
Consumer-directed Adver�sing and Online Promo�on of Prescrip�on Drugs in the USA

Approximate study �me: 1 hour

Level: Introductory/Intermediate

Audience: Sales and marke�ng, 
regulatory affairs, and legal personnel

Region: USA

Who will benefit from this module?

Category: Sales and marke�ng

Adver�sements and promo�onal labeling of 
prescrip�on drugs in the USA must comply with 
statutory and regulatory requirements. 
Adver�sing and promo�on are also subject to 
guidance from the Food and Drug 
Administra�on (FDA) and from industry and 
professional codes of prac�ce. By iden�fying 
the requirements and summarizing the 
extensive guidance that applies, this course and 
its companions will help you to adver�se and 
promote your products without incurring legal 
or regulatory sanc�ons.

Unlike the great majority of other countries, 
the adver�sing of prescrip�on drugs directly to 
consumers is permi�ed in the USA. Spending by 
drug companies on direct-to-consumer (DTC) 
adver�sing of prescrip�on drugs has increased 
more than four-fold over two decades, with a 
drama�c increase in the number of TV ads. In 
addi�on, the Internet and social media 
pla�orms have increasingly enabled companies 
to engage more ac�vely with the public.

In addi�on to those that apply to all adver�sing 
and promo�on of prescrip�on drugs, specific 
regulatory requirements and industry and 
regulatory guidances apply to DTC adver�sing 
and promo�on, including online promo�on, 
and we discuss these in this course.

Sales and marke�ng personnel need to 
understand the legal and regulatory 
requirements that must be met when 
adver�sing and promo�ng prescrip�on drugs in 
the USA. In addi�on, this module will be of 
benefit to regulatory affairs and legal personnel 
involved with aspects of marke�ng.
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CPD Points: 1

The big picture
Informa�on generally expected in DTC 
ads
Modified requirements for 
communica�ons in print media
Omit some prescrip�on informa�on
Use consumer-friendly language
Presen�ng quan�ta�ve efficacy and risk 
informa�on
Broadcast adver�sements
Major statement
Adequate provision
Pre-dissemina�on review of television 
adver�sements
PhRMA Guiding Principles

Sta�c versus interac�ve communica�ons
Responsibility for interac�ve promo�onal 
media
Requirements for submission of 
interac�ve promo�onal media
Responding to unsolicited requests for 
off-label informa�on
Media with character space limita�ons
Correc�ng independent third-party 
misinforma�on
Assessment

Learning objec�ves

List types of informa�on generally expected 
to be included in consumer-directed 
communica�ons
Specify modified regulatory requirements 
for DTC communica�ons in print media
Access FDA guidance on presen�ng 
quan�ta�ve efficacy and risk informa�on in 
DTC communica�ons
Summarize statutory requirements and FDA 
guidance on presenta�on of the major 
statement in broadcast adver�sements, and 
outline the response of an industry 
advocacy group
Specify ways of making adequate provision, 
in broadcast ads, for access to product 
labeling
Comply with statutory requirements and 
FDA recommenda�ons on 
pre-dissemina�on submission of broadcast 
ads to the agency for review, and outline 
FDA enforcement ac�ons for 
non-compliance
Access guiding principles, from the 
Pharmaceu�cal Research and 
Manufacturers of America, on DTC 
adver�sing 
Iden�fy sponsors’ responsibili�es for 
interac�ve promo�onal media
Submit interac�ve promo�onal media to 
the FDA in compliance with the agency’s 
dra� guidance
Respond, in compliance with FDA dra� 
guidance, to unsolicited requests for 
off-label informa�on
Comply with FDA dra� guidance on how 
sponsors should deal with promo�onal 
communica�ons in online media that 
impose limits on the number of text 
characters that can be used
Correct online misinforma�on by 
independent third par�es, in compliance 
with FDA dra� guidance
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Direct-to-consumer (DTC) advertising

Online promotion
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