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ReSPCT Guidelines 2025 Explanatory Document 
 
Introduction 
 
The Reporting of Setting in Psychedelic Clinical Trials (ReSPCT) Guidelines 2025 were produced by an international Delphi 
consensus study regarding the most important extra-pharmacological factors in psychedelic clinical trials. Extra-
pharmacological factors refer to the contexts that a psychedelic drug is administered in, commonly described as “(mind)set 
and setting” (Hartogsohn, 2017). These guidelines are designed to facilitate the standardized reporting of such contextual 
variables in clinical trials and to generally foster rigorous research on the influences of contexts on psychedelic drug effects.  
 
The following explanatory document is complementary to the published guidelines, which are reproduced below and 
available as a fillable document as an appendix to the main publication. This document is intended as a guide for clinicians 
and researchers to better understand and report the most important contextual influences on psychedelic drugs as per the 
consensus established by the ReSPCT Delphi study.  
 
Each item should be reported in publications of clinical trials involving psychedelic drugs, either in the main article or as 
supplementary information, towards increasing the validity and transparency of this growing body of literature. In the case of 
multisite studies, it is recommended to report differences in individual sites regarding these items (e.g. through a photograph 
of the unique dosing locations). 
 
The first three categories of the guidelines pertain to essential elements of the trial that may be understood as the ‘setting’ 
variables. They should be directly recorded and reported by the study team. 
 
The last category pertains to key elements of the participant experience, which may be described as ‘(mind)set’ variables. 
These items are, by definition, more subjective, and individual-dependent than the items of the first three sections, and thus 
require more consideration for their evaluation. They can be assessed via standardized questionnaires, potentially at multiple 
timepoints, and/or by participant interviews. Examples of existing standardized measures are provided for each item in this 
section. Given that these items place additional burdens on study teams and participants, they are not considered obligatory 
for all psychedelic clinical trials but warrant consideration. 
 
In this document, each item is accompanied by an explanatory paragraph with relevant citations where available, suggested 
reporting prompts, and representative quotes from the Delphi study experts that motivated the item’s inclusion in the 
reporting guidelines. 
 
Although designed specifically for psychedelic clinical trials, these contextual items may warrant consideration and reporting 
in other forms of research, including clinical trials involving other psychoactive substances and observational or cross-
sectional studies of psychedelic drugs. 
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The ReSPCT 2025 Guidelines 
Item Item 

Number Item details 

Physical environment 

Location  1 Location of the trial, and whether indoors/outdoors and urban/rural/suburban.  

Ambiance  2 Room ambiance curated by the study team.  

Access to nature 3 Sources of nature or natural elements that are physically or visually accessible to participants. 

Objects and decorations 4 Objects and decorations in the room.   

Lighting 5 Room lighting and adjustability.  

Sensory reduction 6 Sensory reduction used, such as headphones and eyeshades. 

Bathroom facilities 7 Level of bathroom accessibility and privacy.  

Dosing session procedure 
Number and roles of 
people present 8 Number and roles of people present, including participants, study staff and informal support. 

Positioning 9 Relative position of people in the room, and what participants were positioned on (e.g., bed, mat, 
couch). 

Focus and main 
activities 10 Focus (internal or external) and main activities of the dosing session.  

Music or soundscapes 11 Music or soundscapes that accompanied the dosing experience. 
Interpersonal 
interventions 12 Verbal or physical interpersonal interventions used throughout the session, and how consent was 

obtained. 
Participant autonomy, 
control, and agency 13 Level of participant control and agency over activities and environment of the dosing session. 

Dosing regimen  14 Dosing regimen, including drug dose(s), frequency, route of administration and length of the 
dosing session.  

Medical and 
experimental 
procedures/assessments 

15 Medical and experimental procedures or assessments performed during the dosing session.  

Pre- and post-dosing 
protocol 16 Activities that took place immediately prior to- or post-dosing, including participant arrival and 

release conditions. 
Potential disturbances or 
interruptions  17 Disturbances or interruptions that may have impacted the quality of the dosing session.  

Therapeutic framework and protocol 
Therapeutic/guiding 
approach 18 Therapeutic/guiding approach used throughout the study, if any, with the accompanying manual or 

protocol.  
Narrative framing 19 Framing of the trial intervention by the study team, including the short- and long-term drug effects. 

Number of sessions 20 Number and length of preparation, dosing, and integration sessions. 

Preparation protocol 21 Activities performed during the preparation sessions. 

Integration protocol 22 Activities performed during the integration sessions.  
Additional 
support/follow-up 23 Formal or informal support or follow-up offered to participants after the end of the trial. 

Study personnel 
qualifications  24 The credentials, training, and expertise of personnel providing the study intervention or care. 

Cultural competence and 
safety 25 Study team's level of cultural competence and efforts towards cultural safety.  

Subjective experiences 

Therapeutic alliance   26 Therapeutic alliance between participants and facilitators throughout the intervention. 

Trust 27 Participant's level of trust throughout the intervention. 

Physical comfort 28 Participant's level of physical comfort during the dosing session. 

Physical safety 29 Participant's sense of physical safety during the dosing session.  
Psychological and 
cultural safety 30 Participant's sense of interpersonal safety with the people present during the session. 
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Dosing environment 
 
Item 1. Location 
 
Specific location of the trial, and whether indoors/outdoors and urban/rural/suburban. 
 
Drug experiences are known to be influenced by the physical environment in which they take place. Whereas many 
traditional, underground and recreational usages of psychedelics involve outdoors and nature-based settings (Lawlor, 2013), 
clinical trials typically occur indoors due to the control, safety, predictability, and privacy offered by such environments 
(Cooley et al., 2020). Beyond being indoors or outdoor, the specific site location (e.g., a hospital room vs. a retreat center) 
and its greater surroundings (urban vs. rural) may have psychological effects on participants before, during, and after their 
psychedelic experience(s) (Studerus et al., 2012).    
 
Suggested reporting questions:  
• Did dosing sessions take place indoors or outdoors?  
• Where did the intervention take place? For instance, in a private clinic, a hospital, a retreat center, an academic 

institution, a private residence, or in a natural setting. 
• What were the broader surroundings? For instance, urban, suburban, rural, or remote.   
 
Selected relevant quotes of Delphi consensus process experts:  
• “Outside trip room environment - e.g., is it conducted in a psychedelic clinic or a hospital or someone's living room?”  
• “A hospital/medical setting might instill greater trust and comfort in some, while for others it could influence the 

emotional or visual nature of their experience in different ways.”  
• “Regarding surroundings: "[...] compare the crime-ridden streets around Johns Hopkins with passing by sheep on green 

pastures on the way to the Psychiatric Hospital in Zurich.”  
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Item 2. Ambiance 
 
Room ambiance curated by the study team. 
 
In addition to the physical location of a trial, the study team may intend to curate a specific ambiance or atmosphere for the 
dosing space. For instance, a hospital setting may be considered highly medicalized or anxiogenic (Eisner, 1997), but be 
adapted to instill a sense of warmth or peace. Indeed, psychedelic-assisted therapy trials often occur in rooms within medical 
or academic institutions that have been setup to create ‘living-room like’ atmospheres (Johnson et al., 2008; Noorani, 2021). 
Conversely, trials that involve significant physiological measurements or neuroimaging may necessarily convey ‘clinical’ or 
‘medical’ ambiances (Studerus et al., 2012), and trials investigating traditional indigenous settings may foster ‘ceremonial’ or 
‘shamanic’ ambiances (Loizaga-Velder & Verres, 2014; Sapoznikow et al., 2019).  
 
Suggested reporting questions:  
• Was a particular ambiance curated by the study team? For instance, medical/clinical or purposefully de-medicalized? 
• Was there a particular guiding aesthetic to this ambiance? For instance, nature-inspired, psychedelia-inspired, 

ceremonial/shamanic, or living room/home-like? 
 
Selected relevant quotes of Delphi consensus process experts:   
• “The intention the study team had in setting up the room - what overall ambience did they want to achieve?” 
• “Medical vs. home vs. shamanic setting; if medical setting, does the room look like a hospital room?” 
• “Feel of the room - Needs to have a calm aura and feel welcoming.” 
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Item 3. Access to nature 
 
Sources of nature or natural elements that are physically or visually accessible to participants. 
  
Psychedelic effects are thought to have particularly strong interactions with nature, in ways that have potential impacts on 
psychedelic experiences and on health-related outcomes, including psychedelic-induced increases in ‘nature-relatedness’ 
(Kettner et al., 2019). Nature-based settings are also known to have psychologically soothing properties in-and-of 
themselves, which may be amplified by psychedelic drug effects and/or complement the effectiveness of psychedelic 
therapies (Gandy et al., 2020). In Indigenous contexts, nature is often at the center of psychedelic ritual (Williams & Brant, 
2023). Although clinical trials are less often conducted outdoors, indoor research settings may offer visual or physical access 
to nature, and/or be decorated with reminders of the natural world. 
 
Suggested reporting questions:  
• Were any sources of nature present during dosing sessions? If so, what types?  

o Visual access to nature, for instance, through a window. 
o Natural elements, like plants or flowers. 
o Other reminders of nature, like nature-based art and photography. 
o Biophilic design elements designed to mimic the feeling of being outdoors. 

• Did participants have physical access to nature? For instance, did treatment or other sessions take place outdoors or were 
participants able to go outside during the session? 

 
Selected relevant quotes of Delphi consensus process experts:   
• “Access to nature or view of nature – Given typically increased nature-relatedness, this is an important factor.” 
• “From my way of understanding, natural elements have a spirit, as important as humans in the psychedelic setting.” 
• “Presence of nature – Experiences with nature are often highly meaningful for people who take part in experiences or 

ceremonies within or adjacent to natural scenery. Although the majority of scientific trials take place indoors, many 
treatment sites attempt to approximate this effect by including plants or decorations that mimic natural scenery.” 
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Item 4. Objects and decorations 
 
Objects and decorations in the room.  
 
The ambiance curated by the study team (Item 2) partly relies on the objects and decorations included in the dosing 
environment (Langlitz, 2013). Item 4 allows the study team to detail such objects, to convey a sense of the physical dosing 
space and to describe the main visual stimuli exposed to participants during dosing sessions. Such objects may influence the 
nature of the psychedelic experience itself (Johnson, 2020), with such effects dependent on participants’ sociocultural 
backgrounds and previous life experiences (Williams et al., 2020). Item 4 may be reported in written form, and/or with 
photographs of the dosing environment.    
 
Suggested reporting questions:  
• What were the salient objects and decorations in the dosing space?  

o For instance, artwork, altar/center, books, candles, photographs, statues, effigies, ritual objects, or blankets. 
• What were the desired connotations and/or purposes of these objects?  

o For instance, religious, spiritual, psychedelic, ceremonial, grounding, or personally/culturally meaningful. 
• Were participants given the opportunity to bring familiar objects?  
• Was cultural diversity considered in the choice of objects and decorations?  
 
Selected relevant quotes of Delphi consensus process experts:   
• “What is the predominant aesthetic and are there objects with connotations in the setting (spiritual; substance-related 

such as mushrooms etc.); corporate identifying objects.” 
• “Personalized or impersonalized space - participant's own home versus a novel space, opportunity to bring familiar 

objects or surrounded by unfamiliar stimuli.” 
• “Options for the use of ritual objects - The importance of this factor really depends on the participants. If your group is 

mostly Indigenous, or has animist leanings, having ritual objects such as feathers, shells for smudging, and more could 
be very important.” 
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Item 5. Lighting 
 
Room lighting and adjustability. 
 
Lighting is known to impact mood (Kong et al., 2022) and research has found that subjects under the influence of psilocybin 
report specific lighting preferences, such as for dimmer light at peak drug effects (Fischer et al., 1969). Furthermore, 
psychedelic users report the level of lighting can influence the emotional content of psychedelic experiences (Palmer & 
Maynard, 2022), potentially enhancing or supporting psychedelic experiences.  
 
Suggested reporting questions:  

• Was the lighting bright, dim, or dark during dosing session? 
• Was the lighting natural or artificial? 
• Was lighting adjustable? If so, by what means? For instance, by dimmers, lamps, blinds, or curtains? 

 
Selected relevant quotes of Delphi consensus process experts:   
• “I think it's important to be able to control the artificial lighting (e.g., dimmer switch) and external natural light (e.g., 

block out blinds).” 
• “Lighting can generally have a profound effect on mood and emotional regulation, as well as the aesthetic quality of a 

space. Poor lighting could derail a psychedelic experience.” 
• “All psychedelics I have worked with provide different visions depending on the light.” 
 
 
 
  

https://doi.org/10.1038/s41591-025-03685-9


ReSPCT Guidelines 2025 Explanatory Document                Version 1.0  
Pronovost-Morgan C, Greenway KT, Roseman L, The ReSPCT Experts. An international Delphi consensus for reporting of 
setting in psychedelic clinical trials. Nat Med. 2025. https://doi.org/10.1038/s41591-025-03685-9 
 

 11 

Item 6. Sensory reduction 
 
Sensory reduction used, such as headphones and eyeshades. 
 
Blindfolds, headphones, and other tools that reduce external sensorial input have been shown to influence the 
phenomenology of drug experiences (Swanson, 2018). For instance, closed-eye and open-eye perceptual changes induced by 
serotonergic psychedelics (Kometer & Vollenweider, 2018) or ketamine (Garel et al., 2023) can significantly differ. 
Similarly, the use of immersive audio-listening equipment such as headphones are thought to lead to more ‘inner 
experiences’ by reducing the impacts of external sounds as well as interactions between participants and practitioners 
(Garcia-Romeu & Richards, 2018). Many, but not all, psilocybin-assisted psychotherapy trials provide blindfolds and 
headphones to participants, and encourage them to employ them for most of the treatment session (Johnson et al., 2008). 
Protocols relating to sensory reduction will be crucial to specify given their potential impact on the psychedelic experience 
(Langlitz, 2013; Oehen & Gasser, 2022).     
 
Suggested reporting questions: 
• Were blindfolds provided? If so, what variety? 
• Were headphones provided? If so, what variety? 
• Were participants actively encouraged to make use of blindfolds and/or headphones throughout dossing sessions? Were 

there any restrictions as to how long they could go without them? 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Whether an eyeshade is employed, its type/quality, and rules around adherence to eyeshades (e.g., whether participants 

are strongly encouraged to keep eyeshades on) can be significant to participant experiences.” 
• “Sensory isolation, such as the use of eye masks or earplugs, can help participants focus on their inner experiences and 

reduce external distractions, leading to potentially deeper and more transformative experiences.” 
• “I think some people might find the goggles and headphones to feel quite claustrophobic.” 
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Item 7. Bathroom facilities 
 
Level of bathroom accessibility, privacy, and safety.  
 
Psychedelic substances can induce feelings of disorientation and confusion in unfamiliar environments or with unfamiliar 
people. In psychedelic studies, this may occur when participants only have access to bathroom facilities that are removed 
from the insular dosing space. Researchers from the Johns Hopkins Center for Psychedelic and Consciousness Research 
reported such an incident, whereby a volunteer felt confused while in the bathroom during a dosing session (Carbonaro et al., 
2016). They since adjusted and detailed their protocol to ensure bathroom accessibility and safety, providing an example of 
how this may be reported in the literature.  
 
Suggested reporting questions:  
• How close or far were the bathroom facilities in relation to the dosing space?  
• How accessible were the bathroom facilities? 
• How private were the bathroom facilities? Did participants have to interact with the “outside world” and/or individuals 

outside of the study team on their way to or from the bathroom?  
• Were there any measures in place to ensure the safety of participants while they used the bathroom?  
 
Selected relevant quotes of Delphi consensus process experts: 
• “As a participant, I had to walk down a common hallway to use the bathroom (escorted), that felt awkward.” 
• “Really important that safe and easy access to toilets is had, not leaving the safe cocoon of the treatment room to be 

thrust into harsh clinical environments.” 
• “I worked at a site in which the toilet was in the hospital's waiting room, and was shared with the general public. That 

didn't work well.” 
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Dosing session procedure 
 
Item 8. Number and role of people present 
 
Number and roles of people present, including participants, study staff and informal support.  
 
An individual’s interpersonal environment, whether in a mainstream healthcare setting like a hospital or in a recreational or 
ceremonial space, is known to strongly impact the nature of their experience and its outcomes. The interpersonal 
environment, which includes the research team, the staff and other patients/participants, as well as carers, friends, and family 
members, was cited in a qualitative study on hospital in patients’ experience as the main source of their sense of safety during 
their admission (Barrow et al., 2023). In psychedelic research, studies show that group-based psychedelic dosing sessions can 
instate a sense of intense ‘togetherness’ and ‘shared humanity’, otherwise known as ‘communitas’, which is related to long-
term beneficial outcome, e.g., (Kettner et al., 2019). Given the strong impact of the interpersonal environment on participant 
outcomes, Item 8 serves to outline who was in the room with participants under the influence of psychedelics, and the role 
they served.  
 
Suggested reporting questions:  
• How many people were present during dosing sessions?  

o How many participants?  
o How many facilitators or guides (per participant)? 
o How many study staff, such as medical staff and researchers?  
o How many informal supports, if any (friends, family, peers)? 

 
Selected relevant quotes of Delphi consensus process experts: 
• “Who is present and role of those present.”  
• “Informal supports around the participant – family, friends – vs. formal supports around the participant – medical 

providers, therapists etc.”  
• “How many people in the room during the session? – Both in terms of how many subjects taking the substance (or if it’s 

an individual session), as well as in terms of how many researchers.” 
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Item 9. Positioning 
 
Relative position of people in the room, and what participants were positioned on (e.g., bed, mat, couch). 
 
There is little published in the literature on how individuals’ physical positioning may impact psychedelic experiences. Item 9 
explores the configuration of the individuals present in the dosing session. It encourages the study team to report on the 
relative positioning of facilitators to participants, and of participants to each other in the context of group sessions. It also 
details participants’ individual position (e.g., sitting or supine) and what they were positioned on (e.g., a chair or a bed).  
 
Suggested reporting questions:  
• How were facilitators positioned relative to the participants?  
• If sessions were conducted in groups, what was the participant configuration?  
• What were individual participants’ position for most of the dosing session? For instance, sitting, supine, or reclined? 
• What were participants positioned on? For instance, a bed, sofa, mattress, or rug?  
• Could participant change positions throughout the session? 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Position of the participants relative to the setting – Fundamental to know who sits where and besides who. This can 

balance the shape of the space (do a circle in a square room).”  
• “Physical placement of therapists relative to client – Important for understanding the level of perceived proximal support 

for client during their experience.”  
• “It is important to feel comfortable, safe and be able to choose the position you want to be in throughout the trip. I felt a 

bit constrained only having a hospital type bed to lie on.”  
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Item 10. Focus and main activities 
 
Focus (internal or external) and main activities of the dosing session. 
 
The focus of a psychedelic dosing session will influence the nature of the activities offered to participants under the influence 
of psychedelics, and in turn, impact their experience. For instance, a session with an inward focus may encourage participants 
to pay attention to what arises internally, while lying down, eyes closed, listening to music (Grof, 1980; Johnson et al., 2008). 
Participants may also be advised to refrain from verbalizing the experience until the end of a dosing session (Gasser et al., 
2015). Conversely, in more outward-focusing sessions, participants may be encouraged to verbalize or discuss the experience 
as it unfolds, as is often the case in MDMA-assisted therapies (Mithoefer, 2017), or to interact with others/their environment 
through activities like sharing, chanting, dancing, or walking through nature in more traditional and/or group-based contexts. 
 
Suggested reporting questions:  
• Did the psychedelic dosing sessions generally have an inward or outward focus?  
• If inward, how was this achieved?  
• If outward, how was this achieved? 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Open or closed nature of activity/ experience in session – freedom to act/ experience in any way versus an agenda set 

(therapeutic discussion, completing tasks).”  
• “General structure and participant activities during dosing sessions (i.e. all eyes-closed music listening vs 

conversations/sharing vs conducting measurements vs singing/chanting/dancing vs walking through nature, …).”  
• “Experience is inevitably greatly affected by whether the experience is social, solo, or solo-but-witnessed/shared.”  
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Item 11. Music or soundscapes  
 
Music or soundscapes that accompanied the dosing experience. 
 
Music is likely the best studied setting variable in psychedelic research. It has been qualified as the ‘hidden therapist’ for the 
central role it plays in psychedelic therapy, alluding to how it may help participants work through difficult emotions (Eisner, 
1997; Kaelen et al., 2018), and to generally guide the nature of the experience itself. Previous studies suggest that the effects 
of LSD, among other psychedelics, are amplified by music (Jobst et al., 2021; Preller et al., 2017). Qualitative studies show 
that participants describe music as conduit that enabled them to surrender to painful memories or emotions (Breeksema et al., 
2020). In Western psychedelic research, music is often employed to potentiate psychedelic drug effects, to elicit personally 
meaningful experiences by intensifying emotions and mental imagery, and to provide non-verbal structure and grounding for 
the unfolding internal process (Barrett et al., 2018; Kaelen et al., 2018). In traditional indigenous contexts, music is often a 
live performance, in the form of chants or songs accompanied by instruments, and is considered the conduit through which 
the psychedelic ritual unfolds (Jerotic et al., 2024; Sabina, 2003).  
 
Suggested reporting questions:  
• What sounds or music were employed during dosing sessions? 
• Was the music live or recorded? If recorded, is the playlist available? 
• Was music played with speakers and/or headphones? 
• Were there periods of silence? 
• Did participants choose the music? Was it familiar or unfamiliar to them? Could they choose silence? 
• What qualities of the music were curated, such as emotionality, lyrics, genre, arc, tempo? 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Sound(s) – E.g., silence vs natural/ambient sounds vs music vs other; what types of music (if used) and who 

selected/controlled it; how music/sounds were heard (headphones vs speakers vs something live); etc. All should be 
specific enough to support replication.” 

• “Music has been consistently identified by clinical trial participants as central drivers of their experiences during dosing 
sessions.”  

• “Playlist – This needs to prepared with participant(s) in mind and when possible, chosen by a participant. Spaces for 
silence can also be really important.”  
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Item 12. Interpersonal interventions 
 
Verbal or physical interpersonal interventions used throughout the session, and how consent was obtained.  
 
Interpersonal interventions, whether verbal or physical, are common features of psychedelic-assisted therapy sessions. The 
use of verbal interventions varies greatly across study groups, depending on the therapeutic model, the substance used, the 
population treated, and the individual participants/facilitators themselves, potentially ranging from simple ‘check-ins’ to 
consistent conversations during dosing sessions.  
 
Physical interventions, including physical touch and bodywork, are sometimes used in psychedelic-assisted therapy. Physical 
touch may involve facilitators offering to hold participants’ hand, foot, or shoulder in moments of distress (Guss et al., 2020; 
McCabe, 1977), whereas some types of body work involve body contact that is aimed at “intensifying and thereby releasing 
body tension and pain”, by giving subjects something to “push against” (Oehen et al., 2013). Although facilitator-participant 
touch is thought to play an important role in psychedelic work, from the perspective both of participants (Johnson et al., 
2008) and clinicians (e.g., Mithoefer, 2017), there is a lack of research in this area. Of note, this unique practice involves 
heightened ethical risks, given that psychedelic’s mind-altering properties may impair participants’ autonomy and capacity to 
consent to touch (Brennan et al., 2021; Lee et al., 2024). For this reason, and in the context of early and recent instances of 
sexual violations in the field (McNamee et al., 2023) (MAPS, 2019), it is essential for researchers to outline how consent was 
obtained and how these ethical risks were mitigated (Butler et al., 2023; Lee et al., 2024). The Yale manual of psilocybin-
assisted therapy for depression provides an example of reporting a touch-related consent protocol (Guss et al., 2020). 
 
Suggested reporting questions:  
• What types of interpersonal interventions (physical or verbal) were used throughout the session?  
• If physical, what types? For instance, physical touch or ‘body work’?  
• If verbal, what types? For instance, verbal check-ins, instructions, guidance, mantras, or conversations with participants?   
• How frequently were these interventions employed?  
• How was consent obtained prior to initiating physical interventions?  
 
Selected relevant quotes of Delphi consensus process experts: 
• “What the persons involved (guides etc.) are verbally and non-verbally doing (or not doing).”  
• “What kind of interaction takes place between the research team and the subjects during the acute effects of the 

substance? (is there therapeutic intervention? Is there touch? Is the team only supportive in case of difficulties?)”  
• “Exploring about touch in consent with the client beforehand.”  
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Item 13. Participant autonomy, control, and agency 
 
Level of participant control and agency over activities and environment of the dosing session.  
 
A survey by Carbonaro et al. (2016) found that individual-led changes (such as changing locations or changing the music 
environment) can be successful in softening challenging experiences with psilocybin mushrooms. Furthermore, meta-analytic 
evidence demonstrates that incorporating participant preferences into therapeutic interventions can improve therapeutic 
outcomes (Kowalski & Mrdjenovich, 2013), including exploring participants’ musical preferences in psychedelic-assisted 
treatments (Garel et al., 2023). On the other hand, clinical trials investigating a particular intervention may not be amenable 
to personalization (Davis, 2023). Research teams are encouraged to report if and how participants were able to express 
agency and autonomy during the trial.  
 
There is some overlap between this item and previous items as participant control may entail modifying lighting (Item 5) or 
music (Item 11), for instance. This item differs from previous items in that it is specifically focused on the ways in which 
participant control and choice are implemented, rather than the particular contextual element that are being modified. 
Additionally, it may facilitate the reporting of extra-pharmacological elements that are not specifically reported elsewhere, 
such as temperature. 
 
Suggested reporting questions:  
• How much control did participants have over their movements and behaviors during dosing sessions? For instance, were 

they encouraged to stay supine or could they change body positions to stand, walk, dance, or change locations?  
• How much control did participants have over the physical environment of the dosing sessions? For instance, could they 

personalize it with some of their own objects or were they involved in room decoration, lighting, temperature, or smells?  
• How much control did participants have over their level of sensorial exposures? For instance, could they decide whether 

or not to employ eyeshades, or the volume of music?  
 
Selected relevant quotes of Delphi consensus process experts: 
• “The degree of participant autonomy and control over the experience, including the ability to make choices about their 

environment and behavior during the experience.”  
• “Every aspect of the setting should be flexible during the experience. I.e. If the px wants the lights brighter/dimmer, the 

music louder/softer/off all together, wants to have eyes open/uncovered. Obviously so long as it doesn’t endanger them 
and is feasible to accomplish.” 

• “The possibility to freely choose one’s own activities is crucial. Otherwise, the individual may feel constricted or 
stressed which is highly unpleasant in psychedelic states.”  
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Item 14. Dosing regimen 
 
Dosing regimen, including drug dose(s), frequency, route of administration and length of the dosing session.  
 
This item encourages the detailed reporting of the dosing regimen employed in a given psychedelic clinical trial. Although 
details of pharmacological interventions, such as dosages and routes of administration, are already reported in clinical trials 
as per stadnard practice, this item encourages the reporting of greater details to account for different dosing practices across 
psychedelic clinical trials. For instance, the length and timing of the psychedelic dosing session. 
 
Suggested reporting questions:  
• How long was the dosing session? Did it start in the morning or afternoon? 
• What was the drug dose and route of administration? For instance, oral, intramuscular, subcutaneous, sublingual, or 

inhaled? 
• What was the frequency of administration? For instance, a single dose versus multiple doses or optional ‘top-ups’, and 

continuous versus intermittent? 
 
Selected relevant quotes of Delphi consensus process experts: 
• “I would expect to see items relating the dose (low-high) dose frequency (how many doses on a session-day or weekend) 

and route of administration.”  
• “It might be important to understand when the drug(s) was/were administered and how (e.g., a continuous IV dosing of 

DMT for 1 hour is different than a bolus at time X [...]).”  
• “The time of day of the trial can influence what a person has already experienced that day, what they have eaten, how 

tired they are, how present they can be.”  
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Item 15. Medical and experimental procedures or assessments 
 
Medical and experimental procedures or assessments performed during the dosing session.  
 
The heart rate and blood pressure of participants are commonly monitored in the context of psychedelic clinical trials given 
that most psychedelics can have stimulatory hemodynamic effects. Similarly, drawing blood samples from participants is 
relatively common in order establish substance pharmacokinetics or the plasma concentration of certain biomarkers in 
relation to the administration of psychedelic substances (Vogt et al., 2023). Participants in research trials are often also 
required to complete numerous tasks and questionnaires. These medical/experimental interventions require visible 
equipment, require time, and ask participants to make various efforts. They may be experienced as invasive or annoying for 
some or reassuring and meaning-laden for others. Such interventions have recently been shown to influence the course of 
participants’ dosing experience (Roseman et al., 2024).  
 
Suggested reporting questions:  
• What medical procedures, if any, were performed during the dosing session? For instance, monitoring vital signs, taking 

blood samples? 
• What experimental assessments, if any, were performed during the dosing session? For instance, visual analogue scales, 

questionnaires, neuroimaging, or other experimental tasks?  
• When were these medical/experimental assessments performed?  
 
Selected relevant quotes of Delphi consensus process experts: 
• “Requirement for behavioral or physiological measures (presence of questionnaires, computers, imaging, etc).”  
• “Timing of research questionnaires in relation to the dosing.”  
• “Blood drawing and neuroimaging can be disturbing elements during the experience.”  
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Item 16. Pre- and post-dosing protocol 
 
Activities that took place immediately prior to- or post-dosing, including participant arrival and release conditions.. 
 
There have been different approaches to supporting participants logistically, physically, and emotionally immediately prior to 
and after psychedelic dosing. For instance, participants may receive a detailed overview of the day’s activities, have access to 
quiet spaces for relaxation after the session, or receive assistance in arranging transportation back home at the end of the day. 
Related activities may include familiarizing participants with the space and objects that will be used during dosing, 
performing opening or closing rituals, or the provision of food or beverages during actual dosing sessions. This item details 
how participants were supported on the day of a dosing session prior to beginning the session and after the psychedelic 
experience has taken place.  
 
Suggested reporting questions:  
• What activities took place prior to participants ingesting the psychedelic substance? For instance, a spoken outline of the 

treatment’s schedule, an opening ritual, or a grounding or breathing exercise. 
• What activities took place at the end of participants’ psychedelic experience? For instance, a closing ritual or a 

debriefing session.  
• How and when were participants deemed safe for discharge home?  
• Was food and drink made available to participants before and/or after dosing?  
 
Selected relevant quotes of Delphi consensus process experts: 
• “After-care during the ‘come down’ and beyond.”  
• “Access to a variety of foods and liquids.”  
• “Rite for substance use – the rite makes reference to the traditional use and gives relevance to the act itself. Important in 

placebo and non-placebo groups.”   
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Item 17. Potential disturbances or interruptions 
 
Disturbances or interruptions that may have impacted the quality of the dosing session. 
 
Psychedelic research emphasizes the importance of providing a ‘safe container’ or ‘holding environment’ to individuals 
under the influence of psychedelic substances (Noorani, 2021). Given the time, space, and budgetary constraints of clinical 
trials, there are numerous variables that could arise to ‘break’ that sense of containment and negatively impact participants’ 
experiences, as found in a recent publication (Evans et al., 2023). For instance, within a hospital setting, there are multiple 
low- and high-frequency sounds from uncontrollable sources, such as ventilation systems, air-conditioning, paging systems, 
telephones and intercoms (Iyendo, 2016). This noise has been found to negatively impact the mental health and (cognitive) 
performance of both participants (Ryherd et al., 2008; Short et al., 2011) and staff (Joseph & Ulrich, 2007), and such effects 
may well be worse under the effects of a psychedelic drug. Similarly, at the end of a session, as scheduled or prematurely, a 
participant may feel adversely affected by having to return to higher stimulation environments. Given that all such manner of 
interruptions or disturbances may alter the course of psychedelic experiences (Roseman et al., 2024), item 17 encourages 
study teams to report instances when dosing environments were sub-optimal due to uncontrollable or unforeseen 
circumstances.  
 
Suggested reporting questions:  
• Where there any disturbances or interruptions during dosing sessions?  

o Unpleasant sensory stimuli, such as noises (machines beeping, traffic, loud chatter), overpowering smells, 
or unpleasant temperatures? 

o Compromises to participants privacy? 
• Did time constraints or other factors cause dosing sessions to be terminated prematurely? 
 
Selected relevant quotes of Delphi consensus process experts: 
• “I think this is especially important to report. Since disturbances/interruptions may often be unintentional, it may be 

helpful to think about how they can be explicitly defined so that researchers/clinicians don’t minimize them.”  
• “Interruptions can cause anxiety, which would adversely affect outcome.”  
• “No rush/time constraints! [...] I am aware from direct accounts of clinical trial protocols that have interfered with 

participants process by forcing them to leave the room for example because the “time is up” even though person was still 
in process.”  

• “Privacy – it is very important that the patient knows that he/she can speak loudly (or cry, or scream) without other 
people hearing or being disturbed.”  

• “Minimizing unpleasant or unexpected noises feels important to make pace comfortable and relaxing. Similarly, it’s [...] 
important not to smell unpleasant! Eg. Strong chemical cleaning products.”   
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Therapeutic framework and protocol 
 
Item 18. Therapeutic or guiding approach 
 
The therapeutic or guiding approach used throughout the study, if any, with the accompanying manual or protocol. 
 
Clinical trials involving psychedelic-assisted therapy commonly employ a three-phase structure consisting of preparation, 
dosing, and integration, but the therapeutic frame through which facilitators interact with and guide participants over the 
course of these sessions is not always specified (Belser & Brennan, 2023). Different therapeutic frameworks emphasize 
different aspects of the psychedelic experience and the role or significance of the psychotherapeutic interventions. Whereas 
many research groups evoke a ‘non-directive’ or ‘supportive’ stance (Ching et al., 2023), others have published protocols of 
varying levels of detail for guiding participants in psychedelic-assisted psychotherapy trials. Some examples are the Accept, 
Commit, Embody (ACE) model (Watts, 2021), the EMBARK model (Brennan & Belser, 2022), the Acceptance and 
Commitment Therapy (ACT) model (Sloshower et al., 2020), and the Montreal Model of Ketamine (Garel et al., 2023). 
Several recent reviews have compared the many existing approaches that have been reported (Bathje et al., 2022; Cavarra et 
al., 2022; Thal et al., 2022). 
 
Suggested reporting questions:  

• What therapeutic approach or framework, if any, was used throughout the study? For instance, a ‘non-
directive’/supportive approach, a custom approach such as Accept, Connect, Embody (ACE); or a manualized 
psychotherapy such as Acceptance Commitment Therapy (ACT)? 

• Were their particular overall characteristics of the therapeutic approach? 
o Standardized or individualized? 
o Based on traditional practices or on previously protocolized psychotherapies? 
o Trauma-informed, transculturally-informed, or participant-centered? 

• Is a manual/protocol describing this approach available? 
 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Therapy model used by the team – Relevant as this will be the framework accompanying the psychedelic experience.” 
• “Info on psychological model/ guiding manual applied. And some info about same thing as above w re to control 

condition.” 
• “Mental Health experiences at its core, is based on the ripple effects of trauma (historical, ancestral, racial, ACEs). By 

having a racial and trauma informed clinician, guide, whoever is hold space for the receiver of the medicine, creates an 
inclusive setting.” 

• “Patient centred – taking into account variables such as neurodiversity and being able to adapt setting accordingly.” 
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Item 19. Narrative framing 
 
Framing of the trial intervention by the study team, including the short- and long-term drug effects.  
 
Narratives are intrinsic to patient-clinician interactions (Frank, 2013; Kleinman, 2020). They can the vehicle through which 
patients understand and communicate their health problems, past histories, and current concerns, and enable clinicians to 
provide accounts of symptoms and illness that make sense of patients’ suffering, clarify its potential course and outcomes, 
and provide a rationale for specific treatment interventions (Kirmayer et al., 2023). In clinical trial contexts, the way that 
psychedelic interventions are framed to participants is likely to have powerful effects, as supported by past psychedelic 
research findings and the broader body of literature showing the influence of patient expectations on clinical outcomes (Aday 
et al., 2022; Benedetti, 2014; Olson et al., 2020). Different research groups approach psychedelics through different narrative 
lenses, including mystical, psychotherapeutic, or neuroscientific framings, and may have varying ways of describing their 
expected effects. Item 19 encourages the study team to reflect on the narrative framing of their study and to report how that 
may be transmitted to participants.  
 
Suggested reporting questions:  
• How was the psychedelic substance and its expected short-term and long-term effects framed to participants?  
• Was the psychedelic substance considered as an adjunct to another therapeutic process or rather the core component of 

the intervention? 
• Was there any flexibility in how psychedelic drugs were framed to participants, such as being adapted to their personal 

beliefs or backgrounds? 
• What overarching paradigm guided the study team’s approach? For instance, biological, psychological, spiritual, or 

religious. 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Study narrative – the story told about the trial that the participant has been exposed to (e.g. therapeutic, exploratory, 

promising, scary, etc).” 
• “The metaphysical beliefs of the research team – Teams interested in spirituality tend to find the mystical experience 

importance in predicting outcomes where it is often not the case for teams who do not.” 
• “Researchers appraisals of the mechanisms and efficacy of psychedelic therapy.” 
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Item 20. Number of sessions 
 
Number and length of preparation, dosing, and integration sessions. 
 
‘Psychedelic-assisted therapies’ are interventions whereby a psychotherapeutic intervention supports and/or is supported by 
the administration of a psychedelic substance. The psychotherapy literature suggests that there is a ‘dose-response’ curve, 
whereby more therapy sessions lead to better participants outcomes at least to a point. Indeed, a systematic review found 
consistent support for a plateauing curvilinear relationship between the number of sessions and the probability of response to 
treatment, illustrating large incremental gains in the first ~10 sessions of therapy and relatively smaller gains thereafter 
(Robinson et al., 2020). It is thus crucial for researchers to outline the details of the non-drug intervention sessions, including 
the length and number of therapy sessions provided either before or after the psychedelic dosing session, often referred to as 
‘preparation’ and ‘integration’ respectively. 
 
Suggested reporting questions:  
• How many preparation, dosing, and integration sessions did participants receive throughout the trial? 
• How long did preparation, dosing, and integration sessions last?  
 
Selected relevant quotes of Delphi consensus process experts: 
• “Number of therapy sessions given to prepare participant.” 
• “In my research (unpublished), we have found that the dose of therapy (amount of non-drug session therapy hours per 

medication session) predict clinical symptomatology outcome effect sizes in a review of published psychedelic clinical 
trials.” 
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Item 21. Preparation protocol 
 
Activities performed during the preparation sessions. 
 
Participants typically receive ‘preparation’ sessions prior to a psychedelic-based intervention. However, the psychedelic 
literature remains relatively vague and inconsistent on what these sessions entail (Bathje et al., 2022; Sloshower et al., 2020). 
Broadly speaking, preparation session are meant to provide contact time between participants and therapists/facilitators, often 
the same who accompany them during their dosing experience but not always (Rosenblat et al., 2024). These sessions aim to 
cultivate therapeutic alliances and to prepare the participant for their upcoming experience (Watts & Luoma, 2020). Some 
more specific aims of preparation sessions cited in the literature include the following: managing participant expectations 
(Garel et al., 2023), providing psychoeducation regarding the likely effects of the psychedelic substances (Cavarra et al., 
2022), and also discussing participant fears, intentions, and motivations (Sloshower et al., 2020). The importance of adequate 
preparation activities has been highlighted in studies showing significant associations between preparation and mental health 
outcomes e.g. (Perkins et al., 2021), and from participants themselves who noted the importance of preparatory sessions to 
their personal experiences (Breeksema et al., 2020). A novel tool – the Psychedelic Preparedness Scale – was recently 
developed to assess whether a person is an adequately prepared psychological state to benefit from/not be harmed by an 
upcoming psychedelic experience (McAlpine et al., 2024).  
  
Suggested reporting questions:  
• What activities were performed during preparation sessions? For instance: 

o Taking participants’ past medical/psychological histories; 
o Surveying participants’ past experience with psychedelic substances; 
o Encouraging participants to set intentions; 
o Discussing participants’ expectations; 
o Addressing questions and concerns; 
o Providing psychoeducation;  
o Familiarizing participants with the dosing space;  
o Q&A sessions with family members and friends; 
o Encouraging participants to engage in independent activities or behaviors like yoga, meditation, or time in 

nature; 
o Encouraging participants to not engage in certain activitie like spending time online or eating certain foods. 

• Who facilitated the preparation sessions? 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Types and extent of preparation activities – depending on background of the participant/session this will have a crucial 

impact on acute and long-term effects.” 
• “Details of the preparatory session – Can influence expectations and enhance placebo effect.”  
• “Whether participants are encouraged to set an intention – Speaks to the therapeutic framework, as well as how the 

setting might cultivate a specific set-in participants.”  
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Item 22. Integration protocol 
 
Activities performed during the integration sessions. 
 
‘Integration’ sessions occur following a psychedelic experience, and generally serve to support insights that emerged from 
the experience to promote lasting changes in the participant’s life. Earleywine and colleagues have proposed the following 
definition of integration, based on interviews with 30 integration therapists: “Integration is a bridge from the psychedelic 
experience to everyday life that helps clients make sense of their experience in a personalized way, leading to lasting 
behavior change and a sense of wholeness or completion” (Earleywine et al., 2022). Bathje and collegues (2022) further 
suggest that integration “is a process in which a person revisits and actively engages in making sense of, working through, 
translating and processing the content of their psychedelic experiences”. In their systematic review, the authors identified a 
total of 10 models being used for integration in addition to an exhaustive list of specific integration practices. These include: 
taking part in creative endeavors (drawing, music), practicing yoga or mindfulness meditation, lifestyle changes (diet, 
journaling, hobbies), spending time in nature, and community-based activities (Bathje et al., 2022). Such practices may 
directly influence outcomes. For instance, a study found that participating in body therapies (like yoga and tai-chi) was 
associated with greater psychological wellbeing and growth (Perkins et al., 2021). Given the large array of goals and 
activities that could fall under ‘integration’, researchers are encouraged to standardize and detail their own integration 
protocol (Frymann et al., 2022).  
 
Suggested reporting questions:  
• What activities were performed during integrations sessions? For instance: 

o Generating a written narrative of the experience;  
o Making meaning from the experience through a specific art form, such as drawing, painting, poetry, 

sculpting, dancing, or musical composition; 
o Revisiting the experience with mnemonic aids such as re-listening to music from the dosing session; 
o Addressing challenging aspects of the psychedelic experiences; 
o Identifying lifestyle targets for change; 
o Discussing or socializing with other participants. 

• Who facilitated the integration sessions? 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Details of integration sessions.” 
• “How is the experience interpreted and by whom?” 
• “Integration framework (i.e.: does the facilitator or researcher ‚”set up” the experience by explaining it to the participant 

through a particular framework, such as mysticism, somatic experiencing, new age spirituality, etc.).”  
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Item 23. Additional support or follow-up 
 
Formal or informal support or follow-up offered to participants after the end of the trial, including in the case of adverse 
events. 
 
Participants may be destabilized, disappointed, or otherwise negatively impacted by psychedelic experiences (Breeksema et 
al., 2022). Study teams should therefore detail how they manage such outcomes (Evans, 2024). Beyond safety considerations, 
optional or routine follow-up appointments may also significantly influence treatment outcomes: a meta-analysis examining 
antidepressant drugs for major depressive disorder found that additional follow-up assessments (lasting approximately 30 
minutes) were correlated with a cumulative and proportional reduction of depressive symptoms, accounting for 34-44% of 
the effects of both placebo and active treatment groups (Posternak & Zimmerman, 2007). For these reasons, the details of 
follow-up visits are critical to report. Additionally, participants may pursue informal forms of support or community after a 
psychedelic intervention, such as peer or advocacy psychedelic groups. Whether participants are formally referred to such 
resources, or pursue them independently, these activities should also be reported as they may impact subsequent outcomes 
(Noorani et al., 2023). 
 
Suggested reporting questions:  
• Did participants receive any formal additional support or follow-up? For instance, additional therapy sessions or medical 

check-ins? 
o Were this routine or provided on a as-needed basis? 
o How many such sessions did participants receive, and long were these sessions?  

• Did participants receive additional support from informal groups, either on their own accord or based on 
recommendations of the study team?  

• Did participants maintain formal or informal contact with the study team following the end of the trial?  
• How were post-trial adverse events approached? 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Continuity of care from not only the therapeutic team, but the clinical team doing medical checks, IV lines etc.” 
• “Social supports of participants (including group/individual therapy and support groups).” 
• “Availability of continued therapy – Being able to integrate experiences within a broader and sustained therapeutic 

framework is very important (vs falling into a ‘black hole’).” 
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Item 24. Study personnel qualifications 
 
The credentials, training, and expertise of personnel providing the study intervention or care.  
 
The psychotherapy literature suggests complex and multifaceted links between therapist experience levels and qualifications 
with treatment outcomes (Erekson et al., 2017; Stein & Lambert, 1984), though psychiatric outcomes consistently vary 
between therapists and prescribers (McKay et al., 2006; Wampold & Imel, 2015). Qualifications and skillsets of study teams 
may be particularly relevant in psychedelic therapies given the marked diversity and intensity of their effects. For instance, 
multidisciplinary teams with diverse skillsets and backgrounds may be more likely to provide adequate care to participants of 
diverse backgrounds (Blainey, 2021; Williams et al., 2020). Furthermore, given the rapidly-evolving state of knowledge 
regarding psychedelic drugs (Heal et al., 2023), the levels of expertise and experience that team members have with 
psychedelic therapies may vary widely, and thus warrant reporting. 
 
Suggested reporting questions:  
• What were the study personnel’s credentials? 
• Did study personnel undergo any particular training for the purpose of the study? 
• How much experience did facilitators have in guiding psychedelic trips? 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Presence of a guide and/or sitter, including (if applicable) the role they play, their background/training, and whether 

they were familiar to the participant, and how.” 
• “Guide skill mix – to have multi-disciplinary mix between guides to allow for multiple points of views and trainings. 

Importantly this does not need to be therapists. Nurses have excellent skills in this area.” 
• “Profile of therapists (professional degree and therapy school affiliation).” 
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Item 25. Cultural competence and safety 
 
Study team’s level of cultural competence and efforts towards cultural safety.  
 
‘Cultural competence’ is defined as the ability to care for patients/participants with diverse values, beliefs, and behaviors, by 
tailoring interventions to their social, cultural and linguistic needs (Betancourt et al., 2003). Cultural competence can be 
fostered at the level of the institution, the professionals within it, and the intervention provided itself (Kirmayer, 2012). In 
psychiatry specifically, good clinical practice may require cultural competence such that practitioners have a responsibility to 
seek out training to address personal biases and develop skills in working in cross-cultural therapeutic relationships 
(Kirmayer et al., 2012). ‘Cultural safety’ goes beyond the concept of cultural competence and is predicated on increasing 
health access and equity for minority/oppressed groups by urging individual professionals to examine their own forms of 
privilege and address power imbalances that are inherent to therapeutic encounters (Lokugamage et al., 2023). Currently, 
psychedelic trials are disproportionately comprised of white participants (Hughes & Garcia-Romeu, 2024; Michaels et al., 
2018) and there is a lack of ethno-racial diversity among psychedelic researchers and therapists (Williams & Labate, 2020). If 
equity-oriented approaches are not utilized in the development and administration of psychedelic-assisted therapies, these 
therapies might become least accessible to those who most need them, as per the ‘Inverse Care Law’ (Hart, 1971; Rea & 
Wallace, 2021). Item 20 thus encourages study teams to reflect and report on how the trial was made accessible, safe, and 
relevant to marginalized groups, if at all. This may include specific trainings, recruitment strategies, or other efforts to ensure 
the diversity and cultural safety of the study team and the trial sample (Williams et al., 2020). 
 
Suggested reporting questions:  
• Did the team take steps to ensure cultural competence and safety? If so, how?  
• Were any culturally sensitive practices incorporated into the design of the trial and its therapeutic approach? 
• Did study team members undergo anti-oppressive or similar trainings?  
• Were demographic-specific or culturally-tailored recruitment or enrolment strategies used to ensure diversity of the 

trial’s sample?  
 
Selected relevant quotes of Delphi consensus process experts: 
• “Cultural safety - guides being specifically trained and being aware of their own limitations when being able to 'hold' 

specific aspects of racial trauma. There is a complete lack of training in this area.” 
• “If patient is part of minority/marginalized population, having someone with lived experience can be helpful // might not 

be practical, but affects perceived safety/connection of participant.” 
• “The history and practice of psychedelics is ancestral, predominantly from indigenous, black, and other racialized 

communities, and may not necessarily be from the historical lineage of white people.”  
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Subjective experiences 
 
Item 26. Therapeutic alliance 
 
Therapeutic alliance between participants and facilitators throughout the intervention. 
 
Therapeutic alliance refers to the presence of a collaborative relationship between patients and practitioners that includes 
common treatment goals and a positive emotional bond (Bordin, 1979). Therapeutic alliances have been found to strongly 
influence therapeutic outcomes across fields and interventions in healthcare (Priebe et al., 2019). Indeed, improving patient-
clinician relationships can significantly improve both objective and subjective health outcomes in a variety of disease states 
(Kelley et al., 2014), and increased clinician empathy can positively impact patients’ levels of pain, anxiety and satisfaction 
(Howick et al., 2018). In psychedelic research, therapeutic alliance has been linked to outcomes for psilocybin-assisted 
therapy for depression (Levin et al., 2024; Murphy et al., 2022) and MDMA-assisted therapy for PTSD (Zeifman et al., 
2024). Given its demonstrated impact on therapeutic outcomes, item 26 encourages study teams to report on therapeutic 
alliances between participants and facilitators in clinical trials with psychedelics, by describing how it was fostered and/or by 
reporting how it was measured. 
 
Suggested reporting questions:  
• How was therapeutic alliance cultivated in the study? 
• Were any interviews conducted, or specific tools employed, to evaluate therapeutic alliance? 
 
Suggested measuring tools: 
• The STAR scale (McGuire-Snieckus et al., 2007) 
• The Working Alliance Inventory-Short Revised (WAI-SR) (Hatcher & Gillaspy, 2006) 
• The Working Alliance Inventory (Horvath & Greenberg) 
 
Selected relevant quotes of Delphi consensus process experts: 
• “The nature of the therapeutic relationship can be complex and multi-faceted, and it can have a profound impact on the 

quality and depth of the psychedelic experience.” 
• “The therapeutic alliance and other relationships or familiarity with those who enter the space is often very significant 

for the quality of the experience.” 
• “Participant perception of empathy, respect and genuineness of therapists.” 
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Item 27. Trust 
 
Participant’s level of trust throughout the intervention. 
 
Trust is often cited as fundamental to participants ‘letting go’ and embracing the process of psychedelic experiences and 
therapies (Watts & Luoma, 2020). The concept of trust may relate to a participant’s trust in their environment, in the people 
around them including their guide(s) (McAlpine et al., 2024; Skiles et al., 2023), and in the substance they were 
administered. In this way, it overlaps partially with the concept of therapeutic alliance but is more generalized, going beyond 
the strength of therapeutic working relationships. A study by Carbonaro et al. (2016) showed that the trust of others present 
during a psychedelic experience was conducive to individuals having a positive experience with psilocybin mushrooms. 
Despite its perceived importance, ‘trust’ remains a relatively poorly operationalized concept. Crits-Cristoph and colleagues 
recently published a preliminary new scale to assess the level of trust between a patient and clinician (Crits-Christoph et al., 
2019), but there is no scale as of yet to measure a broader sense of trust during psychedelic experiences.  
 
Suggested reporting questions:  
• How was participant trust for the environment, themselves, others, and the psychedelic substance cultivated in the study? 
• Were any interviews conducted, or specific tools employed, to evaluate participant levels of trust? 
 
Suggested measuring tools: 
• No specific tools have been developed to measure participant trust in psychedelic clinical trials. 
• Trust could potentially be evaluated by adapting the Setting Questionnaire for the Ayahuasca Experience (SQAE) 

(Pontual et al., 2021). 
 
Selected relevant quotes of Delphi consensus process experts: 
• “For the participant to feel able to fully let go, they need to have trust in themselves to be able to face and cope with 

whatever may arise (valuable to build in prep work for this beforehand), to trust in the psychedelic substance they have 
taken - that it will hopefully present valuable insight, and that any difficulties will be navigable (potentially with help), 
and, finally, to trust in the team around them, to support them, help them through any difficulties and metaphorically 
stand alongside them throughout.” 

• “Many dimensions of trust--in relationship with self and guides.”  
• “Trust essential to smooth flow of experience for everyone.”  
• “The overarching themes of safety and trust just cannot be overemphasised. Safety and trust in the therapeutic alliance, 

the physical space (not only during dosing, but once discharged onto the wards), and the preparation required to create an 
optimal container for the experience.”  
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Item 28. Physical comfort 
 
Participant’s level of physical comfort during the dosing session. 
 
Psychedelics are known to produce alterations in low-level sensorium, for instance leading to changes in vision, 
proprioception and bodily felt sensations (Aqil & Roseman, 2023; Herzog et al., 2023; Ho et al., 2020; Mastinu et al., 2023), 
and individuals under the influence of psychedelics are also known to be particularly sensitive to their environment. Special 
attention is thus required to a sense of physical comfort in individuals under the influence of psychedelics, especially for the 
dosing sessions that typically last multiple hours. In a study on challenging experiences, 75% of participants reported that a 
sense of physical comfort was conducive to having a positive psilocybin mushroom experience, and was negatively 
correlated with the degree or length of a negative experience (Carbonaro et al., 2016). Researchers are thus encouraged to 
report on participants’ level of perceived physical comfort during the dosing sessions of their clinical trials. 
 
Suggested reporting questions:  
• How was participant physical comfort during dosing sessions ensured in the study? 
• Were any interviews conducted, or specific tools employed, to evaluate participant levels of physical comfort? 
 
Suggested measuring tool:  
• No specific tools have been developed to measure participant physical comfort in psychedelic clinical trials. 
• Physical comfort could potentially be evaluated by adapting the Setting Questionnaire for the Ayahuasca Experience 

(SQAE) (Pontual et al., 2021). 
 
Selected relevant quotes of Delphi consensus process experts: 
• “General comfort, i.e. temperature of the room, air quality, comfortable furniture etc. px must be able to feel relaxed and 

at ease.” 
• “Participant comfort with the environment - Apprehension or discomfort with the setting is a known predictor of adverse 

outcomes with psychedelics.” 
• “There is nothing worse than being uncomfortable while in a psychedelic session - it can dominate and colour the entire 

experience.” 
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Item 29. Physical safety 
 
Participant’s sense of physical safety during the dosing session. 
 
Psychedelic substances carry a risk profile related to their impacts on individuals’ physiology, behavior, and cognition. 
Physiologically, they are generally known to increase heart rate and blood pressure (Wsół, 2023). Other common side effects 
include nausea, headaches and anxiety (Romeo et al., 2024). Participants under the influence of psychedelics are also more 
physically vulnerable due to the impacts of psychedelics on cognition and reasoning abilities (Basedow et al., 2024). In 
unprepared individuals, the intensity of the emotional and sensorial experience under psychedelics have at times precipitated 
dangerous behaviors and other serious safety concerns (Strassman, 1984). Although these have been found to be rare in 
controlled settings (Johnson et al., 2008), there is some concern that physical safety concerns have been under-reported in the 
existing psychedelic literature (Hinkle et al., 2024). 
 
For this reason, psychedelics generally require supervision and care to ensure their safety. Most psychedelic clinical trials 
enact measures to ensure participants’ physical safety include choosing safe locations, monitoring vital signs, and having 
readily accessible of rescue medication in the advent of strong adverse reactions (e.g. Guss et al., 2020). While these safety 
practices are already reported in clinical research as per current norms, Item 29 focuses on the subjective experience of safety 
of study participants. I.e., how they perceive their physical safety during the dosing sessions of a clinical trials. 
 
Suggested reporting questions:  
• How was a sense of physical safety during dosing sessions instilled in participants of the study? 
• Were any interviews conducted, or specific tools employed, to evaluate participant levels of perceived physical safety? 
 
Suggested measuring tool:  
• No specific tools have been developed to measure participant physical safety in psychedelic clinical trials. 
 
Selected relevant quotes of Delphi consensus process experts: 
• “Having a psychedelic experience makes you very vulnerable. You need to feel safe from the outside world. You also 

need to feel that you will be OK if you have a bad trip.” 
• “Safety back up system, medical, social support outside the room.” 
• “Undergoing a trip is scary as you can go to dark places, so you need to feel totally safe.”  
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Item 30. Psychological and cultural safety 
 
Participant’s sense of psychological and cultural safety with the people present during the dosing session. 
 
A sense of psychological safety, including culturally and interpersonally, is key to deriving the benefits of psychedelic 
substances (Carbonaro et al., 2016; McAlpine et al., 2024; Phelps & Henry, 2021). Whereas Item 8 lists the people present 
and their role, and Item 26 evaluates the Therapeutic alliance between the participant and their guide(s), Item 30 aims to 
reflect the extent of safety and respect actually experienced by individual participants during a psychedelic clinical trial. For 
instance, the study team may have emphasized the training of their staff to foster cultural competence and safety, but Item 30 
examines whether participants actually felt safe in their cultural identity at the time of dosing (Taylor, 2017).  
 
Suggested reporting questions:  
• How was a sense of psychological and cultural safety during dosing sessions instilled in participants of the study? 
• Were any interviews conducted, or specific tools employed, to evaluate aspects of perceived psychological and cultural 

safety in the study? For instance, that participants:  
o Felt like their boundaries were respected; 
o Felt like their identity was welcomed and respected; 
o Felt a sense of familiarity and safety with the people present; 
o Felt like their cultural background was considered and respected. 

 
Suggested measuring tool:  

• No specific tools have been developed to measure participant psychological and cultural safety in psychedelic 
clinical trials. 

 
Selected relevant quotes of Delphi consensus process experts: 
• “Social safety is difficult to assess and differently constructed and experienced by different people, but is an essential 

variable, especially for QTBIPOC folks.  There are many anecdotes of queer participants not feeling "safe" in cis-
heteronormative psychedelic clinical settings.” 

• “The px should feel comfortable, safe and relaxed with the people accompanying them during the experience.” 
• “Implicit ideological orientations- intentions/expectations/cosmology- of embedded social environment/microculture and 

their fit with the individual - The degree of social comfort will be related to the ideological fit between the individual and 
social environment.” 

• “Familiarity- foreign country/language/culture? - Cultural familiarity is a subset of social environment fit.” 
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