi-
cal, and spiritual effects of psy-
chedelics and core principles of
psychedelic-assisted therapy.

Rationale

Psychedelic-assisted therapy is practiced by individuals
with varying degrees and educational backgrounds.
Though a number of programs exist offering education
specific to psychedelic-assisted therapy and research,



there is currently no requirement that practitioners
complete such programs, nor is there an accreditation
mechanism to set standards for educational programs.
However, comprehensive education regarding the phys-
ical, psychological, and spiritual effects of psychedelics,
as well as core principles of psychedelic-assisted thera-
py, is a key component of delivering high-quality care.

Application

As of the date of this publication, the psychedelic-as-
sisted therapy field has yet to establish an accreditation
mechanism to set standards for educational programs
and the institutions that sponsor them. In other areas
of healthcare, this function is often served by organiza-
tions such as the Accreditation Commission for Educa-
tion in Nursing, the Commission on Collegiate Nursing
Education, the Council on Social Work Education,

the American Psychological Association Commission
on Accreditation, the Commission on Accreditation
for Marriage and Family Therapy Education, or the
Accreditation Council for Graduate Medical Education,
which use best practices, research, and educational
excellence to render accreditation decisions based on
compliance with the established standards.

Programs voluntarily submit to the accreditation
process to demonstrate their achievement of a quality
standard. Such accreditation engenders trust and con-
fidence that a program has comprehensive curricula,
adequate resources, expert faculty, appropriate facili-
ties, and more. This is a standard to which current pro-
grams should aspire. In the meantime, many current
programs offer important education in psychedelic
studies, often culminating in the award of a Certificate
(“Certificate Programs”).

While curricula will evolve as evidence grows and
best practices emerge, at its core, specialized training
should provide psychedelic-assisted therapy practi-
tioners broad knowledge of the potential physical, psy-
chological, and spiritual effects of psychedelics, and

of the core principles of psychedelic-assisted therapy.
Psychedelic-assisted therapy practitioners endeavor to
understand potential physical effects of psychedelics
as they might for other medications or procedures
within their scope of practice. However, psychological,
as well as spiritual or existential, effects can be quite
unique to psychedelic-assisted therapy. Psychedelic-as-
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sisted therapy practitioners aim to understand these
effects so that they can appropriately guide patients as
they encounter such experiences.

More specific training requirements are outside the
scope of this document, and remain an area of active
inquiry and development.

GUIDELINE 3

Psychedelic-assisted therapy
practitioners are committed to
ongoing development in fun-
damental therapeutic compe-
tencies, including building and
maintaining therapeutic rap-
port, maintaining emotional and
physical presence, treating pa-
tients with dignity and respect,
being welcoming and compas-
sionate, and meeting the highest
levels of ethical integrity.

Rationale

Psychedelic-assisted therapy is a rapidly evolving field,
with a limited but growing body of scientific evidence
to support the work. As new data emerge, best prac-
tices will change. Psychedelic-assisted therapy practi-
tioners understand this moment of rapid development
and endeavor to monitor and evaluate new research
and maintain familiarity with current professional
guidance. Psychedelic-assisted therapy practitioners
aim to remain current in fundamental therapeutic
competencies such as building and maintaining ther-
apeutic rapport, maintaining emotional and physical
presence, treating patients with dignity and respect,
being non-judgmental and compassionate, being
patient-oriented, meeting the highest levels of ethical
integrity, and other key competencies that are identi-
fied over time.



Application

Psychedelic-assisted therapy practitioners develop and
maintain knowledge of fundamental therapeutic com-
petencies through ordinary channels of professional
development: attending conferences, participating in
professional associations, engaging in formal continu-
ing education, conducting their own research or read-
ing, delivering case presentations, and seeking consul-
tation on their own work. For many practitioners, such
continuing education will also be a necessary part of
maintaining licensure and /or certification, which is
generally contingent upon demonstrating continuing
“knowledge and skills required to provide patients

the best possible care” (“American Board of Physician
Specialties,” 2020). At this time, psychedelic-assisted
therapy practitioner accountability lies mainly in the
continuing education requirements of their profes-
sional licensure and/or certification.

Psychedelic-assisted therapy practitioners also hone
their core competencies by remaining current with
clinical and professional practice guidelines and rec-
ommendations for specific diagnoses and populations.
Such guidelines and standards are available from the
American Psychological Association, the American
Psychiatric Association, the National Association of
Social Workers, the International Society of Psychi-
atric-Mental Health Nurses, and others. Psychedel-
ic-assisted therapy practitioners also consult clinical
practice guidelines for the underlying conditions psy-
chedelic-assisted therapy aims to treat, such as those
for depression and PTSD (e.g. American Psychological
Association, 2019; American Psychological Associa-
tion, 2017b; American Psychiatric Association, 2004;
American Psychiatric Association, 2010).

Clinical practice guidelines focusing on specific popu-
lations may help psychedelic-assisted therapy practi-
tioners be sensitive to how a patient’s race, ethnicity,
gender, sexual identity, gender identity, or other cate-
gories of identity may affect their experience. Because
not all research has prioritized diversity and inclusion
in recruitment, many clinical trial populations are
quite homogeneous in terms of race (Michaels et al.,
2018), socio-economic background, education, and
other factors. Results from such studies may not be
generalizable to all patients, particularly those not

represented among trial participants. It is important
to note the efforts of researchers to make clinical trial
recruitment more inclusive of diverse populations,
including Williams et al. (2019) and MAPS (Leighton &
Harrison, 2022).

Finally, part of a psychedelic-assisted therapy prac-
titioner’s ongoing development includes remaining
up-to-date on the developing infrastructure of this
field, which should include a universally-adopted Code
of Ethics. The ethical transgressions of psychedelic-as-
sisted therapy practitioners already published in news
accounts (e.g., Goldhill, 2022; MacBride, 2021; Rosin,
2022), strongly reinforce the need for a universally-ad-
opted and enforceable Code of Ethics for the field. Such
a Code may draw on the work of Taylor (1995), MAPS
PBC (2021), the Organization of Psychedelic & Entheo-
genic Nurses (Code of Ethics | OPENurses, 2020), and the
American Society of Ketamine Physicians, Psychother-
apists, and Practitioners (2021), among others.

GUIDELINE 4

Psychedelic-assisted therapy
practitioners obtain and docu-
ment informed consent before
commencing treatment, respect
the patient’s right to withdraw
consent, and approach consent
as an ongoing process to be ad-
dressed at multiple points over
the course of therapy.

Rationale

Informed consent enhances patient protection by en-
suring patients receive enough information to under-
stand any risks associated with, have the opportunity
to ask questions about, establish comprehension of,
and make an educated decision about their treatment.
Itis a key component of the ethical guidelines of nearly
all healthcare practitioner associations (e.g., American
Psychiatric Association, 2013; American Psychologi-
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cal Association, 2017a; National Association of Social
Workers, 2021).

Application

Psychedelic-assisted therapy practitioners understand
informed consent to be an ongoing process involving,
at a minimum: disclosing to the patient information
needed to make an informed decision about participat-
ing in treatment, facilitating the patient’s understand-
ing of what has been disclosed, and promoting the
voluntariness of the patient’s decision to participate in
treatment (Shah et al., 2022) while the patient is in an
ordinary state of consciousness. Practitioners obtain
signed informed consent from patients before com-
mencing with any treatment.

Psychedelic-assisted therapy practitioners disclose,

in accessible language, all relevant information about
experiences and adverse events that may result from
psychedelic-assisted therapy including: “changes in
perception, sense of time and space, and emotion (pos-
sibly including anxiety, fear, panic and paranoia),” on-
tological shock (Gorman et al., 2021), and longer-term
(though typically considered rare) risks of psychosis
(Thomas & Malcolm, 2021), suicidality (Mithoefer,
2017), and hallucinogen persisting perceptual disorder
(HPPD) (Johnson et al., 2008). Psychedelic-assisted
therapy practitioners also clearly convey the more
objective aspects of the medication session, such as the
anticipated duration of medication effects, any infor-
mation about the medication’s toxicity profile, and the
incidence and severity of adverse effects (Johnson et
al., 2008). Finally, psychedelic-assisted therapy practi-
tioners clearly convey information about how physical
touch may be used in psychedelic-assisted therapy so
that patients can make an informed decision about
their preferences. (Patient consent for touch is dis-
cussed as a separate guideline below.)

The informed consent process for psychedelic-assisted
therapy may be more involved relative to other drug
classes, and psychedelic-assisted therapy practitioners
aim to allow sufficient time to account for the chal-
lenge of explaining the subjective effects of psyche-
delic medications (Johnson et al., 2008). Additionally,

if more than one medication administration session
isincluded in treatment, patients may wish to change
their consent (e.g. regarding types of support they
would like to receive) between medication administra-
tion sessions. As such, psychedelic-assisted therapy
practitioners endeavor to begin the informed con-
sent process at the earliest stages of screening and/

or preparation and discuss consent with the patient
throughout the model of care.

This guideline acknowledges the tension between
respecting a patient’s right to withdraw consent at any
time and the critical need to maintain patient safety,
particularly when patients are experiencing the effects
of the psychedelic medication. Safety guidelines em-
phasize the importance of preparing for the possibility
of a patient attempting to leave the treatment site
while under the influence of a psychedelic medication
and the safety imperative to minimize the chance of
and prevent this from occurring (Johnson et al., 2008).
Psychedelic-assisted therapy practitioners endeavor

to ensure patients understand that while they may
withdraw their consent to treatment at any time, such
withdrawal does not supersede the need to remain
onsite until it is safe for them to leave.

This guideline also acknowledges that an informed
consent process specific to psychedelic-assisted ther-
apy should be more thoroughly explored in a Code

of Ethics. Until such a Code is adopted, this guideline
aims to emphasize the critical importance of informed
consent to the provision of psychedelic-assisted thera-
Py, as in the provision of all healthcare services.

GUIDELINE 5

Psychedelic-assisted therapy
practitioners specifically address
the potential applications of
touch in the informed consent
process. Such consent includes
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the patient’s right to refuse
touch except in situations where
touch is required to prevent seri-
ous injury, damage, or harm.

Rationale

Optional supportive or reassuring touch during med-
ication administration sessions is a common compo-
nent of treatment protocols in contemporary clinical
trials involving psychedelic medications (e.g. Guss et
al., 2020; Mithoefer et al., 2017). The specific risks and
benefits of touch in this setting have yet to be deter-
mined. Psychedelic-assisted therapy practitioners
understand that patients deserve information about
the use of touch in psychedelic-assisted therapy so that
they may express their preferences regarding touch and
have those preferences respected by the practitioner.

While ethical guidelines for many mental health
professions clearly prohibit sexual or intimate touch,
they generally do not identify or describe other forms
of touch that may be permissible and, in some cases,
promote patients’ healing. The difficulties in dis-
cussing appropriate and therapeutic forms of touch
persist despite the field's acknowledgement of both the
importance of touch in human communication and
the presence of touch in psychotherapy from the field's
beginning (Berendsen, 2016; Montagu, 1986; Smith,
1998). Furthermore, several publications offer ethical
and clinical guidelines for the use of touch in psycho-
therapy (Hunter & Struve, 1997; Smith et al., 2001).

As of the date of this publication, a Code of Ethics for
psychedelic-assisted therapy has not been universally
adopted by the field. Guidelines for the use of touch in
psychedelic-assisted therapy should be more thor-
oughly explored in such a Code. Until a Code of Ethics
is available, this practice guideline aims to emphasize
the importance of addressing the potential use of
supportive or reassuring touch in psychedelic-assisted
therapy during the informed consent process.

Application
Psychedelic-assisted therapy practitioners recognize
the importance of informed patient consent in the

provision of psychedelic-assisted therapy, as in the pro-
vision of all healthcare services. As part of this process,
psychedelic-assisted therapy practitioners endeavor

to ensure that patients understand how and when
touch may be used in psychedelic-assisted therapy and
understand their right to refuse touch other than that
required to ensure the physical safety of themselves,
others, and the environment.

Supportive forms of touch have been incorporated
into many clinical trials of psychedelic-assisted
therapy and one trial manual notes that touch “can
be an important catalyst to healing” (Mithoefer et al.,
2017). Johnson et al. (2008) note that if clinical trial
participants become anxious during the medication
administration session, “a supportive touch to the
arm or shoulder” or “simply holding the hand of the
participant,” can provide reassurance.

Mithoefer et al. (2017) also offer a framework for
discussing touch with patients, stating that providers
should make clear there is no expectation that the
patient be touched at all, that the patient is always in
control regarding touch and, if the patient has given
consent for physical touch, discussing appropriate
ways for the participant and provider to start, stop,
and communicate about touch during the session.

Psychedelic-assisted therapy practitioners may find

it useful to describe to patients the forms of touch
relevant to psychedelic-assisted therapy and may find
a taxonomy from Zur and Nordmarken (2011), based
on the work of Downey (2001) and Smith et al. (1998),
helpful in this endeavor. Six forms of touch classified
by Zur and Nordmarken (2011) are likely most relevant
to psychedelic-assisted therapy: consolation touch,
reassuring touch, grounding or reorienting touch,
touch intended to prevent a client from hurting his/
her self, touch intending to prevent someone from
hurting another, and self-defense. A seventh form of
touch, task-oriented touch, such as occurs when taking
a patient’s blood pressure or wiping a chin, is also rele-
vant in this context. This guideline aims to distinguish
between the first three forms of touch, which patients
have the right to refuse, and the last four forms of
touch, which may be necessary to ensure the safety of
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the patient, providers, others in the vicinity, and the
clinical environment.

Finally, psychedelic-assisted therapy practitioners un-
derstand that certain forms of touch are prohibited be-
cause they are inappropriate, unethical, counter-clin-
ical, and in many states, illegal. These include sexual
touch, hostile or violent touch, and punishing touch.
Penn et al. (2021) state, “touch between therapists and
patients is always intended to steady and comfort and
is never sexual in nature.” Further, sexual touch or
intimacy with a former patient or with any person over
whom the psychedelic-assisted therapy practitioner
has supervisory, evaluative, or other authority is un-
ethical and unacceptable. Practitioners should refer to
the most protective standard within the ethics require-
ments of their professional disciplines for guidance
and accountability (e.g., American Psychiatric Associa-
tion, 2013; American Psychological Association, 2017a;
National Association of Social Workers, 2021). These
issues should be more comprehensively discussed in a
Code of Ethics.

GUIDELINE 6

Psychedelic-assisted therapy
practitioners ensure that pa-
tients have been comprehensive-
ly screened in accordance with
existing evidence, guidelines,
and clinical judgment.

Rationale

As with any treatment, psychedelic-assisted therapy is
not indicated for all patients with mental health, be-
havioral health, or substance use disorder diagnoses,
and may in fact be contra-indicated for patients with
specific conditions or who take specific medications.
Nearly all recent randomized clinical trials of psyche-
delic-assisted therapy use exclusion criteria related to
physical health, psychiatric health, medication use,

or a combination of these (Carhart-Harris et al., 2021;
Mitchell et al., 2021; Griffiths et al., 2016; Carhart-Har-
ris et al., 2016; Mithoefer et al., 2019; Jerome et al.,

2020). Such exclusion criteria have been even more
rigorous in trials of cancer patients with diagnoses

of acute stress disorder or anxiety disorder related to
their cancer diagnosis (Grob et al., 2011). The rigorous
screening criteria used in modern research trials may
be amended after FDA approval to give a broader pa-
tient population access to psychedelic-assisted therapy,
but screening will nonetheless remain a critical and
potentially challenging component of this model of
care (Bradberry et al., 2022; Sky et al., 2022). As Reiff
et al. (2020) and Johnson et al. (2018) note, administra-
tion of psychedelic medications should include patient
screening to increase patient safety and minimize the
potential for adverse events.

Application

This guideline endeavors to ensure that patients do
not receive psychedelic-assisted therapy when it is not
indicated or when the risks of treatment outweigh the
benefits. In addition, this guideline recognizes that
comprehensive patient screening includes many dif-
ferent elements which may vary by medication. Some
of these screening elements may include conducting
appropriate medical and psychiatric evaluations,
weighing potential risks and benefits, assessing for
contraindications, and determining the appropriate-
ness of the potential practitioner and site of care for
each patient. This guideline also acknowledges that
exclusion criteria in clinical trials may be more restric-
tive than in future clinical practice and more research
is needed into specific screening best practices for
psychedelic-assisted therapy.

As noted above, modern clinical trials have largely
used rigorous screening and exclusion criteria. In such
arapidly evolving field, psychedelic-assisted therapy
practitioners endeavor to ensure their knowledge of
patient screening requirements, exclusion criteria, and
contraindications remains up to date for each medica-
tion with which they work. Even for patients who meet
all criteria for psychedelic-assisted therapy, psychedel-
ic-assisted therapy practitioners must use their clinical
judgment to weigh the potential risks and benefits of

a particular medication for a particular patient. Part

of this judgment includes determining whether the
practitioner team and site of care is best suited for the
patient. This may include ensuring that the team’s
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therapeutic approach will serve the patient’s needs and
that the site is able to handle any issues or complica-
tions that may arise.

Psychedelic-assisted therapy practitioners are also
aware that cultural humility and sensitivity are
particularly important during screening. Legacies

of mistreatment and experiences of discrimination
breed broad and persistent mistrust of the healthcare
system, and psychedelic-assisted therapy practitioners
are therefore highly attuned to the importance of both
capturing a full health history and creating an open,
respectful, culturally-sensitive environment in which
patients can feel safe expressing various aspects of
their life experiences and identity. A full health history
can be particularly important for certain patients, giv-
en that institutional and systemic bias against margin-
alized groups places individuals at greater risk for poor
health outcomes: higher rates of chronic disease; lower
levels of healthcare coverage, access, and use; and dis-
parities in social determinants of health (Hafeez et al.,
2017; Hill et al., 2022; Racism and Health, 2021).

Finally, psychedelic-assisted therapy may be provided
by a multidisciplinary team consisting of healthcare
providers with scopes of practice that vary based on
each provider’s credential as well as state and local
laws and regulations. While it is, therefore, challeng-
ing to determine precisely which member of the psy-
chedelic-assisted therapy team should be responsible
for conducting patient screening, this guideline aims
to clarify that each person involved in the delivery of
this care is responsible for ensuring that appropriate,
comprehensive screening is complete.

GUIDELINE 7

Psychedelic-assisted therapy
practitioners aim to build rap-
port and trust with patients
during the preparatory period.

Rationale
As Murphy et al. (2022) note, “The importance of the
therapeutic relationship in psychedelic-assisted ther-

apy has long been treated as a matter of conventional
wisdom,” and recent studies confirm its connection
to improved patients outcomes. Johnson et al. (2008)
describe developing rapport and trust as “the main
purpose of” the preparatory sessions and key to “min-
imiz[ing] the risk of fear or anxiety reactions” during
the medication administration session. Barone et al.
(2019) offer many examples of patients who describe
the combination of the medication and rapport with
the therapy team as creating an environment for heal-
ing, and integral to the success of their treatment.

Psychedelic-assisted therapy practitioners also un-
derstand that the importance of trust and rapport go
well beyond the medication administration session.
The quality of the relationship between the patient
and the practitioner “is a major determinant of psy-
chotherapeutic effectiveness” (Saunders et al., 1989).
The “outcome of a psychotherapeutic process” is often
influenced by “a positive therapeutic climate” (Ardito
& Rabellino, 2011). Trust and rapport are undoubtedly
part of this overall positive climate, and a key element
of treatment efficacy.

Application

Psychedelic-assisted therapy practitioners are aware
that while building rapport can be a learned and prac-
ticed skill, trust must be earned and can only be given
at the discretion of the patient. However, certain activi-
ties help develop such trust, including “discussions

of the volunteer’s childhood, romantic life, current
relationships with family and friends, and the volun-
teer's philosophical and /or spiritual beliefs” (Johnson
et al., 2008). Johnson et al. (2008) note that such an
interaction conveys that “all aspects of the person are
welcome, from the petty to the noble, from embarrass-
ments to achievements, and from sorrow to joy.”

Research on practitioner-patient relationships from
outside the psychedelic-assisted therapy field also
offers clues to reducing patient anxiety and building
trust. Helpful behaviors include providing reassur-
ance to patients, encouraging them to ask questions,
showing and explaining test results (if applicable),
avoiding language and behaviors that are judgmental
of patients, and asking patients about their treatment
goals and preferences (Dang et al., 2017).
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Practitioners also understand that cultural humility
and sensitivity is a key element in building rapport
and trust with patients. Practitioners aim to embody
cultural humility and sensitivity by understanding,
respecting, and responding to a patient’s experiences,
values, and beliefs. Practitioners understand that true
cultural humility and sensitivity has a strong backbone
of ongoing curiosity and exploration and is “defined
not by a discrete endpoint but as a commitment and
active engagement in a lifelong practice” (Tervalon

& Murray-Garcia, 1998). Further, psychedelic-assist-
ed therapy practitioners aim to maintain awareness
of cultural appropriation: the unacknowledged or
inappropriate use of the cultural elements of one
population by members of another people or society.
In psychedelic-assisted therapy, this may include use
of certain iconography, music, therapeutic traditions,
or other elements. The use of such elements must be
approached with caution and consideration to ensure
appropriate cultural acknowledgement, recognition,
appreciation, and deference.

Maintaining professional boundaries is another cru-
cial element of building and sustaining trust. Key ele-
ments include maintaining a professional therapeutic
relationship, managing transference and countertrans-
ference, upholding confidentiality, and preventing and
addressing confusion or ambiguity about the parame-
ters of a professional therapeutic relationship and the
role of the practitioner.

Psychedelic-assisted therapy practitioners are also
aware that if rapport and trust cannot be developed
during the preparatory sessions, as determined by
either the practitioner or the patient, the patient
should not proceed to the medication administration
session (Johnson et al., 2008). In fact, studies
routinely screen for patients with “suspected or
known presence of a preexisting psychiatric condition
that could jeopardize rapport between the patient”
and practitioners (Carhart-Harris et al., 2021). In

such circumstances, psychedelic-assisted therapy
practitioners seek to determine whether the patient
should be referred to a different practitioner(s),
clinic(s), or center(s) where rapport and trust might be
established, or whether psychedelic-assisted therapy
may not be indicated for a particular patient.
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GUIDELINE 8

Psychedelic-assisted therapy
practitioners prepare patients
for a medication administration
session by inviting them to share
their personal histories, explain-
ing medication administration
session logistics, reviewing the
range of possible experiences
during the medication admin-
istration session, discussing
potential therapeutic approach-
es that may be used, providing
guidance for navigating chal-
lenging experiences that could
arise, and answering patient
questions.

Rationale

Psychedelic-assisted therapy practitioners understand
the importance of using the preparatory period to
comprehensively orient patients to the medication ad-
ministration session. Such orientation allows patients
to understand logistical details of the session, under-
stand the range of possible experiences during the
session, discuss various therapeutic approaches that
may be used, and hear guidance on how to navigate
challenges that may arise. This orientation can signifi-
cantly reduce stress and anxiety both leading up to,
and during, the medication administration session.

Application

Given the evolving nature of the psychedelic-assisted
therapy field, evidence does not yet point towards
specific best practices for the preparatory period.
However, expert consensus exists around a number
of key elements. First, practitioners use the prepara-



tory sessions to invite patients to share their personal
histories. During a medication administration session,
patients may experience “intense thoughts, feelings,
and visions related to his or her personal history or
world-view” (Belser et al., 2017; Johnson et al., 2008).
Psychedelic-assisted therapy practitioners understand
that their ability to offer interpersonal support in such
circumstances is improved by a more comprehensive
knowledge of the “emotional and autobiographical
material that is likely to emerge during the psycho-
therapy” (Penn et al., 2021).

Second, practitioners orient patients towards the
possible range of experiences that may be encoun-
tered during the medication administration session.
This allows patients to anticipate both the potential
physical sensations, such as nausea or “heightened
awareness of physiological processes such as breathing
and heartbeat” (Johnson et al., 2008), and the range of
unusual or challenging psychological, emotional, and
mystical-type experiences that may be encountered
(Belser et al., 2017). Practitioners then provide guid-
ance on how to manage any challenging experiences
that arise. Strategies might include verbal or nonverbal
reassurance, surrendering to the experience, interact-
ing with it, trusting that a usual state of consciousness
will return, and many others.

Third, psychedelic-assisted therapy practitioners aim

to use the preparatory period to establish alignment
between their own therapeutic approach or potential
therapeutic approaches and the patient’s desires. Some
researchers call this a “therapeutic alliance” and iden-
tify it as the “focus” of preparatory sessions (Mitchell et
al., 2021). Others call such discussion of therapeutic ap-
proach core to the informed consent process, as it allows
patients to have a full understanding of the process and
treatment in which they are consenting to participate.

Finally, offering patients detailed logistical informa-
tion about the medication administration session,
including basic elements such as timing, location, diet,
and transportation, as well as how and when prac-
titioners will communicate with a patient’s support
person or emergency contact(s), can ease anxiety and
improve safety of the overall experience.

Additional research into best practices for the prepara-
tory period of psychedelic-assisted therapy is strongly
encouraged. In the absence of such data, however, this
guideline remains agnostic as to how psychedelic-as-
sisted therapy practitioners ensure that patients are
prepared for the medication administration session. In
fact, psychedelic-assisted therapy practitioners under-
stand that some variation in preparation may actually
contribute to the work of identifying best practices in
the field.

GUIDELINE9

Psychedelic-assisted therapy
practitioners aim to facilitate a
safe and therapeutic medication
administration session conduct-
ed in a comfortable and confi-
dential setting.

Rationale

Psychedelic-assisted therapy practitioners maintain
focus on the provision of a safe and therapeutic patient
experience throughout the medication administration
session. Detailed guidance regarding how psyche-
delic-assisted therapy practitioners may endeavor

to ensure a safe and therapeutic patient experience

is most appropriate for inclusion in clinical practice
guidelines, as particular practice considerations will
likely vary based on the patient’s diagnosis and the
psychedelic medication being utilized. Therefore,

this guideline aims to provide high-level guidance for
practitioners that may be generalizable across most
psychedelic medications and diagnoses.

By ‘safe’, this guideline refers to both physical and psy-
chological safety. As such, the physical setting for the
medication administration session is key—it serves as
“the container in which the treatment will take place”
(Penn et al., 2021). Psychedelic-assisted therapy prac-
titioners are particularly mindful of setting because
patients experiencing medication effects may be more
sensitive to, or influenced by, the environment.
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Application

Psychedelic-assisted therapy practitioners are aware
that a safe and therapeutic patient experience during
the medication administration session begins with

a safe, comfortable, confidential, and therapeutic
setting. Research has not yet connected particular
elements of a medication administration setting to
particular treatment outcomes. In the absence of such
data, many practitioners continue to rely on settings
used in early models of psychedelic-assisted therapy.
Psychedelic-assisted therapy practitioners understand
the importance of using creativity and innovation

to test new setting designs as the field evolves. This
guideline is intended to encourage flexibility in setting
construction within the boundaries of a safe, com-
fortable, confidential, and therapeutic environment,
understanding the significance of the space.

A comfortable setting may vary by condition. This
guideline is written in the context of ongoing clinical
trials, when medication administration sessions can
extend for six hours or more. Future developments in
the field could result in medication administration ses-
sions of varying length, depending on the medication
type and dose. What is comfortable over a six-hour
period may be very different from what is comfortable
over a two- or twelve-hour period, and this guideline
should be reevaluated in such a context.

This guideline is not intended to limit a setting to one
patient. The use of “confidential” is intended to imply
that medical and personal information shared within
the context of a medication administration session will
not be disclosed to others without the patient’s ex-
plicit consent. This limitation can be drawn around a
single patient and a practitioner(s), or around multiple
patients and a practitioner(s), as might be the caseina
group therapy session.

Practitioners also understand that the foundational
elements of a safe and therapeutic overall patient
experience include providing a consistent therapeutic
presence, supporting patients in managing anxiety
and distress, and ensuring for safe discharge and
after-care. A patient’s definition of “safe and therapeu-
tic” may vary based on their personal history, cultur-
al background, gender, age, or many other factors.

Psychedelic-assisted therapy practitioners are sensitive
to, and curious about, these differences and adapt their
practice as necessary to provide a safe and therapeutic
experience for each patient.

At a minimum, psychedelic-assisted therapy practi-
tioners endeavor to provide a consistent therapeu-

tic presence by ensuring the patient is attended to
throughout the medication administration session
(Johnson et al., 2008). Research has not conclusive-

ly determined how many providers must be present
throughout the preparatory, medication administra-
tion, and integration sessions. The relative efficacy

of the presence of one, two, or more practitioners
throughout the psychedelic-assisted therapy model
of care is currently unknown. In the absence of a best
practice, this guideline reinforces that patients should
not be unattended during the medication administra-
tion session.

Supporting patient management of anxiety and dis-
tress may include, as noted by Mithoefer et al. (2017),
encouraging patients to stay with these feelings and
experience them fully and responding “with strong
personal support and reassurance, conveying a sense
of calm and security, while empathizing with what the
patient may be experiencing” (Johnson et al. 2008).
Further, psychedelic-assisted therapy practitioners rec-
ognize that behavior which might appear pathological
outside of a medication administration session should
not necessarily be characterized in the same way when
a patient is experiencing the effects of the medica-
tion. This may be particularly true of patients working
through trauma.

Finally, psychedelic-assisted therapy practitioners
endeavor to facilitate safe after-care by ensuring the
patient has been assessed for discharge from the treat-
ment location. Such assessment may include a mental
status exam, assessment of physical safety (including
vital signs, coordination, gait steadiness), and inquir-
ing about any lingering effects (Guss et al., 2020).
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GUIDELINE 10

Psychedelic-assisted therapy
practitioners monitor patients
for adverse events both during
and following the medication
administration session, and en-
sure that complications are ad-
dressed.

Rationale

Psychedelic-assisted therapy practitioners are prin-
cipally concerned with patient safety. Providing for
such safety includes readiness to address any treat-
ment-emergent adverse events (TEAEs) that may arise,
including persisting TEAEs. Adverse events noted in
clinical trials include, but are not limited to, anxiety,
depressed mood, irritability, panic attack, transient
confusion or thought disorder, nausea, headache,
dizziness, lack of appetite, sensory disturbances, and
fatigue (Bradberry et al., 2022; Carhart-Harris et al.,
2016; Mithoefer et al., 2019). These adverse reactions
can last for hours or for days, and can include mood,
psychotic, and anxiety disorders (Johnson et al., 2008).
Johnson et al. (2008) note “rare reports in which
hallucinogen exposure appears to cause, accelerate, or
precipitate the onset of significant or lasting psychiat-
ricillness.” Psychedelic-assisted therapy practitioners
are therefore prepared to address such events to help
ensure optimal patient outcomes.

Application

Many safety considerations for a medication adminis-
tration session mirror those for other medical proce-
dures: ensuring that a physician is available for any
medical complications that arise; systematically mon-
itoring for adverse events; ensuring that medication is
available for specific adverse events like sustained and
severe hypertension, tachycardia, or allergic reactions;
planning for the safe and private use of a restroom; and
planning for unforeseen events like a fire alarm.

Some TEAEs may be more specific to the use of psy-
chedelic medications, including anxiety, depressed

mood, irritability, panic attack, and transient confu-
sion or thought disorder. For psychedelic medications,
safety concerns are “largely psychological rather than
physiological in nature” (Johnson et al., 2008). Psy-
chedelic-assisted therapy practitioners have specific
behavioral strategies for supporting patients through
challenging experiences: monitoring the patient for
signs of discomfort, offering strong psychological
support and reassurance, conveying a sense of calm
and security, and empathizing with the patient’s ex-
perience (Johnson et al., 2008). Johnson et al. (2008)
note that adverse reactions will be minimized in
scenarios that “provide strong interpersonal support to
the participants.” If it is within their scope of practice,
psychedelic-assisted therapy practitioners are also
prepared to use emergency medications as indicated
(e.g. benzodiazepines or antipsychotics) for patients
in severe, prolonged distress who are unresponsive to
reassurance or other forms of interpersonal support.
Such medications, however, have their own psycho-
logical side effects, and psychedelic-assisted therapy
practitioners aim to limit their use to circumstances
where behavioral strategies have failed.

This guideline is careful to note that while psychedel-
ic-assisted therapy practitioners ensure that compli-
cations are addressed, psychedelic-assisted therapy
practitioners are not expected to be equipped to handle
all complications themselves. Throughout the course
of a medication administration session, a patient

may be monitored by several members of a multidis-
ciplinary care team, who should have the ability to
engage in real-time communication via telephone or
messaging about the patient. Given that monitors may
operate within different scopes of practice, not every
monitor will be equipped to address every issue that
arises during a medication administration session. The
guideline allows for additional providers to be consult-
ed and directed to attend to a patient, including the use
of an emergency department if necessary.

This guideline also acknowledges that treatment
groups in clinical trials conducted to date have been
carefully screened for preexisting psychiatric and
medical conditions. As Carhart-Harris et al. (2021) ac-
knowledge, “this exclusion criterion may have biased
the trial sample towards patients who could receive
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psilocybin without unacceptable side effects.” Psyche-
delic-assisted therapy practitioners are aware that FDA
approval of a psychedelic-assisted therapy may widen
the patient population with access to such treatment,
and that the profile of adverse events seen in trials may
not reflect the experience of the broader population,

as may occur when any pharmaceutical is approved by
the FDA.

Lastly, this guideline intentionally does not define the
frequency of contact between the psychedelic-assisted
therapy practitioner and the patient after a medica-
tion administration session, given the inadequacy of
existing data to define a best practice. Some studies
included four telephone contacts over the seven days
following medication administration, but even these
studies suggest this number may be higher than is
necessary (Mithoefer et al., 2019). More research into
best practices in this area is needed.

GUIDELINE 11

Psychedelic-assisted therapy
practitioners support patients

in understanding and making
meaning of their psychedelic
medication experience and in-
corporating desired changes into
their lives.

Rationale

Psychedelic-assisted therapy practitioners understand
the psychedelic medication experience (or experi-
ences) as “a step in an ‘ongoing process’ rather than
simply a completed cure” (Mithoefer et al., 2012). The
experience is not an end in and of itself. The goal of
the integration sessions, therefore, is for the patient

to implement and incorporate “the key insights and
awareness gained in the psychedelic experience into
their life” and to “maximize the likelihood that the psy-
chedelic experience will lead to greater self-insight and
personal development” (Amada & Shane, 2022; Bathje
et al., 2022). Psychedelic-assisted therapy practitioners
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support patients as they explore the thoughts, feelings,
and sensations that arose during their experience,
cultivate insights from that experience, and support
any changes patients seek to make in their life based
on that experience. Without integration, “insights
gained are likely to fade without actualizing meaning-
ful change” (Bathje et al., 2022).

Application

The psychedelic-assisted therapy literature referenc-
es multiple mechanisms for allowing the process of
integration to unfold. Johnson et al. (2008) discuss
integration as “an opportunity for the patient to dis-
cuss thoughts or feelings” while Mitchell et al. (2021)
describe it as allowing “the participant to understand
and incorporate their experience.” Griffiths et al.
(2016) focus on the “novel thoughts and feelings that
arose during sessions.” Bathje et al. (2022) describe
“ten well-elaborated approaches to integration,” some
developed “with consideration to altered states of con-
sciousness and psychedelic experiences, while others
were developed for general psychotherapy.”

Recent years have seen the development of a number
of thoughtful therapy manuals and protocols used

for clinical trials of psychedelic-assisted therapy. At
some point, these may form the foundation for a more
universally-accepted, evidence-based therapy proto-
col going forward. Even in this future environment,
however, integration will remain a patient-directed
process. While psychedelic-assisted therapy practi-
tioners may inspire, instruct, and coach patients, they
bring curiosity about a patient’s “innate knowledge
and tendency to orient toward healing, growth, and
wholeness” (Bathje et al., 2022).

In facilitating a patient’s processing of a psychedelic
medication experience, psychedelic-assisted therapy
practitioners aim to contextualize the experience with-
in the broader fabric of a patient’s personal history,
strengths, challenges, and goals. As Bathje et al. (2022)
describe, psychedelic medications do not offer healing
on their own, but “may give us an experience of and
orientation toward wholeness, along with insight into
the barriers and misalignments that will need to be
addressed to continue toward or maintain wholeness.”



Similarly, the use of “understanding” in this guide-
line is not intended to imply finality or achievement.
Psychedelic-assisted therapy practitioners understand
that integration is not complete when sessions end,; it
can be an ongoing process. The psychedelic medica-
tion experience is intended to inspire understanding
that unfolds and evolves over time. The relevance of
the experience may even change over time, as patients
move through their lives. Ideally, this evolving under-
standing spurs a set of ongoing practices that support
the patient in fulfilling their treatment goals.

Likewise, psychedelic-assisted therapy practitioners
understand that only patients can decide if their treat-
ment has catalyzed a desire for incorporating behav-
ioral changes into their life. While the practitioner
may remind a patient of their original intentions for
psychedelic-assisted therapy and /or query potential
options for the patient to consider, the patient them-
self decides what is a significant and meaningful
outcome for them. Belser et al. (2017) describe patients
who made “a shift in their life priorities away from

the busy demands of modern work life,” others who
“put up boundaries against various stressors,” and still
others who committed to dietary and health goals.

For some patients, however, such concrete change(s)
may not be a treatment goal, and psychedelic-assisted
therapy practitioners are sensitive and responsive to
such differing goals.

GUIDELINE 12

Psychedelic-assisted therapy
practitioners communicate and
coordinate with other relevant
providers to ensure continuity
of care.

Rationale

Care coordination involves “deliberately organizing pa-
tient care activities and sharing information among all
participants concerned with a patient’s care to achieve
safer and more effective care” (Care Coordination,

2018). Care coordination is “increasingly recognized as

fundamental to the success of healthcare systems and
improved patient outcomes” and is therefore of con-
cern to every psychedelic-assisted therapy practitioner
(“Care Coordination Standing Committee,” 2014). As
the Care Coordination Standing Committee of the
National Quality Forum (2014) writes, “poorly coordi-
nated care regularly leads to unnecessary suffering for
patients as well as avoidable readmissions and emer-
gency department visits, increased medical errors, and
higher costs.”

In psychedelic-assisted therapy, coordination with
primary care and specialty physicians during screen-
ing could offer access to physical examination and
laboratory testing information without needing to
repeat such testing. Coordination with a patient’s other
mental health providers, if applicable, could be signifi-
cantly instructive for both screening and preparation,
helping the psychedelic-assisted therapy practitioner
understand the patient’s history and goals. Such
coordination could also allow a patient to transition
smoothly back to their usual source of mental health
care after a course of psychedelic-assisted therapy (if
their usual provider does not offer psychedelic-assist-
ed therapy), potentially offering that provider more
understanding of the nature of psychedelic-assisted
therapy and ways to support the patient.

Application

Care coordination is essential to providing safe and ef-
fective screening prior to initiating psychedelic-assist-
ed therapy for a number of reasons. First, patients with
behavioral health diagnoses have a high prevalence of
comorbidities. For example, depression occurs in 40

to 65 percent of patients who have experienced a heart
attack, 10 to 27 percent of stroke survivors, roughly 25
percent of those suffering from cancer, and 25 percent
of individuals with adult onset diabetes (Co-Occurring
Disorders and Depression, n.d.). Second, psychedelic
medication may interact with other medications the
patient may be taking, which are prescribed by care
providers outside of the psychedelic-assisted therapy
team. Finally, psychedelic medications can produce
side effects, necessitating careful care coordination
with the multidisciplinary team members who manage
various aspects of the patient’s overall care. Coordinat-
ed treatments for patients with such comorbidities and
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concurrent medication use is vital to ensuring positive
outcomes on all health metrics. When engaging in
care coordination that involves sharing patient infor-
mation, psychedelic-assisted therapy practitioners
protect and respect patient privacy by complying with
all relevant state and federal privacy laws regarding the
confidentiality, use, and disclosure of clinical records
for care and treatment.

Care coordination is particularly important within a
patient’s team of mental health providers. While not
all patients will have been referred to psychedelic-as-
sisted therapy from another source of mental health-
care, coordination is key when such relationships
exist. Provider-level coordination across mental health
treatment modalities can offer consistent therapeutic
guidance for a patient, consistent support for self-man-
agement, reinforcement of trust and rapport between
patient and provider, and better opportunities for long-
term success.

Psychedelic-assisted therapy practitioners recognize
that many patients may already be part of a coordi-
nated care structure. These structures function as a
healthcare “home,” or the central point for manag-
ing continuity of care, the patient’s plan of care, and
importantly, policies and procedures for collabora-
tions between primary care and specialist providers.
Psychedelic-assisted therapy practitioners recognize
the importance of coordinating their work with these
broader healthcare structures to support high-quality
patient care.

STATUS/EXPIRATION

These guidelines expire two years from the date of
publication. Several factors contribute to the brevity of
this time frame. First, research on psychedelic medica-
tions—and particularly on psychedelic-assisted ther-
apy—is limited. These guidelines were written based
on a relatively small pool of evidence, buoyed mean-
ingfully by the consensus of experts in the field. Future
guidelines will be improved by the proliferation of
new research, adding impartial insights on safety and
efficacy. Second, the psychedelic-assisted therapy field
is early in the development of potential infrastructure
to support its work. These might include: an inde-
pendent certification for psychedelic-assisted therapy
practitioners, accreditation for educational programs

in psychedelic-assisted therapy, and a universally-ac-
cepted Code of Ethics. Creation of such infrastructure
could change the landscape in which these guidelines
exist. Third, the field is hopeful that the FDA will grant
approval for at least one psychedelic-assisted therapy
within the next two years. That regulatory change will
drastically alter the landscape for psychedelic-assisted
therapy and merit a review of these guidelines.

CONCLUSION AND RECOMMENDATIONS
FOR FUTURE WORK

Development of these guidelines was constrained by
the limited research in the field of psychedelic-assisted
therapy, which is itself challenged by the classifica-
tion of psychedelic medications as Schedule I sub-
stances (as of spring 2023). Furthermore, the largely
homogenous population of clinical trial volunteers
makes it difficult to develop guidelines that reflect the
experience of the more diverse group of patients who
will hopefully access these therapies following FDA
approval. In addition, the focus of modern clinical
trials on the safety and efficacy of the medication,
while understandable, limits the available data on how
different elements of the entire model of care contrib-
ute to a successful patient outcome.

Moving forward, the field is strongly encouraged to
generate research on psychedelic-assisted therapy with
a keen focus on the inclusion of diverse trial volunteers
subject to expanded screening parameters to provide
data that accurately identifies the patients who are
likely to benefit. In addition, researchers are urged

to report on diverse populations in subgroup analy-

ses by population. Further, the field is encouraged to
generate research that tests the discrete elements of
the model of care to inform best practices that support
optimal patient outcomes.

Despite these limitations and the need for additional
research and field infrastructure, the establishment

of foundational guidelines for this evolving treatment
modality is important and necessary. Additional
research and additional guidance for the field in the
form of a Code of Ethics, inclusion of psychedelic-as-
sisted therapy in clinical practice guidelines, and more,
will build upon and revise this initial effort aimed at
establishing a benchmark for the provision of safe,
high-quality psychedelic-assisted therapy.
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BrainFutures was launched in 2015 by the nation’s second oldest
mental health advocacy organization, the Mental Health Association
of Maryland (MHAMD). For more than 100 years, MHAMD has ad-
dressed the mental health needs of Marylanders of all ages through
programs that educate the public, advance public policy, and mon-
itor the quality of mental healthcare services. Building on this suc-
cess, and bolstered by a cross-disciplinary advisory board of leading
experts, BrainFutures brings together diverse stakeholders, policy-
makers, funders, and influencers to accelerate and scaffold nation-
al adoption of effective practices targeting four main areas: youth,
workforce, mental health treatment, and older adults. Breakthroughs
in our understanding of the brain have the potential to improve
learning outcomes for children, optimize functioning at work, en-
hance treatment for mental health or substance use problems, and
maintain sharp thinking as we age.

BrainFutures writes evidence-based issue briefs and releases rec-
ommendations that fill knowledge gaps related to brain-focused
applications targeting the above segments of society. These educa-
tional resources highlight the latest advances in brain plasticity and
how their application is transforming quality of life for people of all
ages. Through this process, we not only gain insight from experts and
innovators, we also foster support for change, building coalitions and
cross-disciplinary collaborations to advance both adoption and ac-
cess to new breakthrough applications. Ultimately, by informing the
public, cultivating influential relationships, and connecting communi-
ties of diverse advocates we help propel the change that is needed
to make meaningful progress.

BRAINFUTURES
BOARD OF DIRECTORS

George Kimes
President

Tim Santoni, MA
Treasurer/Secretary

Henry Harbin, MD
Director

Randall M. Lutz, ESQ
Director

Susan Magsamen, MAS
Director

Jeff Richardson, MBA
Director

BRAINFUTURES
LEADERSHIP

Linda Raines
CEO

David Esselman
Chief Strategy Officer

Susan Hughes
Communications Director

Jazz Glastra
Director of Program
Operations



BHAINFUTUREQ

brainfutur





