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Overview

Why don’t I see brief summaries in other 
types of ads?
Quick & easy regulation primer
The Whole Ad and Nothing but the Whole Ad
What does the brief summary look like?
What can the brief summary look like?
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FTC vs FDA 

F

FTC regulates advertising (cars, home 
mortgages, mops, etc.)

DA regulates labeling (all legal drugs, 
medical devices, foods)
Memorandum of Understanding - Ads

FTC regulates ads for foods, OTC drugs, non-
restricted devices, cosmetics, dietary supplements
FDA regulates ads for prescription drugs and 
restricted medical devices
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FDA Regulations

“All advertisements for any prescription 
drug…shall present a true statement of 
information in brief summary relating to side 
effects, contraindications…and 
effectiveness.”

- 21 CFR § 202.1(e)
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FDA Regulations

“…side effects, contraindications” include 
side effects, warnings, precautions, and 
contraindications, and include any such 
information under such headings as cautions, 
special considerations, important notes, 
etc…”

- 21 CFR § 202.1(e)
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FDA Regulations

Translation:
The brief summary should be a 
comprehensive look at risk information 
related to a drug product

Big Picture:
FDA is committed to ensuring access to 
accurate and useful information
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The Whole Ad

FDA considers the brief summary to be part 
of the ad
Adding brief summary does not get you off 
the hook
Recent enforcement letters for omission of 
risk, despite risk information pages:

Vitrase, November 2005
Infergen,  March, 2006
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Professional vs. DTC

Regulations do not distinguish

Historically, approved physician labeling was 
reprinted as brief summary
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Professional vs. DTC

Regulations do not distinguish

Historically, approved physician labeling was 
reprinted as brief summary

When broadcast started, brief summary also 
used as part of adequate provision in 1997
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Brief summary draft guidance

Published February 2004

Main points:
Using physician labeling is OK, but not 
preferable
Most serious and most common risks are 
essential
Request for comment and research
Format options
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Format Options

Approved Patient Package Insert

Often, but not always, in Q & A format
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Format Options

C

Approved Patient Package Insert

Often, but not always, in Q & A format

onsumer-friendly highlights

Content and Format Rule, January 2006
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Other formats?

FDA recognizes other ways to present 
information may be appropriate

Currently conducting research

Happy to review new brief summary formats
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Contact Information

Division of Drug Marketing, Advertising, and 
Communications

Food and Drug Administration
10903 New Hampshire Ave., Bldg 22
Silver Spring, MD 20993-0002

phone (301) 796-1200 
fax (301) 796-9878
amie.braman@fda.hhs.gov
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