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How is HTE information typically 
presented in prescription drug labeling, 
and are there opportunities available 
for enhancement? 
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Prescription drug labeling
• Is FDA’s primary communication tool 
• Contains the essential information for safe and 

effective use of a drug
• Serves as the basis for many other streams of 

information aimed at the medical and patient 
communities

www.fda.gov
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HTE information in labeling
Clinical Studies
• Results of required explorations 

by age, gender, race 
• Findings of analyses that had a 

reasonable ability to detect 
differences; and when sample 
sizes were too small

• A cautionary statement of the 
inherent risks of any unplanned 
subgroup analyses

Use in Specific Populations
• Pregnancy
• Lactation
• Females and Males of 

Reproductive Potential
• Pediatric Use
• Geriatric Use
• Others as needed

www.fda.gov
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Variety of approaches
Most common
• Statement at the end of study results

An examination of population subgroups did not reveal any 
clinically significant differences in responsiveness on the 
basis of gender, age, or race.

Alternative presentation
• Forest plot showing results of primary outcome measure in 

overall population and numerous subgroups
www.fda.gov
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MYDRUG ComparatorTotal population

MYDRUG better Comparator better
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Example of an accompanying 
“cautionary statement”
Note: The figure above presents effects in various 
subgroups, all of which are baseline characteristics. The 
95% confidence limits that are shown do not take into 
account the number of comparisons made, and may not 
reflect the effect of a particular factor after adjustment for 
all other factors. Apparent homogeneity or heterogeneity 
among groups should not be overinterpreted. 

www.fda.gov
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Need to strike a balance…

Overinterpreting
Informing

www.fda.gov
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