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Functions of DDMAC

Ensure compliance with FFD&C Act
Not false
Not misleading
Balance between risks and benefits

Voluntary Compliance
Enforcement Action



Voluntary Compliance

Guidance documents
Comments when requested
Clarifications of issues and questions



“Promotional” Labeling

Brochures, booklets, mailing pieces, file 
cards, bulletins, calendars, price lists, 
catalogs, letters, videos, slides, exhibits, 
and similar pieces of printed, audio, or 
visual matter descriptive of a prescription 
drug



Advertising

Advertising -- published journals, 
magazines, and other periodicals, 
newspapers, broadcast through media 
such as television, radio, and telephone 
communications



FDA Jurisdiction

No laws/regulations prohibit DTC 
promotion in general or for specific 
prescription drug products or product 
classes
Regulatory focus is on the content of the 
materials NOT their general existence



Basics for Promotion

May recommend and suggest the drug 
ONLY for those uses contained in the 
approved product labeling
May not be false, lacking in “balance,” or 
otherwise misleading
Prescription drugs are unique -- the law 
requires disclosures of the consequences 
of using the drug



What’s False or Misleading

Better or more effective than indicated
Useful in a broader than indicated range 
of conditions/patients
Safer (fewer side effects, lower severity, 
incidence)
Comparative claims (better/safer than 
other products) w/o substantial evidence
Misleading presentation of data, risk 
relative to benefit, etc.



Types of Promotion

Help seeking (“see your doctor,” disease 
oriented) -- these are NOT drug ads





Types of Promotion

Reminder -- regulations specifically 
exempt from disclosure requirements; 
includes name of product, but no 
representations beyond dosage form and 
packaging, price information

not for products with  especially serious 
(“boxed”) warnings





Types of Promotion
Product claim

claims or representations trigger 
requirements for accuracy and balance
risk disclosure requirement 







“Brief Summary”

Regulations require that the “brief 
summary” include “each specific side 
effect and contraindication” (i.e., all risk 
concepts)
Manufacturers historically complied by 
reprinting risk-related sections of product 
labeling
Verbatim reprinting is not required



“Brief Summary”
Broadcast v. Print

Broadcast: media limitations implicitly 
acknowledged through provision of 
alternative means of disseminating 
additional information
Print: little or no leeway to reduce 
required information



Broadcast Ad 
Requirements

Must have information about “major side 
effects and contraindications”

* in audio or audio plus visual
Can have either:

* presentation of a “brief summary,” or
* “adequate provision” for 

disseminating product labeling



DTC-Broadcast Guidance

One possible mechanism for “adequate 
provision”

Draft guidance issued 8/97
Final guidance issued 8/99



Suggested Information 
Sources

Toll-free phone -- Package insert (“PI”) by 
mail, [fax -- in draft guidance only], read
Reference to a running print 
advertisement
Healthcare providers -- more info
Internet web page [URL address]



Broadcast Guidance (II)

Multifaceted approach to reach a diverse 
population
Recognition of diversity of consumer 
audience
* advanced technology access/comfort
* active v. passive information seekers
* desire to remain anonymous



Basic Communication 
Requirements

Accurate communication of product 
indication(s) including context for any 
claim
Communication of most important risks in 
a manner reasonably comparable to 
benefits (presentation and language)
Can’t omit important information



Most Important Risks

Specific risk disclosure requirement for 
broadcast ads -- likely to include:
* contraindications (relevant to patients)     
* major warnings, especially if boxed or 
bolded
* significant precautions/drug interactions  
* frequent side effects



Considerations

Reasonably comparable communication of 
risks
Consumer-friendly language for both 
benefits and risks (readable supers)
Prominence of presentation
Needed context for claims/risks
Information needed for an informed 
patient-physician discussion



Enforcement Options

Untitled Letters
Warning Letters
Consent Decrees
Penalties
Seizure


