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Forest plot of effects by subgroup

Figure 5 Stroke and Systemic Embolivn Hazard Ratiot by Baseline Characteristics®
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Forest plot of effects by subgroup

Figure 5 Stroke and Systemic Embolismm Hazard Ratios by Baseline Characteristics™
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Forest plot of effects by su bgrou

e Good  Bad
— Consistency, usually — Despite disclaimer, hard to
— Disclaimer re ignore discrepancies
overinterpretation — Based on naive subgroups;
— Supports “personalized you cannot use to estimate
medicine” response in a patient

whose corresponding

— Works as well for
factor levels you know

prominent safety findings
— No multiplicity adjustment

www.fda.gov



Forest plot for drug interactionﬂ

Figure 2. Impact of Coadministered Drugs on the Pharmacokinetics of Corlanor

Change Due to PK Measures Fold Change and Recommendation
90% Confidence Intervals
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Forest plot for drug interactionﬂ

e Good e Bad
— Compact DDI — Hides study details
information — Can’t tell how much of
— Each section is separate the variability is related
study to sample size

* No confounding
 No multiplicity issue

— Accommodates advice

www.fda.gov 6
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Distribution of responses—waterfall

Figure 1: Percent Change from Baseline in Spleen Volume at Week 24 or Last
Observation for Each Patient (Study 1)
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Distribution of responses—waterfa.

* Good * Bad
— Individuals resolvable — Side-by-side makes
— Works for any comparison difficult of
continuous data distributions are similar

— Can mark a clinically
important or responder
level

www.fda.gov 8
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Distribution of responses—cumulative

Figure 1: Patients Achieving Various Levels of Improvement in Pain Intensity — Study DPN 1
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Distribution of responses—cumulati

e Good e Bad
— Similar patterns easier to — Not intuitive?
distinguish
— Works for any

continuous data

— Can mark a clinically
important or responder
level
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Figure 1: Probability of Achieving Systolic
Blood Pressure <140 mmHg at Week 8
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Figure 3: Probability of Achieving Systolic
Blood Pressure <130 mmHg at Week 8
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Modeled response
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Figure 2: Probability of Achieving Diastolic
Blood Pressure <90 mmHg at Week 8
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Figure 4: Probability of Achieving Diastolic
Blood Pressure <80 mmHg at Week 8
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FDA
Modeled response .

e Good e Bad
— Based on factorial trial — Model
data — Hides assumptions
— Intended to advise on — Hides confidence
when starting two drugs intervals
is useful

— Suspect interpretability

www.fda.gov 12



General concerns

* No testing of comprehension by target audience

e Potential misfit of analytic approach with
intended use

e Complex graphics not compatible with

— Portable devices
— Decision support systems

www.fda.gov 13
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