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Background

« In RCTs baseline factors (therapist and patient) need to
be balanced between treatment groups

« Therapist effects potentially give rise to confounding bias

« Increased therapist effects associated with decreased
precision of effect estimates (wider confidence intervals)

« Consequences for interpretation of results and planning
of new trials needing larger sample sizes

« Therapist effects addressed by design (e.g. cluster-
randomisation) and analysis (e.g. multilevel analysis)
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Background

« Effects of treatment - ‘specific’ and ‘non-specific’
« Non-specific effects
‘placebo’ effect (related to the patient)
‘therapist’ effect (related to differences in patient-therapist
interactions)
« Placebo effects well known in tests of pharmacological
medicines

« Therapist effects evident in psychotherapy but not
known in other areas (e.g. musculoskeletal disorders)

Arthritis Research Campaign National Primary Care Centre

Aims & Objectives

« To evaluate the therapist effects in “treatments for”
back or neck pain in primary care

« The key objectives were to assess:
(i) the proportion of variability in outcome apportioned to
differences between therapists (the ‘therapist effect’)
(if) homogeneity in effect across different treatments
(iii) the impact on estimates and precision of overall treatment
effects

« Evaluation of 3 RCTs of primary care interventions for
non-specific low back pain or neck pain
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Dziedzic et al. (Arthritis Rheumatism, 2005)

« 3 physiotherapy treatments: advice and exercise (A&E);
A&E plus manual therapy (MT); A&E plus pulsed
shortwave diathermy (PSWD)

« Design: individual patient randomisation

« Therapists were not treatment-specific

« 350 patients (aged 18 years and over) participated

55 physiotherapist agreed to take part (across 15
centres); 38 actively recruited at least one patient
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[ i f physical versus a brief pain-
management programme for back pain in primary care:
arandomised clinical trial in physiotherapy practice
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Methods

« Outcomes included validated pain/disability and
psychological health measures

« Evaluation of therapist effect (% variance in outcome
attributable to differences between practitioners)

« Analysis by multilevel models (random effects)

« Analysis first performed on total samples (for each
study), and then stratified by treatment subgroups

« Analyses on total study samples included treatment as
a covariate to isolate the non-specific variance
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Jellema et al. (BMJ, 2005)

« 2 GP treatments: psychosocial intervention (PI);
usual care (UC)

« Design: GP-practice cluster randomisation

(41 practices)
« 314 patients (aged 18 years and over) participated
« 60 GPs agreed to take part; 54 actively recruited at

least one patient
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Hay et al. (Lancet, 2005)

« 2 physiotherapy treatments: brief pain management
(BPM); physical and manual therapy (PT)

« Design: individual patient randomisation
« Therapists were treatment-specific

« 402 patients with acute low back pain (aged 18 years
and over) participated

« 6 treating physiotherapists — 3 per treatment group
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Results
Therapist effects for each of the three trials
Dziedzic et al. Jellema et al. Hay et al.

Disability

6 weeks 3.9% 5.9% -

3 months - 2.6% 2.7%

6 months 7.1% - -

12 months - 6.0% 2.8%
Psychological health

6 weeks 0.8% 1.2% -

3 months - - 5.1%

6 months 4.5% - -

12 months - 8.0% 3.7%
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[study of Dziedzic et al.]

Results

Treatment effect estimates before-/after- adjustment for therapist effects

Treatment effect estimates before-/after- adjustment for therapist effects
[study of Jellema et al.]

Pl-UC
Before After

Disability

6 weeks -0.08 (0.61) 0.04 (0.71)

3 months -0.01 (0.57) -0.03 (0.62)

6 months - -

12 months 0.20 (0.52) 0.17 (0.61)
Psychological health

6 weeks -1.36 (0.64) -1.38 (0.66)

3 months - -

6 months - -

12 months -0.76 (0.71) -0.63 (0.84)
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Results
Therapist effects, stratified by treatment group.
Dziedzic et al. Jellema et al. Hay et al.
PSWD MT ARE uc Pl BPM PT
Disability
6 weeks 0.6% 3.1% 7.1% 4.6% 7.9% - -
3 months - - - <0.1% 14.6% 5.0% 0.3%
6 months 86% <01% 16.2% - - - -
12 months - - - 2.2% 14.1% 6.7% 0.5%
Psychological health
6 weeks 5.3% 16% <0.1% 0.6% 2.2% - -
3 months - - - - - 123% 0.7%
6 months 4.7% 3.5% 4.8% - - - -
12 months - - - 14.3% 1.7% 101% 1.8%
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Results

PSWD - AGE MT — ASE
Before After Before After

Disability

6 weeks 329(227) 295(2.24) 398(229)  4.00(2.27)

3 months - - - -

6 months 274(263)  235(259) 360(267)  3.19(2.63)

12 months - - - -
Psychological health

6 weeks 387(293) -3.88(292) 006(299)  0.16(2.99)

3 months - - - -

6 months 054(310) -0.41(3.06) 033(3.13)  0.61(3.10)

12 months - - - -
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Results

Treatment effect estimates before-/after- adjustment for therapist effects
[study of Hay et al.]

PT-BPM
Before After

Disability

6 weeks - -

3 months -0.84 (0.66) -0.70 (1.05)

6 months - -

12 months -0.76 (0.62) -0.52 (1.01)
Psychological health

6 weeks - -

3 months 1.32 (1.04) 1.74 (1.94)

6 months - -

12 months 1.25 (0.99) 1.52 (1.72)
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Summary of findings

« Therapist effects ranged between 3%-7% for disability

« Effects varied between treatments groups — and were
higher in psychosocial-based treatments

« Therapist effects partly explained by contrasting
patient-profiles across different therapists (attributable
therapist characteristics — not measured)

« Little difference in treatment effects

« Therapist effects decreased the precision of treatment
effect estimates - particularly for the Hay et al. study
which has a large patient-per-therapist “cluster” ratio
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Conclusions

Evidence of small, but quantifiable therapist effect in
trials of back pain and neck pain in primary care

Appreciation of potential influences of varying attributes
of therapists including experience and skills (e.g.
communication)

Influences vary across different types of interventions

Adjustment by design & analysis important to avoid
compromising the integrity of trials findings

Bias of treatment effect limited by random allocation, but
therapist effects adversely affect sample size & power
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