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FDA Action Plan

• The plan includes three overarching priorities 
for subgroups:

– Quality of Data

– Greater Participation 

– Increased Transparency
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FDA Action Plan

• Main action item: Post demographic 
information from pivotal trials for newly-
approved drugs and biologics
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Drug Trials Snapshots
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Drug Trials Snapshots

• Summary of information

– What is the drug for?

– What are the benefits of the drug?

– What are the possible side effects?

– How were the clinical trials designed?

• Demographic Information
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Key Snapshot Questions: 
Subgroups

• Who were in the clinical trials by sex, race, 
and age subgroups?

• Were there differences in efficacy and safety 
among sex, race, and age subgroups?
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Snapshots Brief History

• 2014: Pilot Program

• January 1, 2015: Snapshot written for every 
New Molecular Entity (NME) and Original 
Biologic approved

• Permanent program

• Goal to publish 30 days after approval

• Does not apply to previously approved drugs
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Who are Snapshots Written For?

• Consumers

• Physicians, Statisticians, anyone who is 
interested in the data and analyses 

– (MORE INFO)
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Snapshots are not a drug label

Snapshots

• Intended for public

• Consumer-friendly language

• Focus on subgroup data and 
analysis

• Links to FDA reviews

• 30 days after drug approval

Prescribing Information

• Intended for healthcare 
professionals

• Technical language

• Comprehensive resource 
for drug information

• Not linked to FDA reviews

• Published with drug 
approval

9



Sample Snapshot
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Sex
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Race
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Age
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Efficacy and Safety Among 
Subgroups

Benefits:

• The majority of patients in the trials were 
white. Differences in response to REPATHA 
among races could not be determined.

• REXULTI worked similarly in all races studied.

Side Effects:

• The majority of patients in the trial were 
white. Differences in bleeding among races 
could not be determined.
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Recent Activity

• Published over 40 Snapshots

• Over 53,000 people have visited the site since 
its launch

• Alerts of new Snapshots available through 
GovDelivery and Twitter
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Platform for Important Questions

• Are there enough data to make conclusions 
about efficacy and safety for all subgroups?

• How many patients per subgroup are needed?

• When is generalizability ok?

• When differences among subgroups are seen, 
when are differences clinically meaningful?
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Looking Forward

• Continuing discussion on variability in 
response to drugs among subgroups

• Deeper understanding of when subgroup 
differences are plausible

• Best practices for reporting subgroup 
differences to the public

• Commitment to continued transparency
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THANK YOU

Naomi Lowy, M.D.


