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Aims of Presentation

Describe online randomised controlled trial to 

determine How much is enough? (MoodGYM

mark II).

Describe the issues raised by them

Describe the design of new series of online 

randomised controlled trials

Describe new directions



Evidence to date

Interventions are effective

Interventions are cost effective



It is cost effective

M-CBT

GP-DRUG
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High development costs 
but diminishing costs as 
the number of users 
increases

Butler, Bartlett, Christensen and Groves (in preparation)



Software attached to evaluate 

interventions

There is now recognition of the power of the 

internet to improve communication and to co-

ordinate large scale randomised controlled 

trials.  In particular, the internet is used to

Improve communication

Centralize and secure data

Distribute information



Table 1: Cumulative number of randomized control trials (RCTs) 
versus online RCTs (based on Medline and Old Medline searches 
from 1950) on a logarithmic scale over time.

Paul, Seib and 
Resecott, 2005

Note: RCTs refer here 
to the use of online 
coordination and data 
collection of the trials 
but not to the use of 
an online intervention.



MoodGYM: online intervention 

with online trial infrastructure

MoodGYM combines all Internet features of 

online randomised controlled trial but also 

includes an online intervention

Hence, MoodGYM can deliver fully 

automatised randomised controlled trials: 

including recruitment, registration, consent, 

randomisation, data collection, and data 

download as SPSS format.
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Internet CBT: How much is 

enough?

6 conditions were examined

These were configurations containing

Brief CBT

Extended CBT

Behavioural Strategies

Relaxation

Problem solving
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Registered users

N=15412

User chose condition  N=6423
Did not proceed N=1030
Mental health referral N=2434
User refused consent N=2731

Randomised

N=2794

Module 1
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May, 2005



Characteristics of randomised 

groups at pre-test

Intervention Pretest* % F*

Module1 6.07 66

Module 1, 5 6.17 66

Module 1,4, 5 6.20 66

Module 1,2, 5 6.31 66

Module 12,3 5 6.00 66

All modules 6.00 66
* ns
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Number of exercises completed

Intervention N exercises* range

Module1 2.02 6

Module 1, 5 2.14 6

Module 1,4, 5 2.56 12

Module 1,2, 5 2.60 12

Module 12,3 5 2.65 20

All modules 2.65 25
Max number =29, n=2793



Analysis

Analysis was undertaken using SAS Proc 

Mixed (9.1) which can handle planned 

missingness (due to the non-administration of 

particular modules in some conditions).
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Change on dysfunctional thinking

Intervention Pretest Posttest n

Module1 3.19 3.13 (43)

Module 1, 5 3.03 2.91 (38)

Module 1,4, 5 3.08 2.94 (23)

Module 1,2, 5 3.24 2.97 (17)

Module 12,3, 5 3.40 2.80 (6)

All modules 3.31 2.92 (7)

Time x intervention type is significant



Repeated measures design
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How much is enough?

• Depression and dysfunctional thinking improve

• A single module of brief CBT is not effective relative 

to other versions in reducing depression symptoms. 

• Extended CBT with or without behaviour strategies 

results in greatest reduction of depression 

symptoms

• The stress reduction modules do not add



What issues do they identify?
A high rate of attrition, which results in difficulties 
relative to conventional RCT trials in measuring and 
assessing outcomes. New methodologies are 
required and new interpretations of retention are 
needed.

Use of sites is not linear, but trial RCTs are: this 
identifies a tension between measuring over time 
and offering an open design ‘flat’ access site to 
consumers.  

New methods and procedures are needed for gaining 
consent, taking note of preferences. 



Attrition

Eysenbach,G. 2005 The Law of Attrition, JMIR, 7 (1):e5, 
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Tracking vs no tracking
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Figure 2 Number of modules completed by those 

not tracked (left) compared to those tracked (right). 

The number of models completed is higher in those 

who were tracked. 



What can they tell us?

The provide information about the users of internet 

sites. Levels of symptoms and preferences.

These trials provide information about effectiveness –

I.e. the outcomes of the trial in the real world.

They can tell us how to maximize our interventions for 

best effect: experimentation that wouldn’t be funded 

by itself or is difficult to fund can be done 

‘effortlessly’.



What can’t they tell us?

Whether our sites are better than placebo. 

- ethical issues about open access websites

How they go compared to non-internet 
interventions

Whether differences arise from duration to test 
or length/quality of  interventions– shorter 
interventions are assessed with less delay 
than longer interventions.  



Our next range of internet 

applications

E-couch aims to test ways to maximize 

outcomes and to increase help seeking.
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Series of RCTs

Effect of tracking/monitoring

Effect of open access or tailored program 
based on symptom profile

Effect of tailored program compared to tailored 
program plus targetted program

Effect of stigma intervention for depression

Effect of components of the program; relaxation 
vs exposure vs physical activity.
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Future Directions

Supporting international portals for distribution of 
effect e-applications

Linking open access websites into already existing 
health structures

Transforming current health systems 

Improving continuity of care through consumer 
focused e-clinics

Developing financial sustainability

Doing better research
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