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Stepped care for chronic fatigue
syndrome compared to care as usual: a
randomized noninferiority trial

No registrations found.

Ethical review Positive opinion
Status Recruiting
Health condition type -
Study type Interventional

Summary

ID

NL-OMON22165

Source
NTR

Brief title
Stepped care for CFS

Health condition

Chronic fatigue syndrome (CFS)

Sponsors and support

Primary sponsor: Radboud University Medical Centre, Nijmegen, The Netherlands
Source(s) of monetary or material Support: Radboud University Medical Centre

Intervention

Outcome measures

Primary outcome

Fatigue severity assessed with the CIS sub scale 'fatigue severity’.

Secondary outcome
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- Level of disabilities assessed with the total score of the Sickness Impact Profile 8;

- Physical functioning assessed with the subscale physical functioning of the SF-36;

- Level of psychological distress assessed with total score of Symptom CheckList-90;

- Proportion of patients with clinical significant improvement in fatigue severity. Clinical
significant improvement is defined as a reliable change index > 1.96 and a score of < 35 on
the CIS Fatigue severity subscale;

- Therapist time needed per patient to deliver stepped care or care as usual.

Study description

Background summary

Cognitive behaviour therapy (CBT) for Chronic fatigue syndrome (CFS) is an effective but
intensive treatment. Wider implementation of CBT is hampered by a limited treatment
capacity. To increase treatment capacity, less intensive interventions have been developed
like web-based CBT. In this randomized noninferiority trial it will be tested if stepped care for
CFS is noninferior to care as usual with respect to its effect on fatigue severity. Stepped care
will be formed by 1) web-based CBT with protocol driven feedback followed by individual face
to face CBT if patients are still severely fatigued and/or disabled after the web-based CBT or
2) web-based CBT with feedback on demand followed by additional individual face to face
cognitive CBT if patients are still severely fatigued and/or disabled after the web-based CBT
intervention. Care as usual consists of individual face to face CBT. Both forms of stepped care
will be compared to care as usual.

Study objective

In this noninferiority trial it will be tested if stepped care for chronic fatigue syndrome (CFS) is
noninferior to care as usual with respect to its effect on fatigue severity. Stepped care will be
formed by: 1) web-based cognitive behaviour therapy (CBT) with protocol driven feedback
followed by individual face to face cognitive CBT if patients are still severely fatigued and/or
disabled after web-based therapy or 2) web-based CBT with feedback on demand followed by
individual face to face CBT if patients are still severely fatigued and/or disabled after web-
based therapy. Care as usual consists of individual face to face CBT. Both forms of stepped
care will be compared to care as usual.

This noninferiority trial is a follow-up study of a randomized controlled trial testing the
efficacy of the two formats of web-based CBT by comparing each of the interventions with a
waiting list condition. In this study fatigue severity is also the primary outcome measure. This
study is registered in the Dutch trial register (NTR) with number NTR4013.
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Study design

Baseline assessment prior to randomization (T0), second assessment, 6 months after
randomization (T1), third assessment, 6 months after start of face to face CBT (T2).

The proportion of patients with clinical significant improvement in fatigue severity and the
total therapist time needed to deliver the interventions will be determined at T1 for patients
who stop after the web-based intervention or waiting list and at T2 for patients who follow
(additional) face to face CBT.
All other secondary outcome measures and the primary outcome measure will be assessed at
T0 and T1 for patients who stop after the web-based intervention or waiting list and at T0, T1
and T2 for patients who follow (additional) face to face CBT.

23-aug-2016: For patients in the care as usual condition, it was decided that when the
waiting period is less than 3 months, the T1 assessment will be dropped.

Intervention

This noninferiority trial is a follow-up study of a trial with number NTR4013 in the Dutch trial
register (NTR). In this study the efficacy of two formats of web-based CBT is determined.
Eligible patients who have given written informed consent are randomized to one of three
arms after baseline assessment (T0):

1. Web-based CBT with protocol driven feedback;

2. Web-based CBT with feedback on demand;

3. Waiting list.

Six months after randomization all patients will be assessed again (T1). If patients at T1 are
still severely fatigued (CIS>=35) and/or disabled (SIP>=700) they will be offered individual
face to face CBT. A therapist can decide to offer CBT even when a patient is no longer
severely fatigued and/or disabled if the goals of treatment are not attained and the therapist
thinks that additional treatment is needed to reach these goals. This decision can only be
made after consultation of a supervisor (experienced therapist). The reasons for continuation
will be recorded and reported. Six months after the start of additional CBT (stepped care) or
regular CBT (care as usual) patients will be assessed again (T2). When a patient does not
want treatment after the web-based intervention or waiting list, there will be only two
assessments: at baseline (T0) and after the web-based therapy or waiting period (T1).

When 240 patients are randomized the target number of participants is reached for the trial
testing the efficacy of the two formats of web-based CBT. In order to reach the target number
of 362 participants for the noninferiority trial an additional 122 patients has to be included.
The remaining 122 patients will also be randomized to one of three arms. However, the
waiting period for the patients in the care as usual condition will no longer be fixed on six
months but will depend on available treatment capacity. The waiting period will not be longer
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than 6 months.

Contacts

Public
Expert centre for chronic fatigue <br>
Radboud University Medical Centre <br>
Postbox 9101
M. Worm-Smeitink
Nijmegen 6500 HB
The Netherlands
+31 24 3610042
Scientific
Expert centre for chronic fatigue <br>
Radboud University Medical Centre <br>
Postbox 9101
M. Worm-Smeitink
Nijmegen 6500 HB
The Netherlands
+31 24 3610042

Eligibility criteria

Inclusion criteria

Patients must meet the following inclusion criteria:

- >= 18 years;

- Able to speak, read and write Dutch;

- Meet the US Centers for Disease Control and Prevention criteria for chronic fatigue
syndrome (revised 2003);

- Score >= 35 on the Checklist Individual Strength (CIS), subscale fatigue severity;

- Have a total score of >= 700 on the Sickness Impact Profile 8 (SIP8);

- Give written informed consent.
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Exclusion criteria

Patients will be (temporarily) excluded if they are engaged in a legal procedure concerning
disability-related financial benefits.

Study design

Design

Study type: Interventional

Intervention model: Parallel

Allocation: Randomized controlled trial

Masking: Single blinded (masking used)

Control: Active

Recruitment

NL
Recruitment status: Recruiting

Start date (anticipated): 01-11-2013

Enrollment: 363

Type: Anticipated

IPD sharing statement

Plan to share IPD: Undecided

Ethics review

Positive opinion
Date: 24-09-2014

Application type: First submission

Study registrations
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Followed up by the following (possibly more current) registration

ID: 39926
Bron: ToetsingOnline
Titel:

Other (possibly less up-to-date) registrations in this register

No registrations found.

In other registers

Register ID
NTR-new NL4640
NTR-old NTR4809
CCMO NL42543.091.12
OMON NL-OMON39926

Study results


