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Background: Anxiety is a common symptom of Parkinson’s. Current interventions have
inconclusive and mixed results. Occupational therapy is effective at promoting participation and
is recommended in international guidelines. This cluster randomised controlled trial (RCT)
tested the feasibility and fidelity of a new occupation-based complex intervention for living well
with anxiety in Parkinson’s (OBtAIN-PD). No such evidence-based intervention currently exists. 

Objectives: To estimate the feasibility and acceptability of the OBtAIN-PD and trial procedures. 

Methods: This assessor-blinded multicentre cluster feasibility RCT compared the OBtAIN-PD
to usual occupational therapy. People with Parkinson’s were recruited by community
rehabilitation teams (i.e. clusters) in Devon, UK, between April and October 2023. Feasibility
objectives were evaluated using quantitative methods and interviews with participants and
clinicians. Assessor-blinded clinical outcomes (Canadian Occupational Performance Measure,
Activity Card Sort) were collected at baseline, 12-, and 24-weeks to explore the preliminary
effects of the OBtAIN-PD. Participant-reported outcomes were collected 4-weekly. Analysis was
by intention-to-treat according to participants’ cluster allocation and involved descriptive data
analysis and inductive thematic analysis of the interviews. The target sample size was n=50.
People with Parkinson's (n=15), care partners (n=5), and occupational therapists (n=124)
contributed to the design of the study via multiple Patient and Public Involvement consultations.

Results: Each of the four clusters (two per trial arm) supported recruitment. Total recruitment
was n=11 (OBtAIN-PD n=10, usual occupational therapy n=1). Analysis showed clinically
important improvement in outcome measures for the OBtAIN-PD group. Qualitative interviews
(8 participants, 11 occupational therapists) found the OBtAIN-PD acceptable to participants,
with clinicians making suggestions to improve recruitment and intervention delivery. No adverse
events associated to trial participation occurred. 

Conclusion: While the OBtAIN-PD is acceptable to participants and results suggest clinically
important improvements, recruitment is the biggest obstacle to a definitive trial.
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