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Effect Size, P Values, and

More in Clinical Trials

Clinicians may encounter P values, effect sizes, and other statistical metrics in prescribing
information, clinical guidelines, and educational content. It is important to have a good
understanding of what each value does and does not mean.!
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LHH, likelihood of being helped or harmed; MCID, minimal clinically important difference; NNH, number needed to harm; NNT, number needed to treat.

P Values and Multiplicity R The Multiplicity Effect®
P values depend on the sample size and g’ 1 5%
variability in the data.® &
=
When multiple secondary endpoints £ s m
are tested within the same trial without g
adjustment for multiple comparisons, Z 10
the probability of at least one false-positive Ié
result increases with each additional test. § 20
In such instances, you may conclude that 2
a real effect or difference exists when it 0% 20% 40% 60% 80%
actually does not, a phenomenon known PROBABILITY OF AT LEAST ONE FALSE POSITIVE (P)

as type | errorinflation.!!

With five endpoints, the probability of at least one false-positive result is 22.6%—more than quadruple
the 5% probability associated with a single endpoint.t°

Secondary endpoints reported without multiplicity adjustment should be interpreted as exploratory
rather than confirmatory.*

Effect Size (Cohen’s d) to Quantify Magnitude

Cohen’s d'is commonly used with three conventional thresholds®*

Select antidepressants (0.3)*
and atypical antipsychotics
(0.23-0.41)'*, depending
on indication
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Cohen'’s d, a measure of standardized mean difference, represents the treatment-versus-placebo difference
in standard deviation units, helping to facilitate comparisons across different measures and studies.*

Meaningful Change and Progress Assessment

A statistically significant difference may still fall below the threshold for clinically meaningful change,
termed minimal clinically important difference (MCID).

Placebo-Adjusted MCID Values

The MCID represents the minimum
P for Selected Rating Scales

change in score on a validated rating

scale that is considered clinically
perceptible. Published MCID values Placebo-Adjusted MCID

can help clinicians interpret clinical

outcomes, although reported values MADRS™"* 22

may vary depending on the method

used to derive them.® HAM-D® =3
The Montgomery—lz\sberg Depression Atrial may report a statistically significant drug—placebo
Rating Scale (MADRS) and Hamilton difference that does not meet the MCID threshold,
Depression Rating Scale (HAM-D) are underscoring the need to interpret multiple metrics
clinician-rated scales frequently used collectively rather than relying on any single variable
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in MDD clinical trials. to determine treatment effectiveness.!

How to Read Clinical Trial Statistics in Less Than One Minute

These skills help clinicians critically evaluate treatment evidence and translate it into a
patient-facing context.>*¢8

Check the Pvalue Compare the effect Evaluate the change Check the NNT
Was the result size with conventional in score on a validated and NNH
isti ignifi ? thresholds rating scale
statistically significant? e -_— g - How do they
Were secondary Was the Cohen'’s d Did the change compare for
endpoints adjusted small, medium, exceed the MCID? the outcomes
for multiplicity? orlarge? of interest?

MCID, minimal clinically important difference; NNH, number needed to harm; NNT, number needed to treat.
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This content has been created for US health care professionals and is intended for information and educational purposes only. It should not be used
to replace clinical judgment or a discussion with the patient’s health care team. All decisions regarding patient diagnosis and care must be made by a
qualified health care professional based on each patient’s individual needs.

Referenced tools are adjunctive aids and are not diagnostic on their own, and this resource
does not endorse or recommend any specific drug, treatment, or manufacturer.
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