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The Disclaimer 

The views expressed herein represent those of the 

presenters and do not necessarily represent the 

views or practices of the presentersô employers or 

any other party
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How to Achieve This?



Motivations

ÅInformation regarding adverse events in drug 

development is complex

ÅCommunicating information effectively and 

efficiently is crucial in detecting safety signals 

and helping decision-making



Frequently Asked Questions Regarding Adverse 

Events

Drug Safety

What are they?

Time to an 

Event?

Relationship 

with Dosage?

Any AEs?

Comparison with 

other regimens

Background 

Rate?

Are they 

safety signals?

Relationship 

with efficacy?

Risk Factors?

Withdraw/

Interruption?

Relationship  

with Other AEs?

Decision 

Making



Categories of Graph

ÅDemographicsand incidence of AEs

ÅAE occurrence over time across treatment 

groups

Å Dosage and exposure

ÅPotential risk factors and their temporal 

relationship to AEs 

ÅWithdrawal and interruption of treatment in 

relation to the occurrence of AEs

ÅPatient profile



Graphical Displays Addressing Key 

Clinical and Safety Issues



Most Frequent On-Therapy AE Sorted by Risk 

Difference

Å Clinical Question: 

Which AEs are 

elevated in treatment 

vs. control?

Å Type: 

Grouped Dotplot

Å Contributed by: 

Frank E Harrell, Jr.  

modification of Amit

et al 2008 


