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DELTA
Determining:trial size

A Fundamental aspect of RCT design
I How many participants are needed?
A Ethically and scientifically important
I Legitimate experimentation
I Add to knowledge
A Impact upon trial conduct (e.g. 100 versus 2000 )
I Management of project
I Timeframe
I Cost
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How'is:trial-size determined?

A Sample size calculation sets the recruitment target
I Provides reassurance

A Required size is dependent upon :

Trial design (e.g. cluster trial)

Statistical analysis (e.g. t-test)

Statistical parameters (e.g. sig. level and power)
Difference we desire to detect (target difference)
A What about the target difference ?
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Methods for.determining the target difference

A Variety of formal methods available

A Methods can be judgement based, data driven or a
combination

A Most methods seek to identify a target difference
which Is viewed as important

I e.g. minimum clinically important difference (MCID)
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Methods for.determining the target difference (2)

1. Anchor: The outcome is nanc h o e dsing a
pati eartheadth pr of e s s ijugeménDd sto
define an i i mp o r tdiffemnence .

2. Distribution : Methods based upon distributional
variation e.g. a value that is larger than the
Inherent imprecision Iin the measurement

3. Health economic : Assessment Incorporating cost
and benefit . e.g. determine threshold recurrence
rate based upon cost -effectiveness

4. Opinion -seeking : Elicitation of expert opinion e.g.
survey of clinicians .
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Methodsfor.determining the target difference (3)

5. Pilot : A pilot study might be carried out to guide
expectations

6. Review of evidence base: Summarising current
empirical evidence e.g. systematic review and
meta -analysis .

/. Standardised effect size: The magnitude of the
effect upon a standardised scale is used to define
the value of the difference e.g. Co h e neffect
sizes.
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SCT survey

A Aim

I To assess current practice amongst trialists
A Methods

I Short online SURVEY

I Questions onr es pondaeerlss(é.g. location)
and methods for specifying the target difference

I Sent out via emalil distribution list/reminder
A SCT membership
T 1182 listed

I 519 (reported as Statistician, Epidemiologist
and/or principal investigator)
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