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ABSTRACT

Background:

The Richards Trauma Process (TRTP) is a novel, very brief transdiagnostic
psychotherapy that uses innovative methods to work with parts of the self to
reprocess traumatic memories without using exposure techniques. Our objectives
were to explore the feasibility of studying this therapy in a community setting, to
document the safety and acceptability of TRTP, and to gather preliminary indications
of outcomes in adults presenting with elevated levels of psychological distress.
Methods:

This was a before-after single-arm trial of TRTP in consecutive new adult clients
presenting to a psychotherapist in Australia. Inclusion criteria were: at least mildly
elevated levels of depression, anxiety, stress or trauma symptoms; no previous
diagnosis of psychosis, Bipolar Disorder or Personality Disorder; and ability to
maintain sobriety during the therapy. Feasibility was assessed against 15 criteria
relating to 5 broad objectives, evaluating: 1) recruitment and retention capability, 2)
data collection procedures, 3) resourcing, 4) acceptability and safety of TRTP, and 5)
change in scores. Regarding objective 5, we estimated the mean change in scores
on the Depression, Anxiety and Stress Scales (DASS21) and PTSD Checklist for
DSM-5 (PCL-5) between follow-up and baseline; and to check for harms (objective
4) we used descriptive statistics to look for clinically meaningful deterioration in
individual scores or participants.

Results:

Of 40 new clients, 23 (58%; 95% Confidence Interval (Cl) 41% to 73%) were eligible,
consented to the study and commenced TRTP. Of these, 20 (87%; 95% CI 65% to

97%) completed TRTP (averaging six hours of therapy) and follow-up 1-month post-



therapy. Eleven of 15 feasibility criteria were met. Unmet criteria could be addressed
in a future efficacy trial by modifications to study procedures. All mean scores
changed in the desired direction, with no individual scores or participants

demonstrating clinically meaningful deterioration.

Conclusions:

This is the first study that supports the feasibility of a larger trial of TRTP in a
community setting. We demonstrated that recruitment and retention of participants,
and data collection, were feasible, and that the intervention was acceptable, safe,

and worthy of further study. Learnings for a future trial were identified.

Trial Registration:
Retrospectively registered with The Australian and New Zealand Clinical Trials

Registry (ACTRN12625001423404)

Keywords: Trauma; Feasibility; The Richards Trauma Process; Psychotherapy;
PTSD; Anxiety; Depression;



KEY MESSAGES REGARDING FEASIBILITY

What uncertainties existed regarding feasibility?

Although TRTP has been protocolised and delivered by early adopters in Australia

and elsewhere for several years, it had not been established that it was possible to

recruit and retain participants into a trial of TRTP in a community setting and collect
standardised measures within routine clinic workflow. The safety, acceptability and

effects of TRTP had also not been studied.

What are the key feasibility findings?

Results of this before-after single-arm trial suggest that it is feasible to recruit
participants into a trial of TRTP in a community setting, retain them and obtain
standardised measures of distress — achieving high levels of data completeness
within standard clinic workflow. Twenty-three out of 40 (58%) new adult clients were
recruited into the study of which 20/23 (87%) completed the therapy and all those
completed the surveys one month after therapy. Systems for capturing qualitative
responses from therapist and participants were well-utilised, and this data suggested
that TRTP was seen to be safe and acceptable, with no serious adverse events
reported and no individual scores or participants individuals showed clinically
meaningful deterioration. Mean change in the scores at follow-up from baseline were
in the desired direction for depression, anxiety, stress and trauma symptoms. It is

reasonable to conclude that TRTP can and should be studied in a definitive trial.

What are the implications of the feasibility findings for the design of the main trial?
This study provides many helpful insights that will inform the design and

implementation of a larger randomised controlled trial. Processes such as data



collection, specification of eligibility criteria, and determination of eligibility, will be

streamlined based on our findings.

BACKGROUND

Mental disorders are one of the leading causes of ill-health and disability globally,
with anxiety disorders and depression the most prevalent (1, 2). In 2020-2022, the
12-month prevalence of anxiety disorders in people aged 16-85 in Australia was
around 17%, and depression around 8% (3). Post-Traumatic Stress Disorder (PTSD)
is also highly prevalent, with a large attendant burden of disability and suffering (4).
Globally the burden of mental ill-health is thought to be increasing (2). In Australia,
levels of mental distress on national surveys rose in the fifteen years to 2022 despite

increased levels of expenditure on mental healthcare (5-7).

Psychological therapy is one of the main tools employed, alongside medication, to
address this global health challenge. Cognitive Behavioural Therapy (CBT) is the
most widely researched and empirically supported of all psychotherapies, with
multiple trials demonstrating effect sizes ranging from ‘medium’ (0.5) to ‘large’ (0.8)
for depression (8, 9) and anxiety disorders (10, 11). However, remission rates for
anxiety disorders treated with CBT may be around 50% (12), and for depression
around 33% (13), leaving many in distress. This would suggest that there may be
room in the therapeutic landscape for novel frameworks and treatments, either as

first-line therapy or for non-responders.



The commonest and most extensively evaluated psychological treatments for anxiety
disorders and depression, such as CBT and mindfulness-based therapies, are not
typically trauma-focused (10, 14, 15). In fact, within cognitive and behavioural
therapies, maladaptive cognitions and experiential or behavioural avoidance, rather
than trauma, are regarded as the main causes and perpetuating factors of
psychopathology and are the targets of treatment (16-18). PTSD, on the other hand,
is regarded as the paradigmatic trauma-based mental disorder (4), hence
psychological therapy for this disorder is usually trauma-based, meaning that specific
traumatic memories and/or cognitions about these memories, are the targets of
treatment (19). Recommended evidence-based therapies for PTSD include Trauma-
Focused Cognitive Behavioural Therapies (TF-CBT), Prolonged Exposure (PE), and
Eye Movement Desensitisation and Reprocessing (EMDR). While these have been
shown to be efficacious, with large effect sizes, they also can have high drop-out
rates (greater than 1 in 4 in some studies), possibly higher than non-trauma-focused
therapies (20). It has been credibly suggested that difficulties tolerating trauma-
focused treatment may be one of the reasons for high drop-out rates (21). Remission
rates, even with these recommended therapies, vary between about 44% and 86 %
(22), meaning that many individuals continue to suffer. Again, it would therefore be
reasonable to postulate that there may be room in the therapeutic landscape for
novel psychological treatments for PTSD, for treatment non-responders or for those

unable to tolerate existing trauma-focused therapies.



Overview of TRTP

The Richards Trauma Process (TRTP) (23) is a novel transdiagnostic
psychotherapy. It was created by Judith Richards from her lived experience of
recovery from severe Post-Traumatic Stress Disorder (PTSD). Richards has
protocolised the therapy and trained several hundred early adopters in Australia and
elsewhere to deliver it within normal clinic workflow. TRTP can be, and is currently,
delivered by a diverse range of practitioners, from a variety of professional
backgrounds including mental health and medical professionals, allied health
professionals, counsellors, coaches and others whose professional roles involve
accompanying distressed people one-on-one. All are screened for suitability via an
interview process, and if accepted complete 5 months of TRTP training and
supervision, and must demonstrate competency before being certified to deliver
TRTP. While the therapy is manualised, this manual is not publicly available as
Richards regards it as highly important that the therapy is delivered only after

appropriate training.

TRTP is delivered according to a protocol as a three-step process, generally over
three or four two-hour sessions at weekly intervals. Prior to session 1, participants
complete a questionnaire inviting descriptive answers about their personal history; a
list of significant distressing events or periods of time throughout their life; a list of
symptoms and a description of how they would like to feel and function after therapy.
Based on this information and discussion with their client, the therapist comes to a
formulation regarding the likely patterns of unconscious core beliefs emanating from
trauma that are maintaining psychopathology. TRTP step 1 (performed in session 1)

involves psychoeducation and identifying and changing unconscious core beliefs



through ‘dynamic reimagining’ — a term coined by Richards to describe a
participatory form of guided imagery (24) that allows clients to have a rich inner
imaginative experience. Step 2 commences in session 2 and may be completed in
session 2 or 3 depending on progress. It involves identification of several key
traumatic memories followed by reprocessing these memories through dynamic
reimagining to allow the client to vividly experience ‘re-empowerment’ and ‘re-
parenting’ (25) of younger parts of the self in relation to those memories. In the
process a robust ‘adult’ self is invoked and experientially inhabited to effect this
healing for younger parts, whether those wounded parts be from childhood or from
earlier adult life. Step 2 therapy continues (into session 3 if needed) until the
Subjective Units of Distress Score (SUDS) (26) on all memories cease to be
clinically distressing (deemed to be 0-2/10). Step 3 is undertaken in session 3 (or 4 if
needed). It consists largely of future-focused content and addresses the ongoing
client re-application of TRTP tools. A briefer follow-up session is usually conducted

at least one month following completion of step 3.

There is similarity in methods between CBT and some aspects of TRTP in terms of
identifying and changing underlying automatic cognitions (27). However, there are
also substantial differences between the methods. In TRTP, methods for changing
these cognitions rely primarily on dynamic reimagining rather than cognitive
disputation or reframing, so that in TRTP the client enters into an imaginative
experience of their ‘undamaged’ self in session 1. Rather than address maladaptive

cognitions as a cause of unhelpful patterns (16), in TRTP these are regarded as

? There is no formal academic definition of ‘re-empowerment’, but it is here defined as “restoration or
reclamation of agency, autonomy and power following experiences of disempowerment”. Following the
American Psychological Association, ‘Re-parenting’ has been defined as the client “provid(ing) for themselves
the kind of parenting attitudes or actions that their own parents did not provide”



symptoms of underlying traumatic experiences, and therefore the method addresses
the trauma directly. In the past, most discussions of trauma-related mental distress
limit the definition of a ‘traumatic event’ to a physical or sexual assault, a life-
threatening incident, or witnessing death (4). However, in line with evolving
definitions of trauma (28), in the TRTP model a much broader definition is adopted,
to include any distressing life event, either at a single time-point or over an extended
period. Unlike PTSD, the diagnosis of depression or anxiety disorders does not
necessitate a history of trauma (29, 30). This does not, however, preclude the
possibility of distressing events being contributory to the genesis of these conditions,
and indeed this issue is controversial (31, 32). While acknowledging that causation
of depression and anxiety disorders is multifactorial (33) involving biological,
psychological and social factors, in the TRTP model conditions such as depression
and anxiety disorders are assumed to originate at least in part from trauma (broadly
defined as above), albeit mediated through individual vulnerability. Hence TRTP
treatment methods for anxiety and depression are identical to those employed for
PTSD. Indeed, inverting the logic, if TRTP can be shown in future studies to be
effective in conditions such as Major Depressive Disorder and Anxiety Disorders,

such findings may shed light on the causation controversy.

TRTP could thus be described as a ‘trauma-focused therapy’, but its methods of
addressing the trauma are very different from other therapies in this category. There
are similarities with imagery rescripting as practised in CBT (34, 35) but TRTP does
not involve imaginal reliving, and the dynamic reimagining is therapist-directed
towards re-empowerment rather than being client-led through Socratic questioning

(35). An important proposed mechanism of change in TRTP resembles the Adaptive



Information Processing theory underpinning EMDR, whereby specific traumatic
memories are believed to be reprocessed into long-term memory (36). As in EMDR,
it is hypothesized that the memory reprocessing performed at step 2 of TRTP allows
dysfunctionally-stored memories to be stored away within larger adaptive neural
networks. However the reprocessing is conducted without the client having to hold
the traumatic memories in mind as in EMDR (37), and certainly without repeated or
extensive recounting of memories as in Prolonged Exposure (38). This makes it
reasonable to hypothesize that TRTP may be more acceptable to traumatised

individuals than other trauma-focused therapies.

TRTP exists in a similar domain to other emerging therapies such as Internal Family
Systems (IFS) (39) that posit the existence of parts of the self or ‘subselves’ (40).
However TRTP conceptualises these parts differently (primarily as younger victim
and adult protector) and works with them in a unique way that is more therapist-led,
aiming for re-empowerment and reparenting. The robust adult protector part that is
called forth during session 2 is posited to represent the new adaptive memory

network into which previously traumatic memories can be integrated.

Finally, TRTP is delivered over 6-8 hours of therapy, over 3-4 weeks. An analysis of
the “Better Access” program of government-subsidised mental health care in
Australia showed that with an average of only 5-7 sessions, 43-55% of clients
demonstrated at least a Minimal Clinically Important Difference, here defined as an
improvement with small to medium Cohen’s effect size of 0.3; while 22-32% of
clients deteriorated to the same degree (41). This ‘real world’ analysis should be

compared with trial data, where it is generally observed that in order to assist 50% of



participants to achieve clinically meaningful improvement via commonly delivered
psychotherapies, somewhere between eight and eighteen hours are required (42-
44). If TRTP is shown in future studies to achieve significant improvement or
resolution of symptoms in a substantial proportion of clients, this may represent a
significantly reduced investment of time compared to established methods. TRTP
can be delivered by a diverse range of practitioners, and can be delivered face-to
face or over video conference. Given that, globally, health systems struggle to meet
demand (45), a therapy that may deliver outcomes with low use of resources may be

highly important.

An unpublished audit conducted by Trauma Therapy Training Inc. in 2017-18 of 715
clients treated with TRTP by 28 therapists appeared to show positive results, with
mean reductions in the self-reported 21 item Depression Anxiety and Stress Scales
(DASS21) (46) post-therapy compared to pre-therapy greater than 1 standard
deviation'®. However TRTP has no formal evidence base, so this study was
conceived as a first step in establishing whether TRTP can and should be evaluated
in a larger randomised trial. Given that TRTP has already been protocolised and
delivered in the community, our main objectives were to explore the feasibility of
studying the therapy in a community setting (including recruitment, retention, and
data collection processes), to document the safety and acceptability of TRTP, and to

gather preliminary indications of its outcomes.

' This audit is not publicly available



METHODS
Trial Design

This was a before-after single-arm trial.

Participants
The study population was drawn from consecutive new adult clients (excluding
couples) who presented to one experienced psychotherapist** in Brisbane, Australia,
requesting either individual psychotherapy or TRTP, between 22 December 2022
and 15 November 2023.
Inclusion criteria:
1. At least mild levels of depression demonstrated by a score of above 9 on the
DASS21 Depression scale, OR at least mild levels of anxiety demonstrated by
a score of above 7 on the DASS21 Anxiety scale, OR at least mild stress
levels demonstrated by a score of above 15 on the DASS21 Stress scale, OR
possible PTSD diagnosis demonstrated by PCL-5 score above 31-33.
Exclusion criteria:
1. Prior diagnosis of a psychotic illness, Schizophrenia, Bipolar Affective
Disorder, or Personality Disorder
2. Drug and alcohol abuse such that sobriety could not be guaranteed for the

duration of the therapy.

Therapy was provided on a fee-for-service basis as per the therapist’s usual

practice. The therapist gauged suitability for TRTP, and initial willingness to accept a

"' This psychotherapist holds a Master of Counselling, has been in practice since 2012, and has been
delivering TRTP to clients since he trained in 2020. He is registered with PACFA (Psychotherapy and
Counselling Federation of Australia). In Australia, the designation ‘psychotherapist’ is not a legally
protected title, and the field is ‘self-regulated’ by peak bodies such as PACFA which require minimum
training standards, ongoing professional development and supervision, adherence to a code of ethics,
and a complaints mechanism.



course of TRTP, according to his usual processes. The therapist then discussed
study participation, briefly referring to the trial and requesting the client’s permission
to pass their details to the Principal Investigator, but indicating that their agreement
(or otherwise) to this request would have no impact on the therapeutic relationship.
Following this, consent processes were handled by the Principal Investigator by
phone, followed by online written consent, according to the processes and scripts
approved by the ethics committee. This procedure was designed to reduce the risks
of perceived coercion, either by the therapist or the Principal Investigator, to be
involved in the trial. Recruitment continued until 20 participants had completed TRTP

and follow-up assessment.

Procedures

This feasibility study used a before-after single-arm trial design, collecting
standardised measures of depression, anxiety, stress and trauma-related symptoms
in consecutive new adult clients presenting to one community psychotherapist in
Brisbane, Australia. No randomisation or control group was involved. Due to the

nature of the intervention blinding was not possible.

TRTP was delivered, in three ‘steps’ consistent with the established protocol, over a
minimum of three, weekly, two-hour sessions, with additional sessions scheduled, if

needed, until completion of TRTP step 3 (Figure 1).

During or after each therapy session, the therapist recorded the following for the trial:
the date and duration of the session, delivery method (face-to-face, video or phone),

which step(s) of TRTP was/were covered (to ensure compliance with the three-step



therapy protocol), Subjective Units of Distress Scores (SUDS) where relevant, any
adverse events, additional information. Study data were collected and managed
using REDCap electronic data capture tools (47, 48).

Figure 1: Study Workflow
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A feasibility framework, involving 11 study-related and 4 intervention-related criteria,
was adapted from published frameworks (49, 50), and designed around 5 broad
objectives, evaluating: 1) recruitment and retention capability, 2) data collection
procedures, 3) resourcing, 4) acceptability and safety of TRTP, and 5) change in
scores (see Tables 3 and 4). Our findings were reported according to the CONSORT
Extension to Pilot and Feasibility Trials (51, 52). These 15 criteria were a mixture of
gualitative and quantitative. Key quantitative criteria were pre-specified (recruitment
rate of 50%, retention rate of 75%) for sample size determination and were in line
with comparable published rates (53-57). We did not include a criterion for
adherence, because it was considered that — given the therapist was a highly

experienced TRTP practitioner who is very familiar with the treatment protocol —



completion of the three steps of TRTP and follow-up (retention) would be an

adequate marker of adherence.

Regarding qualitative data: The therapist was able to note any adverse events
occurring in session by a simple tick box, with room for qualitative comments about
the adverse event or any other aspect of the session. The qualitative data collected
from the participants prior to commencement of session 1 was therapy-related, and
not collected for the trial. However, once the key traumatic memories were chosen
for reprocessing in session 2, the therapist distilled the core aspects of each memory
into a phrase that was recorded in the qualitative data. This data enabled him to
track SUDS on each distinct memory at different time points during therapy, but was
not formally analysed for the trial. Qualitative data was elicited from the participants
by electronic survey at or after the follow-up consultation, via the following question:
“Would you like to make any comments about whether or not TRTP was helpful to
you?” The meaning of ‘helpful’ was not defined, and wording of this question was
deliberately neutral to allow participants to record any benefits or adverse effects

according to their own interpretation.

To explore objective 5 (response to TRTP), mean changes at each step of therapy
(Step 2, Step 3 and follow-up 1 month after completion of therapy) compared to pre-
therapy (Step 1) for depression, anxiety and stress symptoms were measured using
the self-reported 21 item Depression Anxiety and Stress Scales (DASS21) (46). The
three DASS21 sub-scales independently measure negative emotional states of
depression, anxiety and stress with items scored on a four-point Likert scale (0 =

“never over the past week” to 3 = “Applied to me very much, or most of the time over



the past week”). Scores are summed for each subscale (Depression, Anxiety, and
Stress each consisting of 7 items) and then doubled (58). Each DASS21 sub-scale
score ranges from 0 to 42, with higher scores indicating greater distress. The
DASS-21 has been demonstrated to be highly reliable, with Cronbach’s alpha values
in one study of 0.81, 0.89 and 0.78 for the subscales of depression, anxiety and
stress respectively. It has also been found to have excellent internal consistency,
discriminative, concurrent and convergent validities (59). DASS21 reports were
collected at or before each session, and at follow-up. Each sub-scale of the DASS is
scored based on deviation from population norms with interpretive categories
ranging from ‘normal’ through to ‘mild’, ‘moderate’, ‘severe’ and ‘extremely severe’
(60). Participants were classified as having elevated levels of depression, anxiety,
and stress based on cut-off scores of above 9, 7 and 15 for each subscale,

respectively.

Change in mean PTSD symptoms post and pre-therapy was assessed using the 20
item PTSD Checklist for DSM-5 (the PCL-5) (61). This self-reported measure has
been shown to have acceptable internal consistency, test-retest reliability and
construct validity (62). Items on this scale include, for example, “in the past month,
how much were you bothered by feeling jumpy or easily startled?”. These are scored
on a 5-point Likert scale from 0 “not at all” to 4 “extremely” and then summed giving
a potential score range from 0 to 80, with higher scores indicating greater distress. A
score of above 31-33 is usually taken as suggestive of a diagnosis of PTSD (63).
The PCL-5 scores were collected prior to session 1 and at follow-up 1-month post-

therapy.



To further explore the data from a safety perspective (objective 4) binary variables
were derived to look for clinically meaningful change in the Depression, Anxiety and
Stress scores at 1-month post-therapy from baseline. Following Ronk et al, we
defined clinically meaningful change on the DASS sub-scales as a change of 6.2
points or more for Depression, 7.0 or more for Anxiety and 6.2 or more for Stress
(64). A binary variable was created to look for clinically meaningful change in
individual PCL-5 scores post-therapy. Following Blanchard et al, we defined clinically

meaningful change on the PCL-5 as least 12 points. (65).

Subjective Units of Distress Scales (26) (SUDS) are self-reported measures of
distress on a 0-10 scale, with higher scores indicating greater distress. The
presumed impact of step 2 on reducing the emotional charge on each distressing
memory was assessed by administering the SUDS prior to, then immediately

following, the memory reprocessing.

Sample Size

Prior to study commencement, assuming a modest correlation between participants'
pre-and post-treatment DASS sub-scores of 0.3 to 0.5, we determined that 20
participants who complete the therapy and provide responses to the surveys pre and
1-month post therapy, would provide 80 to 90% power (significance level=5%) to
detect a mean change in the DASS-21 sub-scores at 1 month post-therapy
compared to baseline of 0.8 of one standard deviation (feasibility objective 5). We
anticipated that 50% of new clients would consent to the study, and 75% of those
would complete the study (53-57), hence to achieve a sample size of 20 participants

who complete the study we would need to approach 54 individuals, to recruit 27 who



agree to the study. Given that the therapist predicted that he would be approached
by about eight new clients per month, we determined that it would take

approximately seven months to approach and recruit 27 participants.

Sample Size Justification

We aimed to recruit enough participants so that 20 would complete the therapy,
which was within the range most commonly adopted in practice for pilot and
feasibility studies using continuous outcomes (66) and consistent with that
recommended for pilot studies when a large effect size is anticipated (67).
Furthermore, there were budget and time constraints on recruiting more participants
into the study. The proposed sample size would allow us to evaluate the trial
procedures and processes in the community setting and to start building the
evidence-base to support the future implementation of a larger controlled trial of
TRTP. The percentage of individuals recruited and retained at the end of the study
was reported with 95% confidence intervals to provide information on the degree of

uncertainty of the estimates.

Data Analysis

Data analysis was conducted according to a predefined analysis plan, and
independently of the Principal Investigator. Descriptive statistics were used to
summarise the participants’ demographics, outcome measures at each assessment
time, and process measures. Percentage of participants recruited and retained in the
study was presented with exact 95% confidence intervals (CI). To assess feasibility
objective 5 (participant responses to the intervention) a linear mixed effects model

with restricted maximum likelihood and Satterthwaite degrees of freedom was used



to estimate the mean change for each DASS21 sub-scale outcome at each
assessment time point (step 2, step 3, and follow-up) compared to baseline (step 1).
Time was fitted as a fixed effect (with step 1 as the reference group) and individuals
as random effect to allow for repeated measures on the same individual. A similar
mixed effects model was used to estimate the mean change in PCL-5 scores at
follow-up compared to baseline. A paired t-test was used to estimate the mean
change in SUDS scores (final scores compared to initial). Estimates were reported
with 95% confidence interval (Cl). Analyses were conducted using Stata Statistical

Software version 17.0 (68).

We used Hedges g* method to estimate the standardised effect size for paired
observations (with associated confidence intervals) for the DASS21 and PCL-5
measures, due to the small sample size (n=20) with unequal variance in pre and post
scores. Hedges g* was calculated using an online tool (69). 5000 bootstrap samples
were taken, and 5000 reshuffles of the control and test labels were performed; the

confidence interval is bias-corrected and accelerated.

Descriptive statistics were used to summarise the number of scores that met the cut-
points for clinically meaningful change at follow-up compared to pre-therapy for each
of the distress scores (depression, anxiety, stress, PCL-5). At the participant level we
deemed that an individual had demonstrated overall deterioration if at least one of
their distress scores increased by the nominated thresholds; and clinically
meaningful improvement if at least one of their scores decreased by at least the

threshold amount and no score increased by that amount.



Regarding the qualitative data: Responses to the question to the participants in the
follow-up survey about whether or not TRTP was helpful to them were analysed
according to whether they responded in the direct affirmative using the word *helpful’
or ‘helped’ or similar words such as ‘healing’, or used other descriptors clearly
indicating improvement. Qualitative comments by the therapist were separated into
those that were process-related and those that reflected on outcomes, and only the

latter were captured.

RESULTS

Recruitment

Over about 11 months, between 22 December 2022 and 15 November 2023, the
therapist was approached by 41 new clients. Figure 2 shows that 5 (12%) were
assessed as unsuitable for TRTP according to the exclusion criteria. There were 6
people (15%) who were deemed suitable but declined TRTP. Of the remaining 30, 5
(12%) agreed to have TRTP but declined to be in the study, leaving a total of 25
(61%) who consented to participate. Two were later excluded prior to
commencement, having been belatedly deemed ineligible: one being a minor, and
another whose DASS21 and PCL-5 scores normalised prior to therapy hence the
client was not assessed as requiring TRTP. Of the 40 new adult clients (excluding
the 16-year-old), 23 (58%) were eligible and consented to the study. The recruitment
percentage was higher than the predicted 50%, with 95% confidence intervals

ranging from 41% to 73%.

Retention
Twenty-three commenced TRTP, of whom three (13%) withdrew and were

subsequently lost to follow-up prior to step 3. Hence, 20 (87%) of the 23 who



consented to the study completed TRTP and all follow-up measures and

questionnaires. The 95% confidence interval ranged between 65% and 97%, which

included our predicted rate of 75%. The intervention was delivered and all follow-up

measures were collected over a period of ten months between May 2023 and March

2024.

Figure 2: CONSORT diagram

New clients during the study period (n = 41)

Not eligible for TRTP (n = 5): Borderline Personality
Disorder (n = 1), normal scores at assessment meeting
hence did not meet inclusion criteria (n = 4)

Eligible for TRTP but did not accept TRTP (n = 6): financial
reasons (n = 1), no reason given (n = 5)

Accepted TRTP but did not consent to the study (n=5):
chronic fatigue (n = 1), delay in consent process (n = 1),
not interested (n = 1), too busy (n = 1), no reason given (n
= 1)

Consented to be in study (n = 25)

Excluded before commencing TRTP (n = 2): <18 years old,
(n = 1) or no longer met inclusion criteria based on normal
DASS21 and PCL-5 (n = 1)

Session 1 (n = 23)

Withdrew due to external stressors (n = 1)

[ withdrew due to financial reasons (n = 1)

| Optional session 4 (n = 4) to complete TRTP step 3

Withdrew due to external stressors (n = 1): this person

N
Session 2 (n = 22) |
N
Session 3 (n = 21)
N
N

attended sessions 4 and 5 but did not participate in any
TRTP at those visits or complete DASS21 or PCL-5
assessments

Follow-up session (n = 20)

Demographics

Demographic characteristics of all new clients and study participants are set out in

Table 1.



Table 1: Demographic characteristics of all new clients and study

participants (n=41)

Totaln | Male n | Female n Age Age
(col %) | (row %) | (row %) | Mean (SD) Range
All new clients 41 (100) | 30 (73) 11 (27) | 43.2(13.3) 16 to 64
Not suitable for TRTP 5(12) 4 (80) 1(20) | 41.0(13.0) 22 t0 52
Eligible, refused TRTP 6 (15) 4 (67) 2(33)| 34.0(8.2 28 to 50
Eligible and accepted 30 (73) | 22 (73) 8 (27) | 45.4 (13.6) 16 to 64
TRTP
Accepted TRTP:
Did not consent to study 5(17) | 4(80) 1(20) | 44.2(11.4)| 31to6l
Consented to study 25(83) | 18 (72) 7(28) | 45.6 (14.2) 16 to 64
Consented to study:
Withdrawn Eligibility failure 2(B)| 2(00) 0(0) | 24.5(12.0) 16 to 33
Failed to complete TRTP 3(7)| 3(100) 0(0) | 51.6 (12.5) 391to 64
Completed follow-up 20 (80) | 13 (65) 7 (35) | 45.3(13.0) 19to 63

N -counts; Col % — column percentages; Row % — row percentages; SD — standard deviation;

Range (minimum maximum);




Treatment data

The 20 ‘completers’ averaged 3.2 (SD 0.4) treatment sessions, amounting to an

average of 368 (SD 39) minutes or 6.1 hours of therapy per person. Time frames of

therapy delivery are further reported in Table 2.

Three of the 23 participants did not complete TRTP after receiving at least one

session: one client opted to have a joint session with a parent and did not proceed

further with TRTP, another cited financial concerns, a third requested to postpone

then subsequently withdrew from therapy.

Table 2: Treatment adherence of hew consented clients (nh = 25)

Did not Did not
Total | commence complete C]?Tlpleted
treatment | treatment oflow-up

TRTP:
Participants n (%) 25 (100) 2 (8) 3(12) 20 (80)
Sessions: mean (SD) 2(1) 3.2 (0.4)
Sessions: range 1to 38 3to 47
Session minutes: mean (SD) 115 (20) 118 (15)
Total minutes: mean (SD) 235 (98) 368 (39)
Total minutes: range 135 to 330 330 to 480
Days from:
Assessment to session 1: mean 93 (12) 79 (59)
(SD)
Assessment to session 1: range 84 to 107 1to 261
Session 1 to Step 3%: mean (SD) 21 (11)
Session 1 to Step 3%: range 13 to 63
Step 3% to follow-up: mean (SD) 48 (29)
Step 37 to follow-up: range 30 to 148
Session 1 to follow-up: mean (SD) 69 (29)
Session 1 to follow-up: range 45to 163
* 2 found to be ineligible after consent
§ | participant had 5 sessions but only 3 sessions involving TRTP content
1 16/20 had 3 sessions, 4/20 had 4 sessions | |
T First session with Step 3 content, always the final session of TRTP
SD = standard deviation | |




Feasibility

Feasibility criteria are reported in Tables 3 and 4. Seven out of eleven criteria that

relate to study design were met, and all four criteria that relate to the intervention

were met. Unmet criteria can be addressed in future larger studies with modifications

to the design and improved researcher

education and oversight.

Table 3: Feasibility Framework - study-related

Question Criteria Criteria Result Learnings
met?
Objective 1: Evaluation of Recruitment Capability and Resulting Sample Characteristics

1. Can we recruit | Recruitment of 27 | No 41 new clients Initial projections of
27 participants | participants within presented over about | 8 new clients
within a 7- 7 months 11 months. presenting per
month period Of these, 36 were month were an
through 1 offered TRTP of overestimate.
community whom 30-accepted.
psychotherapi Of these, 25 Projections should
st? consented to the factor in the

study but 2 were likelihood that

excluded as they did | clients deemed

not meet eligibility eligible for TRTP

criteria (1 being a may decline that

minor), hence 23 therapy.

recruited within 11

months; See Figure One full-time

2 for details. therapist may
provide about 23
participants over a
year for a future
study.

2. Canwe Recruitment rate Yes Recruitment rate It may be possible
achieve the of >50% 58% (23/40) (95% CI | in a future study to
projected 41% - 73%) recruit at least 50%
recruitment of new adult clients
rate of 50%7? presenting to a

community
psychotherapist

3. Can we retain | Retention rate of Yes Retention rate 87% It may be possible
75% of >75% (20/23) in a future study to
participants to (95% CI 65% - 97%) | retain at least 75%
follow-up? of participants to

follow-up stage

4. Are eligibility No incidents of No A 16yo was recruited | Eligibility criteria

criteria
appropriate,
clear and
consistently
applied?

people
inappropriate for
the study being
recruited

and one participant
with normal scores
on all measures was
recruited

clarified to exclude
minors




Processes for
eligibility
determination
incomplete/unclear
hence one
participant belatedly
excluded when all
objective measures
were found to be
normal just prior to
therapy
commencement
hence he did not
require TRTP

Processes for
eligibility
determination in a
future study need
to be streamlined
so that measures
are delivered prior
to recruitment, and
again just prior to
commencement of
therapy

5. Arethe
characteristics
of the study
participants
likely
representative
of expected
characteristics
as informed by
the research
literature?

A preponderance
of female
participants is
anticipated for
presentations for
psychological
interventions;
commonest age
range of
presentation 25-
34yo (70, 71)

No

65% of participants
in this study were
male, reflecting the
practice profile of the
therapist

Average age of
participants (45.6)
was slightly older
than commonest age
group (25-34yo0)
presenting for
psychological
therapy in Australia
(70). Again this is
likely reflective of the
therapist’s practice
profile.

In a future study,
with a wider range
of therapists it is
expected that the
age and gender
distribution would
resemble that in
the literature

Objective 2: Evaluation

and Refinement of

Data Collection Procedures

6. Are data Complete data set | Yes Pre- follow-up data Future study can
collection obtained on >90% set 93% complete expect to obtain
procedures of pre — follow-up (follow-up data not high levels of data
feasible and measures (57) obtained on 3 who completeness
acceptable to dropped out of
participants? treatment).

Complete data set
obtained on 20/20
(100%) treatment

completers

7. Are data Deemed non- Yes Initial problems with | Electronic delivery
collection disruptive by electronic delivery of | of measures, once
procedures clinician measures required reliably available,
manageable clinician to was deemed non-
within routine administer them and | disruptive to
clinic manually enter data | routine workflow
workflow? in session, but this

was rectified towards
the end of the
intervention period

Objective 3: Evaluation

Intervention

of Resources and Ability to Manage and Implement the Study and

8. Does the
research team
have the
administrative

Recruitment,
intervention, data
analysis and initial
write-up within two

Yes

Study completed and
written up with large

pro bono contribution
and 40 paid hours of

Further studies will
require adequate
funding




Plan developed
with biostatistician

capacity, years biostatistician time
expertise, contributed by the
skills, space University of

and time to Melbourne
conduct the

study and

intervention?

9. Does the No breaches of No 1 breach noted In a study involving
research team | protocol (clinician conducted more clinicians,
comply with consent process) ongoing training
the approved and reported to and vigilance will
human ethics committee, be required
participants’ remedial action
protocol? taken and deemed

adequate.

Improved design of
REDCap system REDCap system
design did not allow | will allow for full
for full prospective and accurate
capture of participant | prospective
change of status description of
(e.g. belated participant
discovery of progress through
ineligibility), hence the trial
some administrative
data retrospectively
over-written

10. Are adverse Systems for Yes 3/23 participants Indirect question to
events reporting adverse withdrew after at participants and
effectively events available least 1 session; for 1 | direct question to
identified, and utilised by of these, therapist therapist about
documented clinician and reported adverse adverse events
and reported? | participants event in session. elicited relevant

information
In treatment
completers 1 In future studies it
adverse events would be helpful to
reported by therapist, | capture qualitative
2 by participants. data from
participants who
do not complete
the therapy

11. Are we able to | Data entered and | Yes REDCap system REDCap will
efficiently and | stored securely securely captured provide a suitable
effectively without data loss. and stored all data platform for data
manage data | Data analysed collection in a
entry and according to future study
analysis? Statistical Analysis




Table 4: Feasibility Framework - intervention-related

Question

Criteria

Criteria
met?

Result

Learnings

Objective 4: Evaluation of Acceptability, Safety and Suitability of Intervention

l.Is the Retention rate of Yes 20/23 (87%; 95% CI | The intervention
intervention therapy >75% 65% - 97%) appears to be
acceptable to participants acceptable to
participants? completed therapy participants with
and follow-up. 3/23 low drop-out rates.
withdrew after at
least 1 session —
feedback not
captured.

2. Does the No serious Yes 3/23 participants The intervention
intervention adverse events withdrew after at does not seem to
cause harm? | reported least 1 session, cause harm.

feedback not

captured. For 1 of In future studies it
AND these, therapist would be helpful to

reported elicit information

‘dissociation’ and about harm from
No clinically ‘shut down’ in participants who do
meaningful session. not complete

deterioration in
individual outcome
scores

AND
No reports of
serious participant-

experienced harm

(72)

In ‘completers’ - 2
adverse events
reported by
participants:

new joint and
muscle pain;
low/angry mood 1-2
weeks after final
session leading to
change of
medication.

No individual
distress scores or
participants showed
clinically meaningful

treatment

deterioration.
Objective 5: Preliminary Evaluation of Participant Responses to Intervention
3. Does Participant level Yes 35/43 initially This study leaves
examination | data suggests abnormal sub- open the possibility
of change in key scores on the that TRTP may
quantitative outcome variables DASS21, 11/12 improve symptoms
data suggest | in desired direction initially abnormal
that the scores on the
intervention PCL-5, and 18/20
is likely to be | AND participants

successful?

Estimates of
effects suggest
that the
intervention has
promise — effect
sizes at least
moderate (> 0.5)

demonstrated
reduction in scores
that would be
clinically meaningful
if found to be
therapy-related in
the context of a
subsequent
effectiveness trial.




Hedges g* effect
sizes were -1.0 to
-1.7 in the desired
direction

4. Do
participants
provide
qualitative
feedback
that the
intervention
was
successful?

Majority (>50%) of
participants
reported therapy
‘helpful’ without
gualification

Yes

3/23 participants
withdrew after at
least 1 session —
feedback not
captured.

15/20 completers
provided comments
at follow-up; 15/15
reported TRTP was
helpful although
3/15 reported some
persistence of
symptoms.

Hence 12/23 (52%)
reported therapy
helpful without
qualification

Qualitative
feedback aligns
with quantitative
outcomes, leaving
open the possibility
of benefit from
TRTP

Mean Change

All mean DASS21 sub-scores reduced post-therapy (step 3) and at follow-up

compared to baseline. Mean reduction in scores on the PCL-5 between step 1 and

follow-up was 26.3 points (95% CI 18.9 to 33.8) (Table 5). Graphical representations

of mean scores at each time point are provided in the Supplementary Material.




Table 5: DASS21 subscale and PCL-5 scores of all 23 who commenced TRTP

n above

Mean change in scores at
each time compared to Step 1

Hedges' g (95%

Time | n | 0 ioff () | Mean (SD) (95% CI)* cly?
DASS21:
Depressi
on (cut-
off >9)
Step 1 g 14 (60.9) | 17.7 (13.8)
Step 2 f 10 (47.6) | 11.7 (14.1) 56| (93],-1.9
Step 3 S 5 (25.0) 6.0 (7.5) 114 | (157 | -7.2)
Follow- | 2
up | 0 | 800 6.1(6.8) 15| (166.63) | 4 0o (144, -0699)
DASS21:
Anxiety
(cut-off
>7)
2
Step 1 3 | 15(65.2) 14.3 (10.3)
2
Step2 | 7 | 19047 | ©6(104) 45| (74| -16)
Step 3 (2) 5 (25.0) 5.4 (5.5) oo | (124 .58
Follow- | 2 -1.18 (-1.72,
ol o | 7@50 5.1 (4.8) 0p| (13451 o177
DASS21:
Stress
(cut-off
>15)
Step1§ 20(87.0) | 24.4(9.8) B
Step 2 i 12(57.1) | 17.9(11.2) g | (107 |-17)
Step 3 g 7(35.0) | 12.8(8.6) 112 | (-15.8 | -6.5)
Follow- | 2 152 (-2.16,
o | o | 5@50 9.8 (7.8) 143 (193] ,93) % 958)
PCL-5
(cut-off
>=31)
Step1| 5 | 12(522) | 38.0(19.1) ~
Follow- | 2 0(0) 263 | (-33.8 -18.9
up | 0 11.8 (9.6) ) 1,72 (-2.39, -1.1)

L All participants who provided data to at least step 1 were included in the analysis of the DASS21

sub-scale and PCL-5 outcomes

2 Hedges’ g estimates are based on the 20 participants who completed therapy
Therapy sessions (steps 1- 3) conducted face-to-face (66%) or by video conference (34%)
Follow-up sessions conducted by telephone (75%), face-to-face (10%) or by video conference (15%)




Descriptive Statistics
Individual trajectories and scores at each assessment time point for each participant

are provided in the Supplementary Material.

No individual DASS21 scores met criteria for clinically meaningful deterioration, as
defined above. Eleven out of 12 (92%) initially abnormal Depression scores, 11/14
(79%) initially abnormal Anxiety scores, and 13/17 (76%) initially abnormal Stress
scores demonstrated improvement that would be clinically meaningful if found to be

therapy-related in the context of a subsequent effectiveness trial.

Before treatment commencement, more than half of the participants (12/23, 52%)
scored above the threshold for a likely diagnosis of PTSD (score 31-33). By the
follow-up session, none (0/20, 0%) of the PCL-5 scores were at or above this
threshold, although one of those original twelve was among the three non-
completers on whom we do not have paired data. The remaining eleven all changed
to a degree that would be clinically meaningful if found to be therapy-related in the

context of a subsequent effectiveness trial.

Overall, at a participant level, no individuals showed clinically meaningful
deterioration, as defined above. Instead, 90% (18/20) of individuals demonstrated

overall improvement between step one and follow-up.

SUDS scores
SUDS scores were recorded before and at completion of memory reprocessing (on

all 22 participants who undertook step 2) for an average of 3.4 memories per



participant (standard deviation of 0.5, range 3 to 4). Pre- and post-therapy SUDS
scores were averaged across all memories within an individual and then compared
across all participants, with average final SUDS 6.2 points lower (on a 10 point

scale) than average initial SUDS (95% CI 5.4 to 7.0).

Qualitative Outcomes

The therapist’s brief descriptions of the traumatic events chosen for memory
reprocessing have not been formally analysed for this study because they were
primarily collected to facilitate the therapeutic process and therefore were not always
interpretable to others. However it may be of use for a general understanding of
TRTP to include here that in so far as these records were interpretable the events
included parental abuse, violence, neglect, abandonment and conflict; sexual abuse
and assault; bullying at school and in the workplace; betrayal, abuse, rejection and

violence in relationships; death of loved ones; and early parentification.

Fifteen out of twenty treatment completers responded to the follow-up question as to
whether or not the therapy had been helpful to them. All fifteen responses indicated
that it had been helpful, either by directly using the words *helpful’ or ‘helped’ in their
response (11 responses) with or without elaboration, by using the words ‘heal’ or
‘healing’ (2 response) with or without elaboration, or by other responses clearly
indicating improvement (2 response) via phrases such as “I feel more prepared than
| could imagine (to face challenging circumstances)”, and “more grounded” “more
calm”, “not angry or frustrated when stressed”. One out of those 15 reported some
persistence of symptoms (insomnia), and the therapist's comments indicated
persistence of symptoms at the follow-up session for a further two participants. The

therapist reported an in-session adverse event in one participant (dissociation in



session), and two participants reported non-serious adverse events after completion
of therapy (new joint and muscle pain; low/angry mood 1-2 weeks after final session
leading to change of medication). The therapist reported on which step of TRTP was
undertaken in each session, and in all treatment completers this data indicated that

he followed the standard three steps of TRTP.

DISCUSSION

This study constitutes the first formal research into TRTP - a novel therapy that is
already being delivered in Australia and elsewhere. We have set out many learnings
from this study that can inform the design and implementation of a future trial (See
Tables 3 and 4). Our findings support the feasibility of studying TRTP in a community
setting, and the acceptability and safety of the method. Unmet criteria related to the
study design can be addressed in future larger studies by streamlining of procedures
for eligibility determination, using a larger number of therapists to deliver the
intervention, modifications to the REDCap platform design, and improved researcher
education and oversight. The observed recruitment and retention of participants
(58% and 87%) were higher than we had anticipated, but the confidence intervals
were wide, where the lower confidence interval bounds were 41% and 65%,
respectively. Given the uncertainty around the estimates for the percentage of
participants recruited and retained, determination of sample size parameters for a
future larger trial may be informed by similar published studies or a larger pilot study.
Further, as part of a definitive trial, an internal pilot study may be used to inform the
process of planning and to monitor the trial feasibility, including the number of

participants recruited, randomised and retained, in real time.



In relation to the safety and acceptability of the TRTP, all 20 treatment completers
were given the opportunity to comment on the therapy, and all who took this
opportunity (15/15) reported that it was helpful, with three of those reporting some
persistence of milder symptoms. There were no negative comments about the
therapy. However, feedback was not captured on the three individuals who failed to
complete the therapy. No individual scores or participants demonstrated clinically
meaningful deterioration. Instead, a high proportion of scores and individuals
improved to a degree that would be clinically meaningful if found to be therapy-

related in the context of a subsequent effectiveness trial.

In relation to change in scores, mean DASS-21 and PCL-5 scores decreased by one
standard deviation pre- to post-therapy. These changes are consistent with previous
research on other therapy-based interventions in people affected by trauma (73)
showing changes to the mean DASS21 of equivalent to 0.8 standard deviations or

more.

Without a control group, this study does not constitute evidence of a causal
relationship between TRTP and reduced measures of distress. We cannot preclude
the possibility that the improvement in the mean scores may be attributable to
regression towards the mean, or to external factors. Nevertheless, our findings
indicate that TRTP may be a promising therapy warranting further study. The fact
that Richards only makes the manual available through her formal training may make

independent replication challenging.



Three out of 23 participants did not complete the therapy or follow-up measures,
hence they did not contribute paired data to the quantitative analysis. A future trial
should attempt to collect primary outcome measures even on participants who do not
complete the therapy; and this data should be included as part of an intention-to-

treat analysis if they do not withdraw all their data.

It is highly likely that there would be therapist bias in the current sample, given that
only one therapist was involved. Self-selection bias may have been introduced by
the fact that some of the participants specifically requested TRTP hence may have
been positively disposed towards the therapy or the therapist. The fact that this
therapy is promoted as an alternative to existing therapies may have created positive

or negative expectancy effects.

While information about age and gender of participants was captured, the collection
in a future effectiveness trial of other demographic data such as ethnic background
and socio-economic status would assist with understanding the generalisability of
any findings. It would also be desirable to improve the collection and analysis of
qualitative data regarding the nature of any clinical change, clients’ experience of the
process, and types of traumatic events reprocessed. The reduction in SUDS at step
2 may provide evidence for the hypothesised mechanism of change, should future
trials demonstrate effectiveness. This could be supplemented by a dismantling study
that gathers rich descriptions of clients’ reactivity to traumatic memories in order to

further delineate the mechanism of action.



The fact that the therapist was highly experienced in delivering TRTP may distort the
results, so further research will be needed to ascertain the generalisability of this
method when delivered by a range of practitioners, and in other contexts. If
effectiveness could be demonstrated in a controlled trial involving a greater range of
practitioners, this may point to a potential for TRTP to be widely delivered in low
health resource settings. This, along with the fact that TRTP is routinely delivered
remotely via video conferencing, may reduce several of the major barriers to

accessing effective psychotherapy.

None of the participants in this study received a formal DSM-5 diagnosis prior to
treatment, hence it is not possible to clearly delineate the population studied beyond
‘new clients presenting to a psychotherapist scoring above cut-off on standardised
measures of distress’. Future studies should explore the effectiveness of TRTP for
specific mental health conditions. If benefit is demonstrated, it would be helpful for
future studies to include economic analysis of cost-effectiveness and acceptability

compared to existing therapies.

CONCLUSIONS

This study suggests that it would be feasible to study TRTP in a community setting,
with initial indications that it is acceptable and safe. A future larger randomised
controlled trial incorporating waitlist or active controls, or a non-inferiority trial
comparing TRTP to more established therapies, would be warranted based on these
findings, incorporating the learnings gained from this study to inform the design and

conduct of the trial.



List of abbreviations

CBT — Cognitive Behavioural Therapy

DASS21 - 21 item Depression Anxiety and Stress Scales
EMDR — Eye Movement Desensitization and Reprocessing
PCL-5 — PTSD Checklist for DSM-5

PE — Prolonged Exposure

PTSD — Post-Traumatic Stress Disorder

REDCap — Research Electronic Data Capture

SUDS - Subjective Units of Distress Scores

TF-CBT - Trauma-Focused Cognitive Behavioural Therapies

TRTP — The Richards Trauma Process
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