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Psychedelic-assisted psychotherapy has demonstrated effectiveness in treating dep-
ression and posttraumatic stress disorder, but its resource-intensive structure limits scal-
ability. N,N-Dimethyltryptamine (DMT), with its rapid onset, short duration, and intense
effects, offers potential for more time-efficient interventions but requires specialized support
to ensure safety and comfort. This open-label, dose-escalation study, registered on https://cli
nicaltrials.gov (NCT05573568), evaluated a nondirective clinical support protocol for
administering inhaled DMT to 27 healthy volunteers with previous DMT experience. The
protocol included one preparatory session, a safety dose (5–15 mg) followed by a full dose
(20–60 mg) on the same day, and four integration sessions—two on the dosing day, one the
next day, and one 14 days later. DMT was administered via a medical-grade vaporizer.
Integration tools included verbal debriefing, psychometric questionnaires, and, optionally,
mandala drawing creation. Semistructured interviews conducted 28 days after dosing were
thematically analyzed to assess participants’ perceptions of safety, comfort, and integration.
Four core themes emerged: dosage, setting, safety, and set-related aspects and integration.
Participants emphasized the importance of preparatory work, a calming physical envi-
ronment, consensual therapeutic touch, and symbolic tools such as mandalas to foster safety
and emotional processing. Inhalation was generally well tolerated, and the brief yet im-
mersive DMT experience was considered manageable within the protocol. This study
introduces a feasible, scalable, and ethically grounded support protocol for inhaled DMT
administration. By combining symbolic, psychological, and somatic strategies without in-
session psychotherapy, it offers a viable alternative to resource-intensive psychedelic-
assisted psychotherapy models and may guide future research and public health protocols.
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ethical and privacy considerations involving sensitive clinical
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Analytic methods and study materials can also be provided
upon reasonable request to Draulio B Araujo. The study is part
of a Phase I clinical trial, serving as a preparatory stage for a
subsequent Phase II clinical trial involving individuals with
treatment-resistant depression. The protocol was approved by
the Research Ethics Committee of the Onofre LopesUniversity
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Psychedelic compounds have reemerged in
clinical research due to their potential to rapidly
alleviate symptoms inmental health conditions such
as treatment-resistant depression (Falchi-Carvalho,
Barros, et al., 2025), posttraumatic stress disorder
(Averill & Abdallah, 2022), and anxiety (Davis et
al., 2020). N,N-Dimethyltryptamine (DMT) stands
out for its unique pharmacological profile (Chaves
et al., 2024). When administered via inhalation,
DMT induces an intensely immersive but short-
lived altered state of consciousness, typically lasting
less than 20 min (Lawrence et al., 2022).
Naturallyoccurring inplants, animals, and in trace

amounts in the human body (Barker, 2018), DMT is
also the primary psychoactive component of aya-
huasca, a traditional Indigenous Amazonian brew
used ceremonially for centuries and often prepared
from two different Amazonian plants (Labate et al.,
2008; Ruffell et al., 2023). In modern contexts, its
subjective effects are often described as profound,
visual, and ineffable, marked by ego dissolution and
a sense of breakthrough into alternate dimensions
(Sanders et al., 2024; Shanon, 2003).

Beyond these phenomenological features, aya-
huasca has shown therapeutic promise in several
psychiatric conditions, particularly in depression,
where both naturalistic and clinical studies sug-
gest rapid and significant reductions in depressive
symptoms following a single administration (Maia
et al., 2023; Palhano-Fontes et al., 2019; Sanches
et al., 2016). These antidepressant effects appear
withinhours andmaypersist fordaysorweeks, even
in individuals previously unresponsive to conven-
tional treatments (Palhano-Fontes et al., 2021).
The isolated administration of DMT in clinical

settings has demonstrated promising therapeutic
potential,mainly due to its unique pharmacodynamic
profile characterized by a rapid-onset, intense phe-
nomenological effects and short duration of action
(Carbonaro & Gatch, 2016). These properties allow
for brief sessions with minimal logistical burden and
greater feasibility for implementation in controlled
clinical environments. Evidence from previous
studies using DMT via intravenous (D’Souza et al.,
2022;Vogt et al., 2023) and intramuscular (Kaplan et
al., 1974) routes supports the pharmacological safety
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Hospital, Federal University of Rio Grande do Norte, Brazil
(No. 45.532.421.0.0000.5292) and registered on https://
clinicaltrials.gov (NCT05573568). All procedures followed
established safety standards for psychedelic studies, Good
Clinical Practice guidelines, and the principles of the World
Medical Association’s Declaration of Helsinki. A total of 27
healthy adults (Mean age = 30 years), all with previous
experience with N,N-dimethyltryptamine (including ayahua-
sca), participated in the study. Eligibility was assessed during a
psychiatric screening conducted by a psychiatrist experienced
in psychedelic research. Full exclusion criteria are available in
the Supplemental Material. All participants provided written
informed consent, obtained individually by the psychiatrist on
the day of screening, prior to inclusion in the study. The authors
have no potential conflicts of interest to declare with respect to
the research, authorship, and/or publication of this article.
This study was funded by the CAPES Foundation under a

master’s scholarship (Grant 88887.814226/2023-00), awarded
to Handersson Barros, the Brazilian National Council for
Scientific and Technological Development, and the Financier
of Studies and Projects. The Federal University of Rio Grande
do Norte and the Onofre Lopes University Hospital provided
institutional support.
The authors thank Raphael Egel for composing the music

used in the study, Kaike Thiê da Costa Gonçalves and Scarlett
O’Hara GabrielaMedeiros Gonçalves Pereira for their help in

the clinical and psychiatric monitoring, and Sérgio Ruschi for
the chemical analysis of the substance.
The study’s clinical team consisted of Marcelo Falchi-

Carvalho, Handersson Barros, Sophie Laborde, Flávia
Arichelle, and Aline Assunção. Marcelo Falchi-Carvalho
was responsible for participant screening, administered
the substance, and served as the project’s lead psychiatrist.
Handersson Barros and Sophie Laborde provided psycholog-
ical support during the clinical phases, while Flávia Arichelle
and Aline Assunção contributed to nursing care. The necessary
authorizations were obtained by Draulio B. Araujo, Fernanda
Palhano-Fontes, and Emerson Arcoverde. Data acquisition was
performed by Lucas Maia. Natan Silva-Costa, Raissa Almeida,
Raynara Bolcont, and José Costa-Macedo collaborated as
research assistants. The protocols were structured with
contributions from Handersson Barros, Draulio B. Araujo,
Lucas Maia, Marcelo Falchi-Carvalho, Isabel Wießner,
Fernanda Palhano-Fontes, Sophie Laborde, Geissy Lima-
Araujo, Raynara Bolcont, and Sam Tulman. Data analysis
and article writing were conducted by Handersson Barros,
Draulio B. Araujo, and Lucas Maia.
Correspondence concerning this article should be ad-

dressed to Draulio B. Araujo, Brain Institute, Federal
University of Rio Grande do Norte, Senador Salgado Filho
Avenue, 3.000, Natal/RN 59078-900, Brazil. Email:
draulio@neuro.ufrn.br
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of thesubstance.However, thesestudieshavefocused
primarily on pharmacokinetic characterization with-
out incorporating structured stages of preparation,
experience support, and psychological integration,
which are now considered fundamental to enhance
therapeutic outcomes and mitigate risks in clinical
research.
By contrast, some psychedelic-assisted psycho-

therapy (PAP) models integrate structured psycho-
therapy during the acute drug session (Mithoefer et
al., 2011). It is important to recognize, however, that
PAP does not represent a homogeneous or unitary
interventionbut rather encompassesaheterogeneous
set of practices, theoretical orientations, and session
structures. Unlike lysergic acid diethylamide, psi-
locybin, or 3,4-methylenedioxymethamphetamine,
which require several hours of therapeutic engage-
ment, DMT’s rapid onset and brief effect window
challenge prevalent models of PAP. These models,
while effective, are often labor intensive and costly,
requiring extensive preparatory work, multihour
synchronous psychotherapy sessions, and multiple
trained therapists (Marseille et al., 2022; Stanicic
et al., 2024).
By contrast, DMT’s properties allow for more

flexible and time-efficient protocols. However,
the intensity of the experience imposes careful
psychological preparation, environmental con-
tainment, and integration strategies, even in the
absence of formal psychotherapy during dosing
(Bender et al., 2025). In this context, support
protocols focusing on safety, comfort, and sym-
bolic integration, rather than real-time therapeutic
intervention, are especially relevant (Ramaekers
et al., 2025). In terms of the acute-session stance,
the protocol aligns with contemporary supportive
and nondirective models commonly employed in
psilocybin and lysergic acid diethylamide trials,
with its novelty residing in the adaptation of this
stance to DMT’s ultrarapid pharmacokinetics and
stepped dosing regimen.
Recent clinical studies have begun to explore

the safety and potential therapeutic effects of
vaporized DMT as part of physical and psycho-
logical support protocols. A Phase I dose-escalation
trial in healthy volunteers demonstrated that inhaled
DMT is safe,well tolerated, and capable of inducing
dose-dependent increases in intensity and emotional
valence, without significant physiological or bio-
chemical adverse effects (Falchi-Carvalho et al.,
2024). Building on these findings, a subsequent
open-label Phase 2a study with patients suffering
from treatment-resistant depression reported rapid

and sustained reductions in depressive symptoms
following a single session of vaporized DMT, with
85.71% of participants responding by Day 7 and
57.14% maintaining remission at 1 month (Falchi-
Carvalho, Palhano-Fontes, et al., 2025).
The literature reveals substantial variability in

the therapeutic structures employed across psy-
chedelic clinical trials, including differences in
the duration and intensity of preparation and inte-
grationprocedures, the therapeutic stance during the
acuteexperience, thenumberand timingof sessions,
and the clinical populations studied (Florineth et al.,
2026). This heterogeneity largely reflects ongoing
efforts to adapt psychedelic intervention frame-
works to the action of each substance. In the case of
DMT, characterized by rapid onset, high intensity,
and short duration of action, a condensed and
efficient support model is required.
The protocol presented in this study alignswith

establishedPAPmodels, emphasizing thecreationof
a safe environment, the importanceof set and setting,
and the inclusion of structured preparation and
integration steps (Brennan et al., 2023). However, it
differs in terms of the number, duration, and clinical
management of sessions, proposing a more flexible
format specifically tailored to the unique pharma-
codynamic properties of DMT, particularly its
intense effects and short duration of action.
Another notable distinction from the classic PAP

model is that, while the latter typically involves
multiple therapists, most commonly a dyad con-
sisting of amale and female therapist (Phelps, 2017),
this protocol relies on the support of a single psy-
chologist who accompanies the participant during
preparation, dosing, and integration sessions. This
approach simplifies logistics and reduces costswhile
maintaining the necessary standards of safety and
support. Rather than requiring hours of synchronous
psychotherapy during the acute effects of the sub-
stance, the protocol prioritizes supportive strategies
that promote safety and comfort during the non-
ordinary state of consciousness. Thus, the protocol
seeks to offer a more cost-effective alternative,
potentially scalable to public health systems, and
culturally adaptable while upholding the ethical
principles of care, safety, and good clinical practices
in researchand interventions involvingpsychedelics.
Classic and contemporary research has empha-

sized the importance of set and setting, the in-
dividual’s mindset, and the physical, social, and
symbolic environment in shaping psychedelic ex-
periences (Hartogsohn, 2017; Pontual et al., 2022).
Supportive environments and attuned facilitators
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can reduce anxiety and foster a sense of trust,
especially in fast-acting psychedelic experiences
wherein participants have limited cognitive con-
trol (Golden et al., 2022). In therapeutic contexts,
the concept of the “matrix,” which refers to the
cultural and symbolic relationships within which
substance use is embedded, also emerges as an
extrapharmacological component that can influ-
ence clinical outcomes because it shapes the
processes of meaning-making and subjectivation
of these experiences (Eisner, 1997).
In this context, recent guidelines for psychedelic

clinical trials reinforce the importance of rigorously
reporting and structuring the extrapharmacological
components involved in the intervention (Pronovost-
Morgan et al., 2025). The international consensus,
the Reporting of Setting in Psychedelic Clinical
Trials, proposes guidelines consisting of 30 items
organized into four main domains: physical envi-
ronment, dosing session procedures, therapeutic
frameworkandprotocol, andsubjectiveexperiences.
Systematic adoption of these guidelines aims not
only to standardize scientific reporting but also to
ensure optimal conditions of safety, comfort, and
good clinical practice, thereby contributing to the
efficacy and reproducibility of psychedelic inter-
ventions. The table with the recommended items, as
per theseguidelinesandmet in this study, is available
in the Supplemental Material.
Another essential element in psychedelic

practices is integration, understood as the process
of building bridges between the psychedelic
experience and everyday life through the elabo-
ration and cultivation of meanings about what
was experienced during the nonordinary state of
consciousness (Earleywine et al., 2022). In the
case of DMT, this process assumes particular
importance, as its experiences are often difficult to
articulate verbally, containing nonlinear, imag-
istic, or ineffable content. Therefore, nonverbal
methods such as mandala drawing can provide
support for reflection and emotional processing.
A mandala is a centered pattern image, usually

circular, composed of smaller elements arranged
symmetrically around a central point, and within
Jungian psychology, it is understood as a symbolic
space for organizing inner experience and restoring
psychic balance (Jung, 1964). This understanding
was later embraced in Brazil by figures such as
the psychiatrist Nise da Silveira, who incorporated
mandalas into therapeutic contexts as a means of
accessing and integrating subjective experience
(Da Silveira, 1981). This strategy is particularly

well suited to the DMT state, which frequently
generates intense visuals and deep emotional
resonance in a short period of time (Barros et al.,
2025). In the present study, integration focused
on the verbal expression and elaboration of the
experience, but the optional creation of amandala
was also offered as a complementary tool for
symbolic integration, aimed at elaborating ele-
ments that escape verbalization.
Additionally, somatic tools such as consensual

therapeutic touch have emerged as valuable ad-
ditions to psychedelic protocols (Ham et al., 2025).
These body-based strategies support emotional
regulation and grounding, especially when verbal
interaction is not feasible (Luoma & LeJeune,
2025). For fast-acting psychedelics like DMT,
these techniques can support self-regulation during
the experience and reinforce a sense of safety
during peak effects (Neitzke-Spruill et al., 2025).
DespiteDMT’s promise and growing evidence

of its safety and efficacy, there is a lack of pub-
lished clinical protocols that integrate psycho-
logical, physical, symbolic, and somatic support
(Cavarra et al., 2022). Most studies focus on
pharmacological outcomes or neurobiological
markers, leaving a gap in applied frameworks for
ethical, replicable administration in research and
clinical settings (Van Elk & Fried, 2023).
The present study addresses this gap by pre-

senting and qualitatively evaluating a structured
clinical support protocol for administering inhaled
DMT. The protocol includes preparatory and
integration sessions, physical and emotional sup-
port during dosing, optional somatic grounding
tools, and symbolic integration through mandala
drawing. Rather than targeting therapeutic out-
comes, the study focuses on participants’ subjec-
tive experiences of safety, comfort, and support
throughout the protocol. Through thematic anal-
ysis of postsession interviews, we examine which
protocol elements were most effective from the
participants’ perspectives. We also consider how
such structuresmight informfutureDMTresearch,
particularly in contexts that require scalable, cul-
turally adaptable, and ethically grounded models
for psychedelic care.

Method

This open-label, fixed-sequence, dose-escalation
study aimed to evaluate the clinical protocol of
physical andpsychological support forDMT(99.0%
pure) intervention in a nonclinical population. The
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evaluation was conducted through qualitative
analysis of participants’ discourse. The studywas
conducted as a preparatory stage for a subsequent
phase II clinical trial involving individuals with
treatment-resistant depression. The protocol was
approved by the Research Ethics Committee of
the Onofre Lopes University Hospital, Federal
University of Rio Grande do Norte (No. 45.532
.421.0.0000.5292), and registered on https://clini
caltrials.gov (NCT05573568).

Study Design

The protocol involved multiple components: a
psychiatric screening (90 min) conducted during
the week prior to the dosing session, one prepa-
ratory session with a psychologist in the dosing
room (lasting 90 min) held days before dosing, a
brief predose check-in (5min), twodosing sessions
on the sameday (a safety dose of 5–15mgofDMT
and, 2 hr later, a full dose of 20–60 mg of DMT),
and four integration sessions: two conducted in
person shortly after the reduction of effects—the
first lasting up to 15min, following the safety dose,
and the second lasting up to 60 min, after the full
dose, with the optional creation of a mandala. The
remaining sessions took place 1 day after dosing,
held online, and14days later, conducted inperson,

both lasting up to 60 min. After the final in-person
integration session, amedical follow-up conducted
by the psychiatrist takes place, marking the con-
clusion of the clinical phase of the protocol. All
sessions were conducted at the Clinical Psychedelic
Research Unit at Onofre Lopes University Hospital
in Natal, the capital of Rio Grande do Norte,
Northeastern Brazil, supported by a multidisciplin-
ary team. The clinical safety outcomes of this
study have been reported elsewhere (Falchi-
Carvalho et al., 2024). Figure 1 presents the study
protocol design, including the screening and prepa-
rationstages, theadministrationof twodosesofDMT
on day zero (D0), and the subsequent integration
sessions, followed by medical follow-up and a
feedback interview at D28. This schematic repre-
sentation provides an overview of the temporal
sequence and the main components of the clinical
design.

Participants

Twenty-sevenhealthyadults, ofwhom25 (F:12;
M:13) completed the inhalation, with a mean age
of 30 years (30.3 ± 6.5; 21–51) and previous
experiencewithDMT (including ayahuasca), were
recruited through online advertisements and word
of mouth. Eligibility was determined during a
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Figure 1
Design of the Clinical Protocol for Inhaled Dimethyltryptamine

Note. After screening and preparation, participants received two doses of N,N-dimethyltryptamine on day zero (D0, dosing
day) and took part in online (D1, next day) and in-person (D14, 14 days later) integration sessions, followed by medical
follow-up. Twenty-eight days after dosing (D28, 28 days later), a feedback interview was conducted.
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psychiatric screening conducted by a psychiatrist
with experience in psychedelic research. Exclusion
criteria included psychiatric or medical conditions
that contraindicated the use of DMT; the complete
eligibility criteria are provided in the Supplemental
Material. All participants providedwritten informed
consent collected by the psychiatrist. Demographic
details are available in the Supplemental Material.

Procedure

All procedures followed established safety
standards for psychedelic studies (Johnson et al.,
2008), Good Clinical Practice guidelines, and
the World Medical Association’s Declaration of
Helsinki andwere guided by structured checklists
designed to ensure protocol fidelity and consis-
tency across sessions. Sessions were conducted
in a dedicated clinical room specifically designed
for psychedelic research, featuring a natural color
palette, wood-toned flooring, adjustable lighting
and temperature, and a layout optimized for comfort
and monitoring. The space incorporated biophilic
designelements, includingwall structures resembling
branches or roots, evoking a symbolic connection
to nature. The dosing room was equipped with a
reclinable armchair for the participant, additional
seating for the support team, medical monitoring
equipment, a computer, a sink, functional light wood
furniture, and a separate waiting area. Figure 2 pre-
sents thephysical environment inwhich the in-person
stages of the studywere conducted, highlighting a
carefully arranged, comfortable, and aesthetically
supportive setting designed to promote safety and
comfort.

Predosing Sessions

The screening session included an initial
interaction with the psychiatrist to establish rap-
port, assess general health, verify eligibility cri-
teria, clarify expectations, andprovide information
about the study and the pharmacodynamics of
the"substance. The preparatory phase, conducted
by the same psychologist who accompanies the
participant during the dosing and integration
sessions, focused on reducing anxiety, familiar-
izing participants with the environment and
equipment, cultivation of the therapeutic alliance,
gathering clinical history, setting intentions, align-
ing expectations, discussing previous experiences
with psychedelics, providing information about
the phenomenology of the experience and clinical

procedures, addressing questions and concerns,
as well as training for managing challenging ex-
periences. Strategies included intention setting,
psychoeducation, and guided reflection through
open-endedquestions to explore relevant personal
and psychological themes.
Breathwork techniques and consensual thera-

peutic touchwere introduced during the preparation
phase. Touch was defined as a light, nonfrictional
hand-holding gesture, used only with explicit
mutual consent. Training for navigating challenging
experiences followed a structured protocol, avail-
able in the Supplemental Material, and concluded
with guided practice of the inhalation technique.

Dosing Sessions

Each participant received two doses of vaporized
DMT on the same day, using one of five dose re-
gimens (e.g., 5/20 mg, 7.5/30 mg, up to 15/60 mg).
DMT was vaporized in a medical-grade vaporizer
(Volcano Medic 2, Storz & Bickel GmbH & Co,
Tübingen, Germany). The full dose was withheld if
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Figure 2
Physical Environment Where the In-Person Stages of
the Study Were Conducted

Note. See the online article for the color version of this
figure.
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adverse physiological changes occurred after the
safety dose. During the substance’s effect, partici-
pants remained comfortably reclined in a reclining
armchair, wearing headphones to listen to tracks
specifically designed for the study.1 They were
previously instructed to keep their eyes closed
during the experience and to attend to their internal
perceptions such as thoughts and emotions. No
eyeshade mask was used. A multidisciplinary team
supervised the dosing, including the psychiatrist
experienced in psychedelic research who adminis-
tered the substance and was seated in front of the
participant. The psychologist sat beside the partic-
ipant, while the nurse was seated on the other side.
The neuroscientist and a professional in training on
the protocol positioned themselves peripherally.
Physiological data (blood pressure, heart rate,
temperature) and electroencephalography data were
recorded, and saliva, blood, and respiratory samples
were collected. Acute subjective effects were as-
sessed using the Hallucinogen Rating Scale. Data
collections were conducted on the same day as the
dosing session.

Integration Sessions

Immediately after the safety dose, a 15-min
integration sessionwas conducted.After this, scales
were completed, vital signs were recorded, and
biological material was collected. Following a
clinical evaluation by the psychiatrist, and in the
absence of any contraindications, the full dose was
administered, followed by a 60-min integration
session consisting of a verbal debriefing (30 min)
and, optionally, the creation of a mandala drawing
(30 min). Integration was led by the psychologist,
with support from the psychiatrist. The integrative
process continued with an online session the fol-
lowingday (D1)andan in-personsessiononDay14
(D14), both lasting up to 60min. The clinical phase
of the protocol concludedwith amedical follow-up
(D14), lasting up to 30 min.
Integration sessions followed a semistructured

neurophenomenological script, progressing from
descriptive recall to more profound personal mean-
ing-making (Petitmengin, 2006). This approach was
applied progressively, with increasing complexity
both within each session and across the different
integration sessions. The process began with open-
ended questions aimed at expressing the immediate
experience, followed by detailed description, body
scanning, and emotional and reflective elabora-
tion and eventually reached more complex levels

of symbolic meaning-making and the cultivation
of existential sense. Themandala activity, guided
by the psychologist with expertise in transper-
sonal psychology and training in harm reduction,
provided a symbolic medium for nonverbal
expression. Participants were given a 45 × 45 cm
white sheet with a central circle and 50 crayons.
The resulting artwork depicted the psychedelic
experience.

Follow-Ups

Two hours after the second dose, the partici-
pants underwent a medical evaluation conducted
by the psychiatrist. Once deemed clinically stable,
they were optionally served a carefully prepared
lunch, adapted to individual dietary restrictions,
after which they were discharged in the presence
of a designated companion.
Follow-up assessments were conducted on

Days 1, 2, 7, 14, and 28 using standardized in-
struments. The psychometric scales used in the
study played distinct roles in assessing subjective
and functional aspects of the participants. The
World Health Organization Quality of Life as-
sessed quality of life across different domains; the
State-Trait Anxiety Inventory measured anxiety
levels; the Satisfaction With Life Scale investi-
gated the overall degree of life satisfaction; the
Positive and Negative Affect Schedule examined
the presence of positive and negative affects;
the Epworth Sleepiness Scale evaluated daytime
sleepiness; and the Hallucinogen Rating Scale
was used to measure the acute subjective effects
of the psychedelic experience, alongside clinical
interviews and adverse event monitoring con-
ducted by the psychologist and psychiatrist.

Thematic Analysis

This study applied thematic analysis to semi-
structured online feedback interviews conducted
28 days after the dosing session (D28). Thematic
analysis is one of themostwidely used qualitative
methods in health research, offering a flexible yet
rigorous approach to identifying, analyzing, and
interpreting patterns or themes within a data set
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1 The music was composed by the musician Raphael Egel
and comprised elements of electronic, harmonic, ambient,
and a curated selection of calming instrumental music to
guide the experience and create a climate of safety and
relaxation (https://www.raphael-egel.com).
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(Braun & Clarke, 2006; Nowell et al., 2017).
Interviews were guided by open-ended questions
designed to explore participants’ subjective experi-
ences of the clinical protocol, focusing on percep-
tions of safety, comfort, and support throughout the
various phases, from screening to the final integra-
tion session. These interviews were conducted by a
researcher who had not previously interacted with
the participants. The complete interview script is
provided in the Supplemental Material.
The first step involved transcription of the inter-

viewrecordings.Thisbeganwithfloating listening, a
technique in which the researcher listens to the tapes
without taking notes to gain a general impression
of the narrative (Terry et al., 2017). A second round
of listening was conducted with active attention to
identify relevant excerpts and initial meaning units.
Aprofessional academic transcription service comp-
leted a full verbatim transcription.
Following transcription, the process of gen-

erating codes began (Maguire&Delahunt, 2017).
Codes are labels assigned to specific excerpts in
the text that represent emerging concepts, such as
mandala or touch. These meaning units reflect
participants’ experiences and interpretations and
are used to organize the data systematically. Each
excerpt could be associated with one or multiple
codes, depending on its content and relevance.
Once the initial codes were generated, they

were grouped into broader themes. Themes cap-
ture more abstract, overarching patterns in the
data, emerging inductively from repeated engage-
ment with the coded material (Naeem et al., 2023).
For example, the theme “integration” comprised
several codes, including mandala, integration
strategies, and reflection. Themes were not defined
solely by frequency but also by relevance to the
research questions, depth of insight, and their
capacity to capture meaningful dimensions of the
participants’ experiences.
The themes underwent a process of refine-

ment through peer review and discussion among
three coresearchers: the lead graduate researcher
(Handersson Barros), his advisor (Draulio B.
Araujo), and his coadvisor (Lucas Maia). This
triangulation process aimed to improve inter-
pretative rigor by reducing individual biases
(Lauri, 2011). Through collaborative review, the
themes were adjusted to eliminate redundancies,
clarify boundaries, and ensure that each theme
accurately represented the underlying data.
The final themes were organized into four

overarching categories, each composed of several

subthemes aligned with the most relevant codes.
Dedoose (https://www.dedoose.com), a multi-
platform application that analyzes and processes
qualitative andmixed-methods research texts,was
used to support the thematic grouping process.
Participants’ perceptions of safety and comfort
throughout the intervention were central to the
analysis. Thematic connections were identified,
and their implicationswere explored in light of the
study’s objectives. The results are presented in
detail in the following section, with illustrative
quotes used to support and contextualize each
themeand subtheme.Eachquote is labeledwith an
alphanumeric code (e.g., S18) that corresponds to
the anonymous identification of the participant.
Additional citations are available as Supplemental
Material.

Transparency and Openness

The data that support the findings of this study
are available from the corresponding author,
DraulioB.Araujo, upon reasonable request.Due to
ethical and privacy considerations involving sen-
sitive clinical and psychological data, the data set is
not publicly available. Analytic methods and study
materials can also be provided upon reasonable
request to the corresponding author.

Results

Thematic analysis yielded 14 final codes, which
were refined through iterative review of partici-
pants’ narratives. These codeswere then organized
into four overarching themes that capture the
core dimensions of participants’ experiences: (a)
dosing, (b) setting, (c) safety and set-related as-
pects, and (d) integration. Figure 3 displays the
thematic map developed from this analysis, illus-
trating the four primary themes and their corre-
sponding codes presented as subthemes. Figure 3
displays the thematic map developed from this
analysis, illustrating the fourmain themes and their
respective codes presented as subthemes.

Dosing

This theme addresses the process of DMT
administration during the dosing session. The
goal of this session is to achieve a meaningful
psychedelic state through carefully calculated
and supervised doses, aiming to balance safety
with the potential for therapeutic benefit. In
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this case, the theme description is synonymous
with the code. The code specifically refers to the
method of substance administration using a tabletop
vaporizer.
Participants described their experiences with this

method, noting differences based on prior familiarity
with inhaling vaporized substances. For some, the
process was intuitive and well-tolerated; for others, it
required adjustment. Nonetheless, vaporization was
generally perceived as a noninvasive, comfortable,
and effective route of administration in the clinical
context:

It was different for me because I’d never inhaled by
vaporization before.… I thought the three seconds went
by very quickly, and the effect was actually almost
immediate. Before I lay down, I was already feeling the
effect.…Maybe with the inhalation method, the way it
was done, vaporized, it’s the method where the effect
comes faster, unlike the other methods I’ve tried. (S18)

This account illustrates the rapid onset of effects
and the participant’s recognition of vaporization as
an efficient administrationmethod.While inhalation
may not be effortless for all individuals, especially
those unfamiliar with vaporized delivery, using the
VolcanoMedic appeared to offer a standardized and
clinically appropriate solution.

Setting

This theme reflects how participants experi-
enced the physical and interpersonal environment
during the dosing sessions. It includes three dis-
tinct codes: perception of comfort regarding the
environment, number of people in the setting, and

physical and structural aspects.Collectively, these
codes capture how the design of the setting and
the presence of the research team contributed to
feelings of safety, calm, and familiarity throughout
the experience.

Perception of Comfort Regarding
the Environment

Participants frequently expressed a sense of ease
and emotional security in the dosing environment.
Even though the sessions took place in a hospital,
careful attention to aesthetic and symbolic elements,
such as lighting, natural textures, and meaningful
visual cues, helped transform the clinical space into
one that felt tranquil and inviting:

The environment itself is very welcoming, as I said,
when I entered the waiting room, it felt like I was at
home. It didn’t feel like I was in a hospital about to have
a DMT experience. So, it felt like I was in a familiar,
pleasant environment. (S13)

This account suggests that the environment
played a vital role in establishing psychological
safety, a key component for therapeutic psyche-
delic experiences.

Number of People in the Setting

Participants also commented on the number
of professionals present and their movement
within the room. The presence of a multidisci-
plinary team was generally perceived as well-
balanced, providing support and reassurance
without becoming intrusive. Prior briefing
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Figure 3
Thematic Map of the Qualitative Analysis Results

Note. Thematic map presenting the final results of the qualitative analysis, including the main themes and their respective
codes derived from participant interviews conducted 28 days after the dosing session. DMT = N,N-dimethyltryptamine.
See the online article for the color version of this figure.
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about who would be in the room and their roles
helped reduce anxiety and avoid feelings of
unpredictability:

There was no discomfort with the number of people, I
didn’t find the room crowded, in fact, I felt very safe.…
I think I had a spike in blood pressure and a very rapid
heartbeat during the second dosage, and I thought
exactly this: when there was a spark of anxiety, I just
reminded myself, “I am in the best possible place for
anything to happen.” So, it was very calm, the number of
people was ideal; if there had been more people, it might
have been problematic, but this number was per-
fect. (S11)

This account emphasizes that the right balance
between presence and discretion can enhance
participants’ sense of security during nonordinary
states of consciousness.

Physical and Structural Aspects

The third code captures how participants
experienced the room’s layout, lighting, and
temperature.Elements such as soft lighting, neutral
colors, and adjustable temperature contributed to
physical comfort, especially for participants more
sensitive to sensory input during the psyche-
delic state:

I liked the lighting; I thought it was really nice, just right,
and it didn’t hurt my eyes. When I come into contact
with these substances, I become very sensitive to
brightness. I imagined that this would bother me, and the
environment would be too bright there, but I found it to
be quite cozy and comfortable. (S03)

Participants were previously instructed to keep
their eyes closed during the experience; no eye-
shade mask was used. They also valued the size
and arrangement of the room, reporting that the
main room and the anteroom felt appropriately
designed for the experience.

Safety and Set-Related Aspects

This theme gathers participant reflections
on elements contributing to a sense of security,
trust, and emotional readiness throughout the
protocol. It comprises six interrelated codes:
screening, preparation, information, touch, phy-
siological aspects, and impressions regarding
the team.

Screening

Participants consistently emphasized the value
of the medical screening session as more than a

bureaucratic or clinical filter. This initial contact
with the psychiatrist, conducted in the exact
location as the dosing, was experienced as an
essential step in building trust, clarifying eligi-
bility, and reducing anticipatory anxiety:

The physical monitoring with the psychiatrist and
everything, I also found super important, because we
know it’s not for everyone. There are also some criteria
for whether you can use these substances or not. So, I
think this screening gave me a sense of security that it
was indeed happening. (S17)

Rather than merely a technical procedure,
screening helped establish an initial layer of safety
and confidence, supporting the participant’s deci-
sion to proceed with the study.

Preparation

The preparation phase was facilitated by the
psychologist and proved essential in fostering
rapport, security, and emotional comfort. Partici-
pants developed greater clarity and reassurance
about the process ahead through intention setting,
expectation management, and discussion of pos-
sible challenges:

It was essential to transmit security, I think they would
be able to convey that well. And so, I already had
knowledge of the experience, but the guidance on how
to face the difficult moments of the experience was very
important. (S22)

These sessions provided practical orientation
and emotional support, allowing participants to
enter the dosing sessionwith reduced anxiety and a
sense of trust in the process and the team.

Information

Participants highlighted the importance of
receiving clear, detailed information throughout
the study. The team’s transparency and care in
explaining procedures, equipment, and expecta-
tions were decisive factors in creating psycho-
logical safety:

They were always indicating what they were doing and
why, everything very neatly, so nothing was without my
consent, so to speak. They always, in each process,
explained why it was happening that way, so it was very
smooth. (S07)

This transparent communication helped prevent
confusion and surprise, reinforced participants’
senseof agency, and enhanced their comfortwithin
the protocol.
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Touch

Participants recalled the optional use of ther-
apeutic touch, prediscussed and consensual, as
a significant gesture during emotionally intense
moments. The simple act of holding a hand was
described as grounding and supportive:

I started feeling anguish, and the psychologist was by my
side. In that moment of distress, I fed into that anguish,
and it started transforming into something else, but I
managed to take control. The psychologist was by my
side, he saw the anguish showing onmy face, and he held
my hand, doing everything he had said he would do, like
touchingmy hand if he noticed something like that. (S13)

This somatic presence provided nonverbal
reassurance, reinforcing the coregulatory role of
the therapeutic alliance during peak psychedelic
states.

Physiological Aspects

Whilenot central tomost participants’narratives,
some reported minor physiological discomforts,
such as fatigue or basic bodily needs, which were
managed without distress:

I was also concerned about needing to pee at some
important moment, but I went to the bathroom, and it
was very smooth. (S05)

These accounts suggest that, though expected,
physical needs can momentarily surface during
altered states and should be anticipated in pro-
tocol design to ensure sustained comfort.

Impressions Regarding the Team

Participants repeatedly praised the clinical team’s
professionalism,attentiveness, andhumanpresence.
A key element highlighted was the team’s technical
expertise and personal or experiential understanding
of psychedelic states:

The fact that the psychologist also had contact with
psychedelics is fundamental, I would highlight that. You
need someone who really has. … I imagine all of you
have a good background in this area, to grasp the
nuances, and know what to ask. It was very smooth; I
think it was productive. He managed to talk about things
from the experience, but I also managed to talk about
things from my personal context, the moment when this
came into my life, and how those two moments
interacted—the broader movement and the moment of
the experience itself. (S11)

This sense of shared understanding, combined
with warm and nonjudgmental support, helped
participants feel deeply seen and cared for,

amplifying the emotional resonance and depth of
the experience.

Integration

This theme explores how participants reflected
on and assimilated their experiences in the days
and weeks following the dosing sessions. It in-
cludes four principal codes: integration as a
process, questionnaires as a tool for integration,
integration strategies, and mandalas.

Integration as a Process

Participants described the integration phase as
essential for understanding and translating the
DMT experience into meaningful personal in-
sights. Conversations with therapists were par-
ticularly valued for bridging the clinical protocol
and participants’ inner worlds:

I think this possibility, this help, I would say, with the
therapist to integrate the experience—I found that very
interesting, it really helped to give more meaning, you
know? I already had some psychedelic experiences, but
this integration work was very interesting, I thought it
was the highlight of the experience, of the protocol as a
whole. (S22)

These reflections show that integration exten-
ded beyond the formal structure of the study;
participants viewed it as a deeply personal pro-
cess that connected the research setting to their
own lives and goals.

Questionnaires as a Tool for Integration

Though initially unexpected, the repeated com-
pletion of questionnaires was reported as helpful
for reflection. Participants noted that the structured
questions offered an opportunity to revisit and
organize emotional and cognitive responses:

The questionnaires help in the same sense—they also
apply to what I was saying—they give you support so
that you can build reasoning around the experience in a
complete way. (S01)

This feedback suggests that psychometric in-
struments can be active in postsession integration
and serving research aims, mainly when used
alongside therapeutic support.

Integration Strategies

Participants also described various personal
integration strategies beyond those provided by

T
hi
s
do
cu
m
en
t
is
co
py
ri
gh
te
d
by

th
e
A
m
er
ic
an

P
sy
ch
ol
og
ic
al

A
ss
oc
ia
tio

n
or

on
e
of

its
al
lie
d
pu
bl
is
he
rs
.

T
hi
s
ar
tic
le

is
in
te
nd
ed

so
le
ly

fo
r
th
e
pe
rs
on
al

us
e
of

th
e
in
di
vi
du
al

us
er

an
d
is
no
t
to

be
di
ss
em

in
at
ed

br
oa
dl
y.

A
ll
ri
gh
ts
,
in
cl
ud
in
g
fo
r
te
xt

an
d
da
ta

m
in
in
g,

A
I
tr
ai
ni
ng
,
an
d
si
m
ila
r
te
ch
no
lo
gi
es
,
ar
e
re
se
rv
ed
.

A QUALITATIVE EVALUATION OF SAFETY, COMFORT, AND INTEGRATION 11



the protocol. These included writing, meditation,
body movement, and conversations with trusted
individuals. Such practices were seen as essential
to process the experience fully:

Therapy or talking to people who were aware and
understood what happens, who are open to discussing it.
That’s how it was. I wrote, on the same day I wrote a lot,
I read, anyway, I meditated. I also integrated in other
ways. (S17)

These accounts underscore that integration is
not a one-size-fits-all process. Participants drew
from personal habits and creative practices to
elaborate on the meaning of their experience and
apply it to their everyday lives.

Mandalas

The creation of amandala drawingwas offered
after the second dosing session as an optional
integration activity. All but one participant chose
to engage in this activity. Participants described
the process as intuitive, creative, and emotionally
resonant, helping express the aspects of the
experience that were difficult to verbalize:

I thought it was really cool; I didn’t expect to be offered
to make a mandala. But it was interesting because, in a
way, it elevated the DMT experience to a more spiritual
level and the relationship of these mandalas, these
symbols, with the issue of psychic development, personal-
ity development, individuation, from an analytical, Jungian

perspective. I’ve been making mandalas for a while, so for
me, it was really cool to talk a bit about them, about what
they represented for me, how they emerged during the
experience. I really liked it. (S23)

Figure 4 presents mandalas created by three
participants during the integration session follow-
ing the second administration of inhaled DMT,
illustrating individual symbolic elaborations of the
psychedelic experience andexpressing emotionally
condensed elements or aspects that are difficult to
verbalize.
The symbolic and visual language of themandala

provided a way to access and express nonverbal
insights. For some, it also evoked deeper layers of
meaning, connecting the psychedelic experience to
broader themes of everyday life.

Discussion

It is important to emphasize from the outset that
the primary aim of this study was not to validate the
protocol through between-group comparisons but
rather to provide a systematic description and an in-
depth analysis of the first-person therapeutic expe-
rience as lived by the participants. The scope of the
present study was intentionally centered on parti-
cipants’ subjective experience, captured through
qualitativemethods, rather thanon the assessmentof
physiological or biomedical safety outcomes; in this
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Figure 4
Symbolic Mandala Expressions During Psychedelic Integration

Note. Mandalas created by three participants (S27, S19, and S23) during the integration session following the second dosing
of inhaled N,N-dimethyltryptamine. Each drawing reflects individual symbolic elaborations of the psychedelic experience,
expressing emotionally condensed or challenging to verbalize elements. These images illustrate the diversity of visual
integration processes and highlight the mandala as a valuable expressive resource for meaning-making in nonordinary states
of consciousness. See the online article for the color version of this figure.
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context, safety-related data primarily refer to parti-
cipants’ own perceptions.
In this sense, the protocol presented advances

an approach within the medical and psychiatric
sciences that recognizes the epistemological value of
direct subjective experience. In psychotherapeutic
interventions, particularly those involving non-
ordinary states of consciousness, the patient’s lived
experience constitutes the core of the therapeutic
process rather than a byproduct (Yaden & Griffiths,
2021). Accordingly, the evidence presented here
is grounded in structured phenomenological data,
recurrent patterns of self-report, and clinical coher-
ence. Although between-group comparisons repre-
sent a well-established method for certain types of
inference, they do not constitute the only legitimate
pathway for the production of scientific evidence.
This studypresentsaclinicalprotocol forphysical

and psychological support for the administration
of inhaled DMT that emphasizes comfort, safety,
and integrative processes while offering a feasible
alternative to the prevailing PAP paradigm. Unlike
the extensive and resource-intensive structure of
PAP, the present protocol proposes a condensed,
nondirective model that preserves core therapeutic
principles while enhancing scalability and appli-
cability, particularly within public health systems.
A significant advantage of the proposed model

lies in its reduced structural complexity andcost.The
protocol consists of four in-personmeetings and one
online, prioritizing safety and psychological support
over formal psychotherapy. This approach is par-
ticularly relevant when working with DMT, a fast-
actingpsychedelicwhose intenseeffectsoftenhinder
coherent verbal communication during the peak of
the experience (Timmermann et al., 2019). Un-
like 3,4-methylenedioxymethamphetamine, which
typically allows for dialogue and psychotherapeutic
intervention during the session (Mithoefer, 2015),
the DMT experience unfolds within minutes. It re-
quires a support model emphasizing comfort, non-
invasiveness, and postsession integration.
Overall, the central elements of the physical

and psychological support protocol proposed here
converge with components widely described in
other models of psychedelic interventions, includ-
ing those presented by Griffiths (Johnson et al.,
2008), the clinical trials conducted by COMPASS
(Goodwin et al., 2022), and 3,4-methylenediox-
ymethamphetamine studies (Mitchell et al., 2021).
As in theseprotocols, thepresentmodel incorporates
preparation, dosing, and postexperience integration
sessions.However, it is distinguishedbyproposinga

more condensed structure,with a reducednumber of
formal preparatory and integration sessions, while
preserving essential therapeutic principles such as
therapeutic alliance, intention setting, and expecta-
tion alignment.
Among its innovations is the implementation

of two DMT sessions on the same day, consisting
of an initial safety dose followed by a full dose
after clinical evaluation, a strategy aimed at
riskminimization and progressive familiarization
with the nonordinary state of consciousness. The
protocol also proposes that a single psychologist
accompany the participant from the preparatory
session through the final integration session, in
contrast to the traditional therapeutic dyadmodel,
typically composed of onemale therapist and one
female therapist (Phelps, 2017), seeking to promote
continuity of the therapeutic relationship and greater
operational feasibility. In addition, it incorporates
the creation of mandalas as an expressive resource
within the integration process, aiming to facilitate
the symbolic integration of the experience.
Whereas earlier protocols often involve multi-

ple extensive preparatory sessions and formal
psychotherapeutic interventions during and after
the experience, the present protocol emphasizes
continuous clinical support, safety, comfort, and
brief, focused integration processes, seeking to
enhance feasibility, scalability, and potential imple-
mentation within public health systems without re-
linquishing elements considered fundamental for the
safe and ethically responsible conduct of psychedelic
interventions.
Another innovation of this clinical trial is the

inhaled administration of DMT. Previous clinical
studies with DMT alone have favored intravenous
administration (Gallimore & Strassman, 2016;
Strassman, 2001), which may contribute to par-
ticipant discomfort. Trypanophobia, which affects
over 60% of participants in clinical settings
(Alsbrooks & Hoerauf, 2022), can significantly
interfere with the subjective quality of psychedelic
experiences, especially by modulating the par-
ticipant’s “set” or internal state before dosing.
The inhaled route offers a noninvasive, more
comfortable alternative and is easier to integ-
rate into outpatient care models. Participants in
this study confirmed that the absence of needles
contributed to a greater sense of safety and re-
duced anticipatory anxiety, supporting findings
from the broader literature linking physical and
emotional comfort to psychological outcomes
(Devenot et al., 2022).
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Despite its advantages, inhalation also presented
specific challenges. Some participants reported
difficulties fully inhaling the vapor or experienced
coughing during administration. However, these
discomforts were transient and generally did not
impact the overall experience. The two-step dosing
design of the protocol, starting with a safety dose
followed by a full dose, appeared to mitigate
adverse effects and support participants’ adaptation.
This gradual approach is another innovation of the
protocol.
Another strength of this study is its attention to

duration and time efficiency. Comparedwith other
psychedelics, DMT induces a rapid and robust
experience that resolveswithinminutes to an hour,
depending on the route of administration (Barker,
2022). This pharmacokinetic profile is particularly
advantageous in public health settings, where the
ability to conduct shorter, focused sessions without
compromising intensity is logistically and eco-
nomically significant. While intravenous adminis-
trationmay offer tighter dose control, the inhalation
route used here achieved comparable experiential
depth with less burden on staff and infrastructure.
Thedesignof thephysical settingwasalsocritical

in promoting psychological safety. Literature has
long emphasized the importance of set and setting in
shaping psychedelic outcomes (Hartogsohn, 2022;
Leary et al., 1964). This study intentionally con-
figured the clinical room to resemble a therapist’s
office rather than a hospital suite. Efforts included
natural lighting, soft furnishings, and the absence
ofWhite coats among the psychology team, except
where clinically required. Although a few partici-
pants still experienced surgical imagery during
dosing, particularly during blood collection, these
were interpreted as symbolic and did not negatively
affect the overall session.
In terms of psychological preparation, the

protocol included screening for psychiatric risk
factors and a preparatory session focused on
reducing anxiety, familiarizing participants with
the environment and equipment, strengthening the
therapeutic alliance, setting intentions, aligning
expectations, and providing information about the
phenomenology of the experience and clinical
procedures. Training for managing challenging
experienceswas also included. These practices are
consistent with established recommendations for
preparatory sessions prior to psychedelic interven-
tions (Villiger, 2025). The preparatory sessions
also served as an opportunity to introduce somatic
and symbolic support tools, such as breathing

techniques, consensual touch, and the invitation
for participants to bring comfort objects, such
as amulets or items of personal symbolic value,
helping them feel more equipped to navigate
nonordinary states of consciousness. Participants
often described this phase as essential for buil-
ding rapport with the clinical team and reducing
anticipatory anxiety.
The inclusionof touch as a therapeutic resource

was also an essential element of the protocol.
Touch functioned as a grounding mechanism
during moments of emotional distress when used
appropriately and with prior consent. This aligns
with growing evidence supporting somatic in-
terventions in psychedelic care (Back et al., 2024;
Luoma et al., 2024; McNamee et al., 2023).
Participants reported that simple gestures, such as
consensually holding hands, provided a sense of
connection and emotional anchoring. It is important
to emphasize that touch was always discussed
beforehand and applied with clinical sensitivity,
reinforcing its role not as a standard intervention but
as a supportive tool.
The integration process was the most mean-

ingful component of the protocol, both in parti-
cipants’ subjective reports and in the broader
conceptual framework of psychedelic care.
Integration is widely recognized as essential for
translating transient psychedelic insights into
lasting psychological change (Bathje et al., 2022).
This study’s integration occurred onmultiple levels:
verbal debriefing, symbolic elaboration (through
mandala drawing), and structured reflection via
postsession questionnaires. This multimodal struc-
ture allowed participants to revisit and reframe their
experience, promoting emotional processing and
cognitive coherence.
The integration process adopted in this study,

grounded in a neurophenomenological approach,
represents a significant methodological advance-
ment in the context of contemporary psychedelic
research.Neurophenomenologyproposesadialogue
between first-person accounts (subjective reports)
and third-person data (neurobiological measures;
Maturana & Varela, 1987), allowing for a more
robust and multidimensional understanding of
the subjective transformations reported after the
psychedelic experience. This articulation bet-
ween subjective and objective dimensions is
particularly valuable in studies involving DMT.
Previous work has often highlighted the difficul-
ty of translating such experiences into clini-
cally meaningful contexts (Millière, 2017). By
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adopting neurophenomenology as an integrative
framework, the present protocol helps mitigate
this risk of discontinuity between experience and
therapeutic application, offering tools for parti-
cipants to transform intense symbolic and
affective content into elements useful for self-
reflection and psychological reorganization.
The use of mandalas as an integrative tool

reflects both historical and clinical precedent.
Rooted in analytical and transpersonal psychol-
ogy (Grof et al., 2019; Jung, 1972), the mandala
offers a symbolic container for nonverbal ex-
pression. In the context of DMT, where ineffa-
bility is a central feature (Barrett & Griffiths,
2018; Cott & Rock, 2008; Pahnke, 1963), par-
ticipants reported that the mandala helped them
externalize and reflect upon otherwise inde-
scribable elements of their journey. The present
study innovated by adopting a phenomenologi-
cal, not interpretive, approach: Psychologists
facilitated discussions without assigning symbolic
meaning, allowing the volunteer’s narrative to guide
meaning-making. This aligns with the Brazilian tra-
dition of art-based psychotherapy championed by
Nise da Silveira (Da Silveira, 1992), who empha-
sized the autonomy of the individual’s symbolic
world in clinical expression.
Beyondartistic tools, theprotocol also leveraged

structured questionnaires for postsession reflec-
tion. Although primarily designed for data col-
lection, participants noted that responding to these
instruments helped clarify their thoughts and con-
solidateemerging insights.Thisdual role, scientific
and therapeutic, highlights the potential of well-
designed instruments as part of integrative practice
(Frymann et al., 2022). Notably, the questionnaires
offered participants a private, introspective space for
articulating aspects of the experience that might not
have surfaced during verbal sessions.
Participants also described using personal inte-

gration strategies, such as meditation, body move-
ment, reflective journaling, and conversations with
peers or therapists. These self-directed practices
emphasize the individualized nature of integration
and support the notion that long-term incorporation
of psychedelic experiences is not confined to formal
settings (Pilecki et al., 2021; Robinson et al., 2024).
Without prescribing specific practices, the proto-
col’s encouragement of self-reflection during the
integration sessions appears to have created space
for personal agency in the integrative process.
In addition to expanding access and preserving

the subjectivedepthof the experience, the protocol

helps mitigate risks frequently associated with
psychedelic use, notably those related to postex-
perience dissociation (Schifano et al., 2019). The
inclusion of structured preparation and integration
phases, evenwithin a nondirectivemodel, reduces
the likelihood of adverse effects (Feduccia et al.,
2023). The continuous presence of trained pro-
fessionals, albeit in a low-directiveness stance,
promoted a greater sense of safety, while the focus
on postsession integration provided essential sup-
port for assimilating emerging content, as reported
by some participants. In this way, the protocol
balances comfort and safety, allowing intense ex-
periences to be lived safely, with minimized risk of
adverse effects, especially among participants who
were prescreened, prepared, and deemed fit for the
process.
Despite its contributions, this study presents

limitations. First, it involved a nonclinical sample
composed of healthy volunteers with prior psy-
chedelic experience, which limits the generaliz-
ability of the findings to clinical populations,
such as individualswithdepression.This sampling
choice, however, was deliberate and ethically
grounded, as the study corresponds to a Phase I
clinical trial. At this initial stage of investigation,
the recruitment of healthy volunteers with prior
experience with the substance was adopted as a
risk-minimization strategy, in accordance with
ethical principles and international guidelines
(Johnson et al., 2008) for psychedelic research,
reducing the likelihood of unexpected adverse
reactions in individuals who were completely
naïve to the experience. Furthermore, although the
mandala and questionnaire tools proved valuable,
the absence of a control group limits the ability to
isolate their specific effects. Additional limitations
include the overlap of roles between researcher
and therapist, which may introduce bias in session
facilitation and data interpretation; participants’
prior exposure to psychedelics, which could influ-
ence expectations and subjective reports; and the
lack of a comparative arm, making it difficult to
directly assess the relative effectiveness of the
proposed protocol.

Conclusion

This study presents a novel, resource-efficient,
and participant-centered protocol for administering
inhaled DMT in a clinical setting. By prioritizing
noninvasiveness, physical and emotional comfort,
and structured integration, the protocol provides a
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feasible model for future psychedelic interventions,
particularly within public health systems. Key ele-
ments, such as using the inhalation route, prepara-
tory sessions, touch-based support, and symbolic
tools like mandalas, contributed to a sense of safety,
autonomy, and meaning-making throughout the
experience. As interest in the therapeutic use of
psychedelics grows, the development of accessible,
ethically grounded, and integrative models like this
onewillbeessential for translatingscientificpromise
into real-world mental health care.
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