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Abstract
Generalized anxiety disorder (GAD) is a chronic mental health difficulty typically present in primary care settings. Cognitive-Behavioral Therapy (CBT) is the psychological intervention with the best evidence for its efficacy for GAD. The development of other psychological interventions can increase client choice. This feasibility trial examined an initial assessment of efficacy of EFT in comparison to CBT in the treatment of GAD in the context of an Irish public health service. The trial provided information on recruitment, therapist training/adherence, and client retention relevant for a potential non-inferiority trial. A randomized controlled trial compared the efficacy of EFT vs. CBT for GAD. Both therapies were offered in a 16-20 sessions format. Therapists (n=8) were trained in both conditions and offered both therapies. Clients were randomly assigned to the two therapies EFT (n=29) and CBT (n=29). Outcomes were assessed using several measures, with the Generalized Anxiety Disorder-7 (GAD-7) being the primary outcome. Clients were assessed at baseline, week 16, end of therapy, and at 6 months follow-up. Therapists were able to learn the two models after a short training and showed moderate levels of adherence. Although not statistically significant, the drop out from treatment was 10% for EFT and 27% for CBT. The two therapies showed large pre-post change and similar outcomes across all measures, with these benefits retained at 6-months follow-up.
Results suggest that EFT is a potentially promising treatment for GAD. Further investigation is indicated to establish its potential to expand the available psychological therapies for GAD.
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Clinical Impact Statement
Question: This feasibility study was assessing the tentative relative efficacy of emotion-focused therapy (EFT) for generalized anxiety in comparison to an established cognitive-behavioral treatment. Findings: The study showed EFT as a promising treatment for GAD when compared to the established cognitive-behavioral treatment, worthwhile of further exploration. Meaning: The adaptation of EFT for generalized anxiety can broaden the range of treatment choices available for this condition. Next Steps: The trial offered a number of learnings in terms of planning a larger definitive trial comparing EFT to the established treatment.


A comparison of emotion-focused therapy and cognitive-behavioral therapy in the treatment of generalized anxiety disorder: results of a feasibility randomized controlled trial.
Generalized anxiety disorder (GAD) is one of the most common anxiety disorders with one-year prevalence around 3% and life-time prevalence around 5% (Kessler Berglund et al., 2005; Kessler, Chiu et al., 2005). It has a high comorbidity (e.g., Bruce et al., 2001) and has a negative impact both on the individual and society (Kertz & Woodruff-Borden, 2011; Wittchen, 2002). It is a potentially chronic condition that has propensity for recurrence (Weisberg, 2009). It is a condition that is particularly characteristic of client presentations in primary care settings (Wittchen et al., 2002).
There are currently few forms of treatment available for GAD. Apart from medication (Slee et al., 2019), cognitive-behavioral therapy (CBT) is the best-established intervention (National Institute for Health and Clinical Excellence, 2011). Variants of CBT have been showed to be more effective than waitlist or placebo comparisons (Carpenter et al., 2018; Cuijpers et al., 2014; Hanrahan et al., 2013). However, very few comparisons exist with alternative non-CBT psychological therapies (Carl et al., 2020; Cuijpers et al., 2014) and there have been calls to assess alternative treatments (Hunot et al., 2007). Broadening treatment choice is not only in line with the service-user centered ethos embraced by public health service providers such as the service where the here presented study took place, but it also has the potential to positively influence outcomes (Swift et al., 2018). The current study, which builds on initial open trials (O’Connell Kent et al., 2021; Timulak et al., 2017), is a step in the development of an alternate psychological treatment for GAD, namely emotion-focused therapy (EFT) for GAD (Timulak & McElvaney, 2018). 
EFT (Greenberg et al., 1993; Greenberg, 2015) is a research-informed therapy, which focuses on transforming maladaptive emotions through the generation of adaptive emotions. It has been empirically studied, particularly in the context of depression (Goldman et al., 2006; Watson et al., 2003) and complex trauma (Paivio & Nieuwenhuis, 2001), while recent adaptations have also been examined as to their efficacy for anxiety disorders (Shahar et al., 2017) including GAD (O’Connell Kent et al., 2021; Timulak et al., 2017). As GAD is characterized by sufferers’ efforts to prepare (by worrying) for emotionally difficult situations and by the avoidance of potentially painful emotions (Behar et al., 2009; Newman & Llera, 2011) EFT, which focuses on facilitating adaptive emotional processing, represents a potentially useful model for treatment.
Timulak and McElvaney (2016; 2018) presented an adaptation of EFT for GAD in which they assume that clients suffering with GAD are avoidant of specific triggers that might potentially evoke the client’s emotional vulnerability (chronic maladaptive painful feelings of sadness/loneliness, shame, and/or primary fear/terror). Such clients are cognitively (via worry) pre-occupied with actual or potential triggering situations that might elicit this emotional vulnerability. They want to control or avoid these triggering situations and engage in various forms of emotional avoidance whilst also being unable to process those painful feelings constituting the emotional vulnerability. The therapy is then aimed at transforming this emotional vulnerability through the generation of adaptive experiences that help to restructure problematic emotion schemes and thus lower the propensity for triggering situations to elicit unbearable painful emotions. Therapy also focuses on a more symptomatic level, for instance, it addresses the worry process by highlighting both its function but also the associated experiential cost (for more see below). 
Initial studies conducted in primary care and student counselling settings examined the adaptation of EFT for GAD using an open trial format and showed promising results (Timulak et al., 2017; O’Connell Kent et al., 2021). The current study was intended to contribute to the further assessment of EFT as a viable alternative to an established treatment of GAD (CBT) as provided in a public primary care setting. Specifically, we were interested in conducting an initial assessment of the relative efficacy of EFT in comparison to CBT in the treatment of GAD in the context of an Irish public health service. Given that this RCT was the first to be conducted in the context of an Irish public health service specialized in delivering psychotherapy in primary care, we also wanted to learn about the feasibility of conducting such a trial, e.g., we hoped the trial would provide information about recruitment, therapist adherence, and client retention rates, as well as providing estimates of comparative outcomes that could be used to inform power calculations for a potential definitive non-inferiority trial in the same setting (see the pre-stated goals in Timulak et al., 2018).
Method
Trial Design & Setting
The design of the study was a randomized controlled trial (RCT) with two active interventions, EFT and CBT (Timulak et al., 2018). Participants were recruited from a routine national psychotherapy service provided by the public health service in Ireland, the Health Service Executive (HSE). Specifically, the study was hosted by the HSE’s Counselling in Primary Care (CIPC) services in the Dublin and North East regions. CIPC is part of a nationwide service which provides psychological therapy to adults who hold a General Medical Card (i.e., individuals eligible to free public health care on the basis of having a lower income), referred by their General Practitioner (GP; a family doctor), and presenting with mental health difficulties such as anxiety and depression.  
Participants/Clients
Participants (n=58) were adults (≥18 years) who met criteria for a primary diagnosis of generalized anxiety disorder (GAD). Clients were first screened for GAD using the Generalized Anxiety Disorder-7 (GAD-7; Spitzer et al., 2006) Clients who scored ≥11, a score suggesting that the client was in the clinical range, were then comprehensively assessed using the Structured Clinical Interview for DSM-5, Research Version (SCID-5-RV; First et al., 2015). To proceed to the study, clients had to meet criteria for GAD as a principal diagnosis. To participate in the study, participants needed to consent to the conditions of the study (e.g., audio recording of sessions, attendance at pre and post therapy assessment sessions). Individuals taking psychotropic medication had to agree to be stabilised on that medication for 6 weeks prior to commencing therapy and had to show, with their physician’s approval, a willingness to maintain this stability in medication use during the period of therapy. Exclusion criteria included concurrent psychological treatment; substance abuse; psychosis; and organic brain syndrome, as determined during clinical interview and administration of the SCID-5- RV; and suicide risk and risk of harm to others, as defined by scores other than 0 on Item 16 (“I have made plans to end my life”) and Item 6 (“I have been physically violent to others”) on the Clinical Outcome in Routine Evaluation – Outcome Measure (CORE-OM; Evans et al., 2002).
Therapists
Therapists (n=8) all worked with the CIPC service, were psychologists or psychotherapists/counselors, and were, for the purpose of the study, trained in both EFT for GAD and CBT for GAD. All therapists randomly delivered both conditions (see below), thus random allocation was nested within them. Therapists’ age at the start of the trial was M = 48.63 (SD = 8.09) and they had on average M = 10.25 (SD = 4.86) years of practice. They were all white Irish or European. Therapists saw between 2 and 15 clients (M=7.25; SD=3.99).
Interventions
Emotion-Focused Therapy for GAD (EFT for GAD)
The EFT intervention followed a model described by Timulak and McElvaney (2018; see the introduction) briefly presented in the introduction. Therapy focuses on the restructuring and transformation of problematic emotion schemes centered around the unbearable experiences of chronic emotional vulnerability. Clients are, first, facilitated to tolerate specific painful feelings that they try to avoid or about which they worry. They are then facilitated to articulate the unmet needs embedded in these painful feelings; and to transform these painful feelings through the generation of adaptive emotions such as compassion (e.g., I am here and I care for your pain) and healthy protective anger (e.g., I did not deserve to be exposed to such a pain). Therapy helps clients to regulate their feelings. Core emotional vulnerabilities are typically activated through imaginary dialogues with the triggers of interpersonal (e.g., experienced hurtful behavior of the other) or intrapersonal (e.g., self-criticism) pain, with the transformation of these vulnerabilities also predominantly occurring through the enactment of adaptive experiences within the same dialogues. Explicit work is also devoted to self-interruptive processes (e.g., an imaginary dialogue is held between the part of the self that wants to avoid pain and the part of the self that is limited by this self-interruption) and to the worry process (e.g., dialogue between the part of the self that prepares for potential triggering scenarios via anxiety provoking worry and the part of the self that is impacted by this worry process). Clients are facilitated to adopt a more balanced stance where avoidance and worry is less rigidly dominating of the clients’ life. Therapists were instructed to aim at having between 16 and 20 sessions as determined by their clinical judgment. Clients attending less than 8 sessions were considered to have dropped out from therapy. 
Cognitive-Behavioural Therapy for GAD (CBT for GAD)
The CBT intervention was informed by the intolerance of uncertainty model (Dugas and Robichaud, 2007). The model proposes that the ubiquity of uncertainty in all areas of life results in diffuse worry, which occurs in any uncertain situation. Particularly central to the model is the proposition that individuals who develop GAD have a predisposition to be intolerant of uncertainty. This intolerance of uncertainty is then seen to be coupled with positive beliefs about worry (e.g., that worry will help the individual avoid a problematic outcome) and an overall negative problem orientation (e.g., being pessimistic about solving problems). Finally, the model stresses various cognitive avoidance strategies, of which worry is an important part. Treatment involves psychoeducation, particularly focusing on the relationship between intolerance of uncertainty and excessive worrying. The treatment also aims to increase worry awareness through education and worry monitoring, and then through engaging in exposure to real-life worry provoking situations. Later in the treatment, interventions aimed at the re-evaluation of worry beliefs and the learning of helpful problem solving strategies are introduced, before the introduction of imaginal exposure. In the current study, in vivo exposure was introduced as client’s mastered imaginal exposure. Relapse prevention was the focus of the final phase of treatment and included a further focus on problem solving as well as some mindfulness exercises. As with the EFT condition, therapy lasted between 16 to 20 sessions as per the therapist’s clinical judgment. Clients attending less than 8 sessions were considered as having dropped out.
Therapists Training and Supervision
Of the eight therapists (6 qualified psychologists and 2 qualified psychotherapists), 3 had previous experience of emotion-focused therapy during their graduate training and all 8 had some previous experience of CBT (with 1 being an accredited CBT therapist). Prior to the trial, therapists declared their theoretical orientation as integrative (n = 6), CBT (n = 1), and humanistic (n = 1). As preparation for participation in the trial all underwent 4 days of general training in EFT with a 5th extra day of training specifically in EFT for GAD (LT, an EFT trainer accredited by the International Society for Emotion-Focused Therapy) and 5 days of training in CBT for GAD (facilitated by CC, course director of a university-based course in CBT, and CW, a clinical psychologist specialized in CBT). Therapists were also encouraged to attend additional available continuous professional development trainings in EFT and CBT, which some of them availed of (3 therapists did additional EFT and 2 additional CBT workshops). In addition, therapists attended weekly group supervision sessions lasting 1½ hours (one week in EFT, the next week in CBT) with the trainers in the respective approach, for approximately 8 months before being assessed as adherent to both approaches and thus released to see participants in the trial. The period of time in supervision before achieving adherence and being released to participation in the trial was for two therapists substantially more than 8 months (13 and 14 months) due to personal circumstances that impacted on their ability to regularly attend supervision. To be released to see clients in the trial, therapists had to be deemed adherent to both approaches (as per EFT and CBT trainers’ judgment). Supervision then continued throughout the trial, on the same weekly basis for the first 24 months of the trial, and on a fortnightly basis for the last 4 months of the trial. Supervision utilized recordings of training or trial therapy sessions.
Treatment Fidelity Assessment
In addition to on-going supervision, we also conducted an independent assessment of the adherence and competence (fidelity) of the delivered treatments. All therapy sessions were audio-recorded (with the exception of around 4% of sessions delivered over the phone – see the section on Covid-19 Pandemic impact on the trial below). The Person-Centered and Experiential Psychotherapy Scale (EFT version; PCEPS-EFT; Elliott, 2016; Freire et al., 2014 – for details of the scale see below) was used by four EFT experts (EFT certified therapists not otherwise involved in the trial) to assess randomly selected recordings for the EFT condition (one session from the main body of therapy, session four and onwards, per client). The Cognitive Therapy Scale-Revised (CTSR; Blackburn et al., 2001) was used by five CBT experts (CBT certified therapists not otherwise involved in the trial) to assess randomly selected recordings for the CBT condition (one session from the main body of therapy per client). A portion of CBT sessions was added to the sample of EFT sessions rated by EFT experts and a portion of EFT sessions was added to the sample rated by CBT experts. The experts were blind to what therapy sessions they rated were from, so it was possible to assess not just adherence/competence but also appropriate levels of discrimination between the two approaches. A portion of the sessions was rated by at least two independent expert raters, and an average rating was then used. The two adherence/competence scales are presented in more detail below. The actual adherence ratings are presented in the results section.
Randomization
As the organisational structure of CIPC meant that it was not possible to randomise allocation of clients between therapists (e.g., often only one therapist works in a particular location), the decision was made to randomize within therapists and thus all therapists were trained in both approaches and delivered both therapies. DH, a member of the research team with no allegiance to either intervention and no involvement in the delivery of either training or supervision, generated the allocation sequence using an online randomiser. A random sequence (of numbers 1 and 2, corresponding to EFT or CBT) was generated for each therapist identified by code. Post SCID-5 assessment (see below), and post allocation to therapist (see the next section on Procedure), a member of the research team (the trial manager) contacted (DH) and requested the assignment (either EFT or CBT) for the next participant.
Procedure
Participants were recruited from clients referred to the CIPC service. Referrals were screened centrally (by CIPC Clinical Coordinators) as per normal service procedure, for suitability for the service, and also as potential participants for the study. When a client presented with anxiety difficulties (as assessed by referral report and/or self-report), had a score ≥11 on the GAD-7, and in the assessing therapist’s clinical judgement, potentially met criteria for GAD as a principal diagnosis, the client was given information about the trial. Where the client expressed an interest in participation, met trial inclusion criteria (e.g., stabilized medication regime), and did not meet trial exclusion criteria (e.g., no current risk of suicide or risk of harm to others as measured by the CORE-OM – see above) the assessing therapist sought client consent to refer him or her to the Research Team for further assessment. 
Assessment was performed by a research team member (a doctoral level psychologist) and included administration of the SCID-5-RV (First et al., 2015) and the Structured Clinical Interview for DSM-5 Personality Disorders (SCID-5-PD; First et al., 2016). In addition, the research team member administered the Generalized Anxiety Disorder Severity Scale (GADSS; Shear et al., 2006), the Patient Health Questionnaire-9 (PHQ-9; Kroenke et al., 2001) and the CORE-OM (Evans et al., 2002). Where assessment indicated GAD as a principal diagnosis, and where inclusion and exclusion criteria were met (see above), the client was invited to participate in the study (for the flow of participants see the CONSORT Figure 1). During assessment, demographic data (see Table 1) as well as data related to presenting issues were gathered. Further assessments took place at week 16, post therapy (as close as possible to the date of the last session, where participants finished therapy outside the range of 16 ± 2 weeks) and 6 months post 16 weeks (as close as possible to 42 calendar weeks from the date of the first session). The study design was prepared in collaboration with the service provider which typically offers 16 sessions of therapy (this can be extended as per clinical judgment and for this study therapists were instructed that they have up to 20 sessions). Thus, a decision was made at the suggestion of the service provider to conduct an assessment at the 16 calendar week time point as well as at the end of therapy as planned by the therapist and at the follow-up.
Ethical considerations
The study received ethics approval from the School of Psychology Research Ethics Committee and the HSE North East Area Research Ethics Committee. As per ethics committee stipulation, clients were informed that CBT is an established treatment for GAD with good evidence and that EFT is a new treatment in development with promising early results. Clients could withdraw from the study and receive treatment as usual with the CIPC service (one client withdrew from the study post-randomisation and requested other treatment; Figure 1). Treatment of all participating clients was closely monitored from a clinical governance perspective according to normal CIPC service guidelines (Counselling Co-ordinators overseeing any clinical issues that arose) with the option to offer another course of treatment where necessary (e.g., further assessment, hospitalisation, acute risk management).
Measures
Diagnostic Measures
Structured Clinical Interview for DSM-5 - Research Version (SCID-5-RV). The SCID-5-RV is a semi-structured diagnostic interview for assessing the major DSM-5 diagnoses (First et al., 2015). The interview was administered by a psychologist with significant experience using SCID across several research projects.
Structured Clinical Interview for DSM-5 Personality Disorders (SCID-5 for DSM-5-PD). The SCID-5-PD is a semi-structured diagnostic interview for assessing the 10 DSM-5 Personality Disorders (First et al., 2016). It was administered with the SCID-5-RV by a psychologist with extensive experience using the SCID.
Primary Outcome Measure
The Generalized Anxiety Disorder-7 (GAD-7). The GAD-7 (Spitzer et al., 2006) is a 7-item self-report questionnaire assessing GAD symptoms over the preceding two weeks on a scale from 0 (not at all) to 3 (nearly every day). The cut-off score is ≥10 (Spitzer et al., 2006) with reliable change index 4 (National Health Service, 2014). Cronbach’s alphas for the current sample across the 4 times were .62, .87, .85 and .92. The GAD-7 was used as a primary outcome measure.
Secondary Outcome Measures
Generalised Anxiety Disorder Severity Scale (GADSS). The GADSS (Shear et al., 2006) is an interview-based rating scale designed specifically for assessing symptom severity of GAD. It was administered by members of the research team blind to participants’ study allocation. The interview was also recorded. Clients are asked first to identify subjects of worry (e.g., future, health, family, finances, work). They are then asked to rate these target worries in terms of (1) frequency of worry, (2) distress due to worry, (3) frequency of associated symptoms, (4) severity and distress of associated symptoms, (5) impairment in work, and (6) impairment in social function, on a scale ranging from 0 = none, to 4 = very severe. The scale’s internal consistency in the current sample across the 4 times were .75, .90, .88 and .88. 
The Patient Health Questionnaire (PHQ-9). This is a 9-item self-report instrument intended to assess the existence and severity of symptoms of depression (Kroenke et al. 2001). Cronbach’s alphas for the current sample across the 4 times were .83, .82, .85 and .80. 
Clinical Outcome in Routine Evaluation – Outcome Measure (CORE-OM). This is a 34-item questionnaire designed to measure distress across four domains; subjective well-being, problems or symptoms, life functioning and risk (Evans et al., 2002). Items refer to how respondents have been feeling over the past week, and are scored on a five-point Likert scale ranging between 0 (not at all) and 4 (most or all of the time). Cronbach’s alphas for the current sample across the 4 times were .90, .95, .95 and .96. 
Adherence and Competence Measures
The Person-Centered and Experiential Psychotherapy Scale (EFT version; PCEPS-EFT). The PCEPS-EFT is a 14-item observer-based measure that assesses the therapist’s in-session behavior in terms of its adherence to EFT and its competent delivery (Elliott, 2016; Freire et al., 2014). The first 10 items are generic items common to client-centered and experiential therapies and the last 4 items are EFT specific (e.g., they focus on EFT tasks such as chair dialogues or EFT case formulation). Each item is scored on a scale from 1 to 6, with 4 and above adhering to EFT (5 meaning consistently and 6 meaning creatively). For the purpose of this study the scale was used by certified EFT therapists as raters (see above). The interrater agreement as measured by intraclass correlation coefficient (ICC) for raters rating at least 4 same sessions was on average .77 and Cronbach’s alpha .97.
The Cognitive Therapy Scale-Revised (CTSR). The CTSR is a 12-item observer-based measure that assesses the therapist’s in-session behavior in terms of its adherence to CBT and its competent delivery (Blackburn et al., 2001). The items cover core CBT activities, such as use of agenda, homework, work with cognitions, exposure, etc. Each item is scored on a scale from 0 to 6, with a score of 3 indicating that the therapist is competent, a score of 4 indicating minor difficulties, 5 indicating minimal difficulties and a score of 6 indicating excellence. For the purpose of this study the scale was used by certified CBT therapists as raters (see above). The interrater agreement for raters (ICC) rating at least 4 same sessions was in average .76 and Cronbach’s alpha .92.
Sample Size
A participant sample size was determined (using G*Power; Faul et al., 2007) on the basis of a comparison between the two active treatments and pre-post within groups comparison. We used a minimum meaningful comparison [moderate effect size; f = .25] with statistical power of 0.80 and alpha level of 0.05 (Timulak et al., 2018). 
Data Analysis and Management
Pre-therapy, sixteen-week, post therapy and 6-month follow up assessments consisted of administering the GAD-7, GADSS, CORE-OM, and PHQ-9. Data monitoring oversight was provided by DH, a health psychologist and statistician with no direct allegiance to either of the two compared approaches. The main analysis was performed by DH. As per published protocol (Timulak et al., 2018) the main analysis was run as intent-to-treat analysis (IIT; within and between groups comparisons at 16 weeks, the end of treatment and at 6 months follow-up). Primary (GAD-7) and secondary outcomes (GADSS, PHQ, and CORE) were analysed using repeated measures 2 x 4 ANOVAs for the two active conditions at pre-therapy, 16 weeks, the end of treatment, and at 6 months follow-up. Multiple imputation (5 iterations) was performed to replace missing values. Effects were tested at the .05 level. The magnitude of the within-group effects of each of the interventions as well as the magnitude of between-group effects was established (Cohen’s d and confidence intervals) using the Exploratory Software for Confidence Intervals (Cumming & Calin-Jageman, 2017).
Analysis was conducted to determine the proportion of participants who achieved clinically significant change on the GAD-7 (Jacobson & Truax, 1991). Recovery was defined as pre-post change on the GAD-7 ≥4 and post measurement score ≤ 9. Reliable improvement was defined as pre-post change on the GAD-7 ≥4. This was done per intent-to-treat analysis with missing data treated as no change. The chi-squared test (χ2) was used to compare the two treatment groups.
In addition, we checked for any potential therapists’ effects. Linear mixed models using restricted maximal likelihood were initially run with a 4-level model (time points nested in participant nested in group nested in therapist). Where the therapist by group effect was not statistically significant, following Westra et al. (2016), linear mixed modelling using restricted maximal likelihood fit a 3-level model (time points nested within patients nested within therapists) calculated an intraclass correlation (ICC) to determine the therapist main effect for each outcome in terms of variance explained. 
Governance and Oversight of the Trial
The Trial Management Group (TMG) was concerned with the running of the trial. Membership consisted of the principal investigator (PI) and EFT trainer and supervisor (LT), the trial manager (DK), CBT trainers and supervisors (CC and CW), and CIPC staff (FW, LJ, and PG). A statistician (DH) was consulted. The group regularly discussed issues such as training and supervision of therapists, recruitment of participants, clinical governance and ethical issues, etc. The TMG also reported to the Trial Steering Committee (TSC). The TSC had an independent chairperson and a representative from the public. 
Covid-19 Pandemic Impact
The final weeks of the active phase of the trial were impacted by the Covid-19 pandemic and the resulting nationwide lockdown. During this period, the CIPC service paused face-to-face appointments, with the result that the last few sessions for 9 participants in the trial (n=5 in EFT and n=4 in CBT) were conducted via mobile phone (none of these clients dropped out from treatment). Only one client (in the EFT condition) had not yet reached the 16 week timepoint when lockdown happened. We estimate that approximately 4% of all sessions in the trial happened over mobile phone. The lockdown also meant that we had to seek further ethical approval to conduct the remaining assessments over the phone with measures being emailed to clients and their scores read out to the researcher. This was done for 1 client at the week 16 assessment time point (an EFT client), for 9 clients at the end of therapy (5 EFT, 4 CBT) and for 18 clients at 6 months follow-up (9 EFT, 9 CBT).
Results
Demographic Data
Table 1 summarizes demographic (e.g., age, gender, race/ethnicity, employment) data across the two conditions. It also contains information on prior therapy, current medication, and co-morbid presentations which were present in over 86% of clients. Comorbid personality disorders were present in over 55% of clients. There was no statistical difference in any of the characteristics between the two groups. 
Adherence and Competence
The four EFT raters rated the selected EFT sessions (n = 26) as adherent to EFT principles. The mean rating for EFT sessions across all items on PCEP-EFT was M = 4.52 (SD = .67), while the average rating on the EFT subscale was M = 4.08 (SD = 1.00). These means suggest on average between adequate and good overall person-centered/experiential skills and just about adequate EFT specific skills. The EFT raters mean ratings of the subset of CBT sessions (n = 11) on the PCEPS-EFT scale and EFT subscale were respectively M = 2.63 (SD = .67) and M = 1.28 (SD = .41).  On average, the raters’ ratings of therapist adherence/competence on the PCEPS-EFT scale differentiated between the EFT and CBT sessions to a statistically significant degree on both the overall scale (t[35] = 6.92, p = .00) and EFT subscale (t[34] = 8.83, p = .00).
The four CBT raters rated the selected CBT sessions (n = 21) as adherent to CBT principles. The respective average ratings across all items were M = 3.60 (SD = .78); for reference, ratings between 3 and 4 on the CTSR scale suggest competent delivery. The CBT raters’ rating of the subset of EFT (n = 10) sessions on the CTSR scale was M= 2.46 (SD = .59). On average, the raters’ ratings of therapist adherence/competence on the CTSR scale differentiated between CBT and EFT to a statistically significant degree (t[29] = 4.09, p = .00). 
Treatment Drop out, Number of Sessions, Research Attrition
Drop out was pre-determined as constituting attendance at less than eight sessions (Timulak et al., 2018). Three clients dropped out from EFT (i.e., 10.3 %) and eight clients dropped out from CBT (i.e., 27.5 %). This difference was not statistically significant, although it was nearing the significance level (X2 [1, N = 58] = 2.80, p = .09). Clients who dropped out from therapy had on average M = 3.53 (SD = 1.44) sessions. Drop out from treatment typically also meant that clients were lost to the study (only 1 client, in the EFT condition, engaged with the assessment at week 16; in all other cases clients who dropped out from treatment were also lost to the study [research attrition]). Of those who stayed in therapy, clients in the EFT condition had on average M = 16.69 (SD = 2.81) sessions and clients in the CBT condition had M = 15.42 (SD = 3.09). This difference was not statistically significant, t(45) = 1.46, p = .15. Only three clients who stayed in therapy finished therapy by week 16 (2 in the EFT condition and one in CBT), so while clients averaged between 15-17 sessions, these sessions took place over a longer time period than 16 calendar weeks.
In terms of research attrition there were, in the CBT condition, n = 8 (27.5%) clients’ data missing at week 16, n = 10 (34.4%) clients’ data missing at the end of therapy and n = 11 (37.9%) at 6 months follow up. For EFT, there were n = 3 (10.3%) client data missing at week 16, n = 6 (20.6%) at the end of therapy and n = 5 (17.2%) at 6 months follow up. This difference in research attrition was not statistically significant using chi-square test comparison although it was nearing significance for 16 weeks (X2 [1, N = 58] = 2.80, p = .09), with X2 (1, N = 58) = 1.38, p = .24 for end of therapy and X2 (1, N = 58) = 2.08, p = .15 for the 6 months follow-up. 
Main Analyses
As per published trial protocol the main intent-to-treat analysis was run using 2 x 4 mixed repeated measures ANOVAs performing multiple imputation to replace missing values. Data distributions were examined using histogram, box-plots, skewness and kurtosis values. Little’s test revealed outcome data were MCAR (missing completely at random),  2 (20) = 20.57, p = .42. Where data failed to meet the assumption of sphericity for ANOVA, Greenhouse-Geisser corrections were applied. Effect sizes are reported in terms of partial 2 for ANOVA model. Table 2 summarizes means and standard deviations across the four time points.
On all measures, there was a main effect of time (improvement from pre-therapy to 16 week, end of therapy and follow up with no difference between the three latter time points) and no difference between the two conditions. On the GAD-7, there was a significant effect of time (within-subject comparisons) for pre-therapy, 16 weeks, end of therapy, and at the 6 months follow-up (F[2.25, 126.05] = 169.55, p < .001; partial 2 = .75). There was no significant group by time interaction (F[2.25, 126.05] = 2.18, p =.11; partial 2= .04) and no significant main effect of group (F[1,56] = 1.87, p = .18, partial 2= .03). On the GADSS, there was a significant effect of time (F[3, 168] = 148.26, p < .001; partial 2 = .73) and no significant interaction effect (F(3, 168) = 2.36, p =.08; partial 2= .04) or main effect of  group (F[1,56] = 1.26, p = .27, partial 2= .02). On the PHQ-9, there was a significant effect of time (F[2.44, 136.79] = 59.36, p < .001; partial 2 = .51). Neither the interaction (F[2.44, 136.79] = 1.67, p =.19; partial 2= .03) nor group effect (F[1,56] = 0.07, p = .79, partial 2= .001) were significant. Finally, on the CORE-OM there was a significant effect of time (F[2.17, 121.19] = 70.79, p < .001; partial 2 = .56); there was no interaction effect (F[2.17, 121.19] = 2.05, p =.13; partial 2= .04) or group effect (F[1,56] = 1.20, p = .28, partial 2= .02).
Table 2 summarizes Cohen’s d for within-subject comparisons (across time) for all measures. Table 3 presents Cohen’s d for between-subject comparisons (between the conditions). To account for the potential differential rate of data attrition that appeared to copy the trend to differential drop out from treatment (see section on Drop Out, Number of Sessions, and Research Attrition) and given that one of the goals of this feasibility trial was to estimate comparative outcomes that can be used to inform power calculations for a definitive non-inferiority trial, Table 3 also reports Cohen’s d using the last observation carried forward (LOCF) to complement the picture offered by the data using multiple imputation in terms of between-subject estimates.
We also checked for any potential therapists’ effects. For each outcome measure the therapist by group effect was not statistically significant. In addition, the therapists’ main effects were not statistically significant and accounted for between 0.011% (PHQ-9) to 0.059% (GADSS) of the variance in outcome measures. Consequently, the analysis suggests that there were no significant therapists’ effects across the outcome measures.
Recovery and Improvement Rates
Recovery and improvement rates were also calculated. Reliable improvement was calculated as pre-post change on the GAD-7 ≥ 4, and if the post therapy score was also in the non-clinical range ≤ 9, it was considered to be recovery. These calculations were based on the intent-to-treat sample (missing data were considered as no change). The recovery and reliable improvement rates for the intent-to-treat sample are summarized in Table 4. There were no statistical differences between the groups.
Discussion
This feasibility randomized controlled trial had several goals. It wanted to assess recruitment processes, therapist adherence/competence, and client retention rates. It also sought to provide estimates of the comparative relative efficacy of EFT in comparison with CBT in the treatment of GAD in the context of an Irish public health service that could then be used to inform power calculations for a potential definitive non-inferiority trial (Timulak et al., 2018). In terms of the recruitment process, we were able to recruit 96.6% of our intended sample. In line with the service focus on medical card holders (which in the Irish context is a specific socioeconomic group entitled to free medical services), only about 20% of clients were in full-time employment and about the same percentage had a college degree. The sample was almost entirely White, which is characteristic of the broader Irish population that consists of 91.7% White, 0.7% White traveller, 1.4% Black and 2.1% Asian (Central Statistics Office, 2016). The high comorbidity, inclusive of those personality disorders most commonly found with GAD, such as avoidant and dependent personality disorder, is typical of primary care populations (e.g., Brown et al., 2001). The presence of co-morbid personality disorders is notable although not surprising as the rate is common for GAD (Skodol et al., 2014).
In terms of therapist adherence and therapy delivery, our project was quite unique as all therapists were trained in both conditions and randomly delivered the two conditions. This decision was pragmatic as the project was hosted by a public health service with counselling centres spread across multiple locations such that some locations had only one therapist available. If randomization was not nested within the therapist, clients would have had to travel some distance in order to access the service (e.g., to a primary care service located in a different town). This was not feasible from a client accessibility perspective. While this is not a typical design, it has been used previously (Shapiro et al., 1994). It had the benefit of allowing us test whether we could train available therapists in two interventions in a relatively short period of time (5 training days), albeit supplemented by at least 8 months of fortnightly supervision. This proved possible, although levels of adherence/competence as assessed by external raters were just moderate. While the level of adherence appears to be comparable to that of similar services (Liness et al., 2019), and did distinguish between the two therapies, it could be improved, which is one of the study limitations. Particularly, ratings on the EFT subscale of the PCEPS scale indicated the just about adequate presence of specific EFT skills on average.
To follow-up, we are planning a future study that will explore therapists’ experiences in more depth as studies suggest that learning EFT in a short format may be a challenge even for experienced therapists (Qiu et al., 2020). The decision regarding length of training was also a pragmatic decision. Therapists were trained during their work hours and we availed of the period of time that was allocated to us for training purposes by the service. Further discussions are taking place with the hosting service to provide training fully in line with the relevant guidelines (e.g., International Society for Emotion-Focused Therapy; formal certified CBT training) both for service delivery and future research studies.
In terms of drop out, a lower drop-out rate was noted in the EFT condition, although this was not statistically significant. The rate of drop out in the CBT condition (27.5 %) was comparable to the drop out from that therapy found in other studies (see meta-analysis by Fernandez et al., 2015). A bigger problem for the study was research attrition (missing data) that copied drop out to the extent that we practically had only per-protocol data (i.e., we only had data from clients who stayed in therapy). This was further compounded by attrition post week 16, leading to overall data attrition in the CBT condition of 34.4% at post therapy and 37.9% at follow-up. The attrition thus appeared to be skewed and higher in the CBT condition and may thus have impacted on analyses. For this reason, we also provide the last observation carried forward perspective in Table 3. Given that this was a feasibility study, the research attrition problem was one of the major learnings from the project. A definite trial should therefore apply some of the existing strategies for improving retention of participants during data collection (Brueton et al., 2017). One such option would be to offer assessments via tele-psychology.
Although both protocols were designed to be offered for up to 20 sessions, therapists in the service normally aim to have 16 weekly sessions and go beyond that if there is a clinical need. As already noted, both conditions (exclusive of drop out) had close to 16 sessions on average. Despite this, very few individual courses of therapy ended by calendar week 16. Indeed, only three clients who did not drop out of treatment finished their therapy by calendar week 16 (this was related to scheduling issues such as public holidays and unexpected events which meant therapists had to reschedule planned appointments). This also has implications for the planning of the definitive non-inferiority trial. A recent UK study conducted in a similar public health setting realized post-therapy assessment at the 24 calendar week time point (Barkham et al., 2021). 
In terms of the main analyses and the main goal of the study, i.e., to assess the relative efficacy of EFT against a well-established treatment for GAD, CBT, we did not find differences between the conditions. Although the main analyses did not show difference, we did find a trend favoring CBT at week 16. This is interesting as week 16 did not represent an end of therapy point (neither did it represent mid-treatment) but rather something like early outcome (only 3 clients ended therapy at that point – 2 in EFT and 1 in CBT condition). As explained above, outcomes were measured at this point on the suggestion of the service provider. It is difficult to make sense of this finding and we need to raise caution that it may be an artifact of the higher research attrition in the CBT condition (assuming that those clients who dropped out from treatment and the study did not improve). As Table 3 shows, much of this trend at week 16 disappears once we calculate the effect size from the last observation carried forward data. 
If there was an early response effect, it is difficult to ascertain what might be responsible for it. It may be that EFT first touches on the client’s avoided emotional pain and then generates adaptive experiences, such that the process is not necessarily linear and transformative adaptive experiences are more likely to characterize the later stages of therapy. It may be that there is another confound at play, such as the fact that EFT was on average a bit longer (roughly by one session). Whilst this difference was not statistically significant, it may have been that clients were more likely to still be in the working through phase at therapy at week 16. Alternatively, as EFT has less of a direct focus on symptoms compared with CBT, CBT’s sustained focus on symptoms might account for early outcomes. In any case, it is a finding that may be interesting to examine, and this might best be achieved by monitoring session-to-session (or week-to-week) changes in client functioning.
Post therapy and 6 months comparisons erased this possible trend and the two therapies had similar outcomes. Any potential differences seem to be weighing somewhere between 0.00 and 0.30 (no or small effect) of Cohen’s d (see Table 3). This is further confirmed by intent-to-treat recovery and reliable improvement rates that did not show any difference between EFT and CBT (see Table 4). The implication for a possible definitive trial using a similar design would suggest the need for a sample size larger than 55 participants per group to detect any small effects at the end of treatment and follow-up (Faul et al., 2007). This finding is particularly promising for EFT given that it currently lacks comparative evidence for GAD and anxiety disorders more broadly. The results, together with the retention of clients in therapy, suggest that further development of EFT for GAD is warranted.
The promising EFT results can be seen also in the context of how the outcome was measured in the study, with all instruments being mainstream symptom-focused instruments. This is despite the primary focus in EFT not being on symptoms (such as worry and anxiety) per se, but rather on the central emotional vulnerability (e.g., chronic loneliness/sadness, shame and fear) that clients with GAD difficulties want to avoid. The primary EFT focus is to help clients become capable of staying with vulnerable emotions, overcoming avoidance in order that it is possible to generate adaptive experiences of compassion and protective anger in response to the emotional needs embedded in core emotional vulnerability (Timulak & McElvaney, 2018). To that effect, it would be important to include in any further definitive trial, instruments that can evaluate adaptive connection with vulnerable emotions and the capacity for generating adaptive emotional experiences (e.g., the Strathclyde Inventory, Zech et al., 2018).
The efficacy of EFT should also be considered in the context of the very good results achieved by the CBT condition. The CBT results in the here presented trial are comparable to the results reported in studies conducted in similar public health settings using the same measure GAD-7 (Hirsch et al., 2019). The CBT condition thus represented a good standard of an established treatment for GAD in the Irish context. The condition involved standard CBT interventions for GAD such as psychoeducation, worry monitoring and re-evaluation, problem solving, and both imaginal and in vivo exposure. The training, albeit brief, and supervision was provided by experienced CBT trainers/supervisors.
Conclusions
This feasibility trial was the first trial assessing the relative efficacy of EFT in comparison to an established treatment for GAD. It was conducted within a routine Irish public primary care health setting where this condition is typically treated. The trial showed that it is worthwhile to further explore the provision of an EFT adaptation for GAD in order to broaden the range of treatment choice available to the public. This feasibility trial also offered a number of learnings in terms of planning a larger trial. Namely, that it is important to adopt strategies to mitigate research attrition (e.g., using tele-psychology for assessment); that it is important to further enhance training of therapists so that they can deliver highly adherent good quality treatment; that therapy in these routine conditions is not necessarily delivered on a weekly basis so the pre-determined assessment points need to take this into account (e.g., extending out the initial assessment point to 24 weeks); that it may be worthwhile to measure outcome on a weekly or sessional basis in order to track improvement and potential early responses to treatment; that it may be useful to add an outcome measure theoretically specific to EFT; and that any more definite comparison needs to be calibrated for small comparative effects and should thus include a corresponding sample size.
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Table 1 
Baseline Demographic and Other Diagnostic Characteristics Across the Two Conditions
	Characteristic
	EFT
n=29
	CBT
n=29

	Age, mean (SD)
	37.10 (11.09)
	32.90 (10.60)

	Female gender
	25 (86.2%)
	24 (82.8%)

	Race/Ethnicity
	
	

	White Irish/European/American
	27 (93.1%)
	29 (100%)

	White Irish Traveller
	1 (3.4%)
	n/a

	Black Irish
	1 (3.4%)
	n/a

	Married/In relationship
	17 (58.6%)
	18 (64.3%)

	College degree
	5 (17.2%)
	6 (20.7%)

	Employed Full-time
	6 (20.7%)
	5 (17.2%)

	Disability
	3 (10.3%)
	6 (20.7%)

	Prior therapy
	21 (72.4%)
	23 (79.3%)

	Current medication
	14 (48.3%)
	18 (62.1%)

	Comorbid former axis I disorder
	24 (82.8%)
	26 (89.7%)

	Mood disorder
	16 (55.2%)
	15 (51.7%)

	MDD
	14 (48.3%)
	13 (44.8%)

	Anxiety Disorder
	20 (69%)
	22 (75.9%)

	Panic disorder
	5 (17.2%)
	6 (20.7%)

	Social Anxiety
	11 (37.9%)
	14 (48.3%)

	Agoraphobia
	8 (27.6%)
	5 (17.2%)

	OCD
	2 (6.9%)
	2 (6.9%)

	PTSD
	1 (3.4%)
	4 (13.8%)

	Eating Disorder
	2 (6.9%)
	2 (6.9%)

	Comorbid Personality Disorder
	15 (51.7%)
	17 (58.6%)

	Avoidant
	13 (44.8%)
	16 (55.2%)

	Dependent
	1 (3.4%)
	4 (13.8%)

	Obsessive-Compulsive
	1 (3.4%)
	3 (10.3%)


Note. None of the differences were statistically significant at p<.05; EFT=emotion-focused therapy; CBT= cognitive-behavior therapy.




Table 2 
Means and Standard Deviations Across the Four Time Points and Within-Subject Cohen’s d Using Imputed Missing Data.

	Measure
Condition
	Pre
M (SD)
	16-week
M (SD)


	Within-Condition

Pre-16-weeks
Cohen’s d (95% CI)
	Post
M (SD)


	Within-Condition

Pre-Post
Cohen’s d (95% CI)
	6 month
M (SD)


	Within-Condition

Post-Follow-up
Cohen’s d (95% CI)

	GAD-7
	
	
	
	
	
	
	

	EFT
(n=29) 
	15.79 (3.13)
	9.21 (4.76)
	1.63 (1.08, 2.16)
	5.45 (3.78)
	2.98 (2.10, 3.84)
	7.34 (5.56)
	-0.40 (-0.68,  
-0.11)

	CBT 
(n=29)
	15.76 (3.17)
	6.65 (3.34)
	2.79 (1.94, 3.64)
	4.72 (3.81)
	3.15 (2.22, 4.06)
	5.86 (4.75)
	-0.27 (-0.56, 0.03)

	
GADSS
	
	
	
	
	
	
	

	EFT
(n=29)
	18.34 (3.17)
	11.69(5.19)
	1.54 (0.97, 2.10)
	7.41 (4.82)
	2.68 (1.81, 3.53)
	7.75 (4.66)
	-0.07 (-0.43, 0.29)

	CBT
(n=29)
	18.52 (3.04)
	8.90 (4.19)
	2.62 (1.79, 3.44) 
	6.55 (4.16)
	3.28 (2.27, 4.27)
	7.59 (3.92)
	-0.26 (-0.61, 0.11)

	
PHQ-9
	
	
	
	
	
	
	

	EFT (n=29)
	12.97 (5.48)
	9.41 (5.75)
	0.63 (0.29, 0.96)
	6.83 (5.27)
	1.14 (0.72, 1.55)
	6.07 (4.54)
	0.15 (-0.15, 0.45)

	CBT (n=29)
	13.79 (6.01)
	7.79 (4.34)
	1.14 (0.70, 1.58)
	6.03 (4.62)
	1.45 (0.86, 2.02)
	6.44 (4.55)
	-0.09 (-0.36, 0.18)

	
CORE-OM
	
	
	
	
	
	
	

	EFT (n=29)
	1.73 (0.49)
	1.27 (0.71)
	0.74 (0.32, 1.16)
	0.87 (0.62)
	1.54 (0.99, 2.09)
	0.91 (0.73)
	-0.06 (-0.26, 0.14)

	CBT (n=29)
	1.72 (0.58)
	0.93 (0.55)
	1.41 (0.85, 1.96)
	0.76 (0.54)
	1.71 (1.10, 2.30)
	0.80 (0.56)
	-0.06 (-0.30, 0.17)



Note. EFT=emotion-focused therapy; CBT= cognitive-behavior therapy; GAD-7=Generalized Anxiety Disorder-7; GADSS=Generalized Anxiety Disorder Severity Scale; PHQ-9=Physical Health Questionnaire – 9; CORE-OM=Clinical Outcomes in Routine Evaluation Outcome Measure.


Table 3
Between-Conditions (EFT vs. CBT) Effect Sizes for the Respective Times Across All the Measures.

	Measure

	Pre-Therapy

Between-Condition Cohen’s d (95% CI)
EFT vs CBT
	16-week

Between-Condition Cohen’s d (95% CI)
EFT vs CBT
	Post Therapy

Between-Condition Cohen’s d (95% CI)
EFT vs CBT
	6 month Follow-up

Between-Condition Cohen’s d (95% CI)
EFT vs CBT


	Between conditions Cohen’s d using multiple imputation

	
GAD-7

	
-0.01 (-0.53, 0.50)
	
-0.62 (-1.14, -0.09)
	
-0.19 (-0.70, 0.33)
	
-0.29 (-0.80, 0.23)

	
GADSS

	
0.05 (-0.46, 0.57)
	
-0.59 (-1.12, -0.06)
	
-0.19 (-0.70, 0.33)
	
-0.04 (-0.55, 0.48)

	
PHQ-9

	
0.14 (-.37, 0.66)
	
-0.32 (-0.83, 0.20)
	
-0.16 (-0.67, 0.36)
	
0.08 (-0.43, 0.60)

	
CORE-
OM

	
-0.03 (-0.54, 0.49)
	
-0.55 (-1.07, -0.02)
	
-0.18 (-0.69, 0.34)
	
-0.17 (-0.69, 0.34)

	Between conditions Cohen’s d using LOCF

	
GAD-7

	
-0.01 (-0.53, 0.50)
	
-0.19 (-0.71, 0.32)
	
0.05 (-0.46, 0.57)
	
0.01 (-0.51, 0.52)

	
GADSS

	
0.06 (-0.46, 0.57)
	
-0.29 (-0.80, 0.23)
	
-0.05 (-0.56, 0.47)
	
0.10 (-0.41, 0.62)

	
PHQ-9

	
0.14 (-0.37, 0.66)
	
-0.11 (-0.62, 0.41)
	
0.01 (-0.51, 0.52)
	
0.22 (-0.30, 0.73)

	
CORE-
OM

	
-0.03 (-0.54, 0.49)
	
-0.36 (-0.88, 0.16)
	
-0.09 (-0.61, 0.42)
	
0.00 (-0.52, 0.51)


Note. EFT=emotion-focused therapy; CBT= cognitive-behavior therapy; GAD-7=Generalized Anxiety Disorder-7; GADSS=Generalized Anxiety Disorder Severity Scale; PHQ-9=Physical Health Questionnaire – 9; CORE-OM=Clinical Outcomes in Routine Evaluation Outcome Measure. LOCF=Last Observation Carried Forward. The negative values for between conditions comparisons in effect sizes suggest the difference being in favor of CBT, the positive values in favor of EFT.


Table 4 
Recovery and Reliable Improvement Rates on the Primary Outcome Measure (GAD-7) for Intent-to-Treat Sample.

	
	
Recovery Rate
	
Reliable Improvement Rate

	
Condition
n
	
16-week
n (%)

	
Post
n (%)

	
6-month
n (%)
	
16-week
n (%)

	
Post
n (%)

	
6-month
n (%)


	
EFT
n=29
	
n=14 (48.3%)
	
n=19 (65.5%)
	
n=14 (48.3%)
	
n=18 (62.1%)
	
n=22 (75.9%)
	
n=18 (62.1%)

	
CBT
n=29

	
n=18 (62.1%)
	
n=17 (58.6%)
	
n=15 (51.7%)
	
n=19 (65.5%)
	
n=18 (62.1%)
	
n=15 (51.7%)



Note. EFT=emotion-focused therapy; CBT= cognitive-behavior therapy; GAD-7=Generalized Anxiety Disorder-7; Reliable Improvement is calculated as pre-post change on the GAD-7 ≥ 4; Recovery is calculated as pre-post change on the GAD-7 ≥ 4 plus the post therapy score in non-clinical range ≤ 9. There were no statistical differences between the conditions.



Figure 1 
Consort Flow Chart.

 EFT Treatment arm (n= 30)
Withdrew (n=1) request. other ther. post-random.
Dropped out from treatment (n=3)

CBT treatment arm (n= 29)
Dropped out from treatment (n=8)
16 week Assessment (n=21)
Dropped out but assessed at 16 weeks (n=0)
Lost to study (n=8)

End of Therapy Assessment (n=19)
Dropped out but assessed at post therapy (n=0)
Lost to study (n=10)

16 week Assessment (n=26)
Dropped out but assessed at 16 weeks (n=1)
Lost to study (n=3)

End of Therapy Assessment (n=23)
Dropped out but assessed at post therapy (n=0)
Lost to study (n=6)

16 weeks and post therapy
Assessed at 6 month follow-up (n=18)
Dropped out but assessed at 6 months (n=0)
Lost to study (n=11)

Assessed at 6 month follow-up (n=24)
Dropped out but assessed at 6 months (n=0)
Lost to study (n=5)

6-month follow-Up
Analysis
Allocation
Excluded  (n= 8)

 GAD not main difficulty (n = 7)  Suicide risk (n = 0)
 Risk of Harm to others (n =  0)
 Suspected psychosis (n =  1)
 Declined to participate (n =  0)
 Other reason (n = 0)

Not eligible

Refer back to routine service

Assessed by Research team (n = 67)
SCID-5 Assessment determines GAD as a primary diagnosis (and that any co-morbid disorders are not more significant). 
PHQ-9, GADSS 
(plus GAD7 & CORE-OM from Screening)

Randomized (n= 59)
Referral
Referred by GP to CIPC service. 
Self-report that anxiety is a main concern. 
Score on GAD7 ≥ 11 
No suicide risk or risk to others identified on CORE-OM during screening appointment 
Enrollment

Intent-to-treat data using MI (n=29)

Intent-to-treat data using MI (n=29)
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