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STUDY PROTOCOL Open Access

The D*Phase-study: study protocol for a
pragmatic two-phased, randomised
controlled (non-inferiority) trial that
addresses treatment non-response

and compares cognitive behavioural
therapy and short-term psychodynamic
supportive psychotherapy for major
depression

M. F. Miggiels'™", P. M. ten Klooster’, S. Bremer-Hoeve'”, J. J. M. Dekker™, M. 1. H. Huibers™, E Reefhuis',
H, L. Van® and M, K. van Dijk'

Abstract

und: Several evidence-based psychotherapeutic treatment options are available for depression, but the
treatment results could be Improved. The D*Phase study directly compares short-term psychodynamic supportive
psychotherapy (SPSP) and cognitive behavioural therapy (CBT) for Major Depressive Disorder (MDD). The objectives
are 1, 10 investigate if, from a group level perspective, SPSP is not inferlor to CBT in the teatment of major
depressive disorder, 2. to builld a2 model that may help predict the optimal type of treatment for a specific
Individual; and 3. to determine whether a change of therapist or a change of therapist and treatment method are
effective strategies to deal with non-response. Furthermore (4.), the effect of the therapeutic alliance, treatment
Integrity and therapist allegiance on treatment outcome will be investigated.

(Continued on next page)
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PATIENTEN
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Baseline
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PREDICTIEVE EN PRESCRIPTIEVE FACTOREN

Age

Gender

Marital status
Educational level
Cultural background
employment
Income

Personality

. Traumatic life events

>£n(encg/
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10
11
12
13
14
15
16
17

. Agorafobia

. Anxiety

. (interpersonal) live events

. Rumination

. Duration depressive episode < 1 year
. Duration depressive episode > 1 year
. Severe depression >1year PT+AD

. Severe depression < lyear PT+AD
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DE WERKRELATIE

* Voorspeller? Op welk moment dan?
 (In hoeverre) beinviloed door vroege symptoomreductie?

« Patiént, state en/of trait, of kenmerk van de therapeut?
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EN WAT ALS HET
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SRR —

allocation allocation

Continues CaT, continues CBT, | [switches to 31 continues STSP, | ["continues STOP: |
same therapist | | therapist switch | | therapist switch | | sametherapist | | therapist switch

n:

therapist swikch

= = n= n=

< 5 O O/O 1. Geen verandering

symptoomreductie 2. Andere therapeut,
zelfde behandeling

3. Andere therapeut,
andere behandeling



DESIGN

primary diagnosis
MD
n=
assessment for
eligiblility
n=
excluded or
declined to
participate
n=
enrollment
randomised
n=
allocation
w . 4
CBT SPSP
n= n=
completed less completed less
| | than 8sessions than & sessions ||
=50% =50%
improverment || n= n= L1 improvement
n= n=
h 4 v
< 50% < 50%
improvement improvement
n= n=
declined second declined second
randomisation randomisation |
n= n=
v v
randomized n= randomized n=
allocation allocation
h A v k. A h 4 v
Continues CBT, SWITChes 10 515D continues S15P, con €s STSP, Switches to CB1T,
same therapist therapist switch same therapist therapist switch therapist switch
— n= n= n= n= n=




ER KAN NOG MEER BI1J

« Alegiance

« Treatment integrity

m.miggiels@dimence.nl

s.bremer@dimencegroep.nl
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