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Aims of Presentation

Describe online randomised controlled trial to
determine How much is enough? (MoodGYM
mark Il).

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
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It Is cost effective

P-CBT

GP-DRUG

High development costs
but diminishing costs as
the number of users
InCreases
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Interventions

There is now recognition of the power of the
iInternet 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.
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MoodGYM: online mterven{l@ UN\IU

with online trial infrastructure

MoodGYM combines all Internet features of
online randomised controlled trial but also
iIncludes 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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WHY YOU FEEL THE WAY YOU DO
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the MoodGYM

training program

Module 2-
CHANGING THE WAY WE THINK
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it Miew  Fawortes  Tools Help
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the MoodGYM_

training program

gualifying the Dismissing or ignoring any positive comment!
sitive achievement/ compliment.
nping o You think negatively about something without
clusions supporting evidence. There are two errors:
» Mind reading: You think without any evidence
/K that someone is thinking negatively about you
—
The fortune teller error:
You truly believe that you know what will happen
_"_‘-_::" in the future, without evidence.

gnification or This is making small things much larger than they r sl o B “u
iimization deserve, and making others things much smaller k e _; e
than they are in reality. ;

otional Reasoning Thinking thal emolional stales legitimatet -
! g EQ ¥ h F = -m‘]

reflect reality. <4 -

»

wild Stalements Thinking in terms of should, must, cught

imposes a view about the way the world is which

" | & Inteme




it Miew  Fawortes  Tools Help

. . @ [ W
Faruard Stop Retresh Home

E'] http: S A zilverzcope. comdmoodaunndfr_set_beagin.htm ;I LE'{':‘GD

Q W BB g . =

Search  Favortes H.ist-:-[_l,l M il Pririt Edit Dizcusz: DellHome

the MoodGYM_

training program

nping Lo You think negatively about something without
1clusions supporling evidence There are two errors!

Mind ding: You think without vider
# ind reading: You think without any evidence F i— w
that someone is thinking negatively aboul you L i g

L
The fortune teller error:
¥ou truly believe thal you know what will happen
_"_"'-'_::"‘_ in the future; without evidence.

What chance da | have of getting that job, | know they will hate me
straight away (Mind reading).
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he Moodgym Training Program - Netscape 41

Edit Yiew Go Communicator Help
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the MoodGYM

fraining program

WARPY THOUGHTS TEST

(MoodGy M recommends vou complete this quiz at least once as it is MO
an essential part of vour waorkbool)
WARPY THOUGHTS TEST 1 strongly agree .
(Click on the number corresponding to your 2 agros . “ﬂ
feelings about each statement) + motihar sgree or Sikssgred
4 disagree
5 strongly disagroe
The need for aproval from others. Mo
If people crilicise me, | am not a worthwhile person. 1® 20 30 40 s0O
Mo
Cther people's approval is very important to me. O 2@ 330D 40 50O _
I can make everycne like me if | just try hard enough. 10O 2@ 30O 40 50O Ilﬂ
The most important thing in the world 1o me is to be accepted 10 2@ 300 a0y 50)
by other people.
| find it impossible to go against other people’s wishes. 10O 2@ 10 a0 50
Unless | get consistant praise | feel that | am not worthwhile, 1O 2@ 30 40 50
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Moodgym
application on
server with a
database server
and firewall.
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the MoodGY | I'-'I
TEAI!{IH‘G PFED_HEJ_E?.'IH 'h'_!-ut.l.r-l:
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Administrator updates webpages,
downloads user data and sets up new
trials
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Users find the
web site and log
on and join trial
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Other users are
recruited to RCTs

e
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of Moodgym in
various settings /\

H




Trial managers
register and
download dedicated
data sets

Users are

recruited to RCTs

of Moodgym in T )
various settings /\

database Trial
1 manager &

Trial —
manager @

Canberra

Trial —
manager e




Full functionality with four trials running simultaneously and

administrators provided with access to research data

Users Com’ity trial

Trial
manager

Sydney
Trial
manager

Canberra

Trial
manager

Tromso
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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




- » Cond 2

ondition
. »Cond 3

., Cond 4

|, Cond 6

Module 1-5

(sequential)

Brief CBT

Brief CBT

Brief CBT

Brief CBT

Brief CBT

Extended
CBT

Behavioural
strategies

Stress
Management

Problem
Solving

Extended
CBT

Behavioural
strategies

Stress
Management

Extended
CBT

Behavioural
strategies

Extended

Extended
CBT

Behavioural
strategies

Stress
Management

Stress
Management

Behavioural
strategies

Behavioural
strategies

Stress
Management

Stress
Management

Problem
Solving

Problem
Solving

Problem
Solving

Problem
Solving
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May, 2005

Registered users

N=15412

Randomised

N=2794

User chose condition N=6423
Did not proceed N=1030

Mental health referral N=2434
User refused consent N=2731

Module 1
Randomised

N=464

Module 1 5
Randomised

N=468

Module 1 4 5
Randomised

N=465

Module 1 2 5
Randomised

N=463

Modulel 2 3
5
Randomised
N=466

All modules
Randomised

N=468

Pretest
N=364

Post test
N=79

22%

Pretest
N=372

Pretest
n=363

Post test
N=47

13%

Post test
N=24

07%

Pretest
n=366

Pretest
n=383

Pretest
n=384

Post test
N=19

05%

Post test
N=7

02%

Post test
N=7

02%
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Characteristics of randomi
groups at pre-test

Intervention Pretest”
Module1 6.07
Module 1, 5 6.17
Module 1,4, 5 6.20
Module 1,2, 5 6.31
Module 12,3 5 6.00
All modules 6.00

* ns
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Age distribution across conditions

14or 15-1920-24 25-29 30-34 3H5-44 45-54 55-64 65-74 T750r
under over

Age




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).




Depression

LS Means
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—=— Module 1
Modules 1, 4 and 5
Modules 1 and 5
—*— Modules 1, 2 and 5
—e— Modules 1, 2,3 and 5
—o— All Modules

Module

Least Squares means for Goldberg Depression Scale as a function of Module
completed. Treatment by Time is statistically significant
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Depression Goldberg Scores
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Linear summary

—&— All Modules
—=— Module 1

> Modules 1 and 5
Modules 1,4 and 5
—X%— Modules 1, 2 and 5

—— Modules 1, 2, 3and 5

3

Module

4




Brief CBT Extended Behavioural Stress Problem

CBT strategies Management Solving

5 Cond 2 Brief CBT Extended Behavioural Stress Problem
CBT strategies Management Solving

ondition - -~
_,Cond 3 Brief CBT Extended Behavioural Stress Problem
CBT strategies Management Solving

» Cond 4 Brief CBT Extended Behavioural Stress
strategies Management

Brief CBT Extended Behavioural Stress Problem
CBT strategies Management Solving

Cond 6 Brief CBT Extended Behavioural Stress Problem
> CBT strategies Management Solving
Module 1-5

(sequential)
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Change on dysfunctional thinking

Intervention
Module1
Module 1, 5
Module 1,4, 5
Module 1,2, 5
Module 12,3, 5
All modules

Pretest
3.19
3.03
3.08
3.24
3.40
3.31

Posttest n
3.13 (43)
2.91 (38)
2.94 (23)
2.97 (17)
2.80 (6)
2.92 (7)
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Repeated measures design

Dysfunctional Thinking

Community Trial
Condition Id
All Modules
—— Module 1

Modules 1, 4
and 5

Modules 1 and
5

Modules 1, 2
and 5

Modules 1, 2,3

and 5
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Brief CBT Extended Behavioural Stress Problem

CBT strategies Management Solving

5 Cond 2 Brief CBT Extended Behavioural Stress Problem
CBT strategies Management Solving

ondition - -~
_,Cond 3 Brief CBT Extended Behavioural Stress Problem
CBT strategies Management Solving

» Cond 4 Brief CBT Extended Behavioural Stress
strategies Management

Behavioural Stress Problem
strategies Management Solving

Cond & Brief CBT Extended Behavioural Stress Problem
> CBT strategies Management Solving

Module 1-5

(sequential)
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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
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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.
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- == Farvolden JMIR 2005
usage

= =m= = Christensen JMIR 2004
usage (Moodgym-trial)

—a&— Christensen JMIR 2004
usage (Moodgym-open)
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Preference/condition

o0% Blue: Clinician recommendation
P ] — Green: Choose to do full program
nt ]

Yellow: Randomised
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N R 2
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Number of Modules completed




Not Tracked
A Tracked

Figure 2 Nunber of modules conpleted by those
not tracked (left) compared to those tracked (right).
"The nunber of models conpleted is higher in those
who were tracked.
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The provide information about the users of internet
sites. Levels of symptoms and preferences.

These trials provide information about effectiveness —
|.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’.
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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.
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Our next range of interné
applications

E-couch aims to test ways to maximize
outcomes and to increase help seeking.
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' ' |
Tailored Targeted Generic

|

Tailoring: symptom
stream information is used
determine the

Y 4 delivery of
Divorce and separation specialized”
Stream Drug and aIcthc))I information on web

pages
Social Bereavement Targetting: group

Anxiety New baby membership is usec
Medical condition to determine the

Depression Previous depression SElEn] @ IR
information on web

pages

With and without emaill
reminders
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Generalized Anxiety Stream

GAD stream Risk factors
Predictive tests

Mental Health <
literacy Treatments that

! work

Assessment of MHL
|

\/
Assessment of stigma and pre-intervention

|

Toolbox

CBT

Relaxation

Activity




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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4 4 |

Tailored Targeted Generic/ Open
’ x

v access

Tailoring: symptom
stream information is used
determine the

Y 4 delivery of
Divorce and separation specialized”
Stream Drug and aIcthc))I information on web

pages
Social Bereavement Targetting: group

Anxiety New baby membership is usec
Medical condition to determine the

Depression Previous depression SElEn] @ IR
information on web

pages

With and without emaill
reminders
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Generalized Anxiety Stream

GAD stream Risk factors
Predictive tests

Mental Health <
literacy Treatments that

! work

Assessment of MHL
|

© stigmaintervention
Y . |
Assessment of stigma and pre-intervention

|

Toolbox

CBT

Relaxation

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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