Objectives

¢ Primary objective
o determine clinical and cost effectiveness of

guided CCBT for mild to moderate depressive

symptoms

— hypothesis:
guided CCBT is not inferior to f2f therapy
based on CBT (tolerated maximum effect
difference 6=0.2)

e Secondary objectives
o influence on anxiety symptoms
o acceptability to clients
o predictors/ moderators of outcome

Design

« Non-inferiority randomized clinical trial 2=l SV
— two active interventions; parallel

Why are you
teling me?

— blocked randomization 5 &, ( Q,

— 374 participants

— blinding not possible

Procedure

¢ Enrolment (screening, baseline)
e Allocation (after randomization)
¢ Follow-up (6w, 12w, 6m,12m)
¢ Analysis (clinical, economical)

Study period

e 01-02-2011 until 01-02-2014
— pilot just started

Statistics

e Clinical analysis
o primary outcome measure:

presence/ severity of

depressive symptoms as

measured with BDI-1I-NL

— compare difference
scores

— improvement and
between group effect sizes

— reliable and clinically
significant change

e Economical analysis: cost-
effectiveness and cost-utility
o primary outcome measure:
QALY based on EQ-5D/ VAS

Steering group

¢ Added to the study to provide
feedback and advice

Discussion
¢ Inflow? Adherence?

e Comments?

References

e See hand-out; for more
information, e-mail to
e.m.parigger@interhealth.nl



