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Goal and Objectives

Goal
– To protect and promote public health

Objectives
– Ensure that RX drug promotion is not false 

or misleading
– Ensure that complete picture of drug is 

conveyed
– Get more useful information about drugs 

and diseases to the American public



Mechanisms for Meeting 
Objectives

Comprehensive surveillance and 
enforcement program
Voluntary compliance
– Guidance documents
– Request for comments
– Educational efforts



CBER/CDER Consolidation

Transfer of therapeutic products from 
CBER to CDER
Transfer of review of the promotional 
materials for these products from APLB 
to DDMAC
DDMAC and APLB worked together for 
smooth transition



Professional (Biologic) Review 
Group in DDMAC

Acting Group Leader
– Marci Kiester

3 Reviewers
– Carole Broadnax
– Eva Barrion
– New reviewer

Additional Assistance
– Cathy Miller



Submission of Materials 

From June 30, 2003, to September 15, 2003
– To CBER document room for delivery to APLB
– APLB sorts and routes items to DDMAC

Effective immediately
– Submit directly to DDMAC

• Division of Drug Marketing, Advertising, and 
Communications; HFD-42, Rm. 8B-45                                    
5600 Fishers Lane
Rockville, MD 20857



DTC

Public Meeting on DTC Research
Future guidance on “Brief Summary”



DTC Public Meeting

Public Meeting on DTC Research
– Sept 22-23
– Federal Register Notice dated August 12, 

2003
Purpose is to gather data from DTC 
research
– Comment docket open until December 1
– Impact of DTC on public health evaluation



Brief Summary

Brief summary
– important information
– current brief summary not optimal for best 

communicating this information
Developing guidance on brief summary
– Part of the FDA Strategic Plan
– Plan is to publish by end of 2003



Enforcement

Warning Letters (January  - September)
– OxyContin
– Xeloda
– Viread
– Pravachol 



Xanodyne Warning Letter

Methotrexate, Leucovorin, and Amicar
Promotional Brochure
No risk information
Omission of limitations on indications



Methotrexate

Boxed warning about serious toxic 
reactions (potentially fatal)
Monitoring necessary for bone marrow, 
liver, lung, and kidney toxicities
Reported fetal deaths and congenital 
anomalies
Severe, occasionally fatal, skin 
reactions



OxyContin Warning Letter

Journal advertisements
Lack of important risk information
Overbroadening of the indication
Omission from body of ad
– crucial facts related to potentially fatal risk
– potential for abuse
– limitations on appropriate indicated use















Xeloda Warning Letter

Sales aid
– disseminated in promotional exhibit area

Patient-directed video



Xeloda: Violations

Minimization of risk information
Misleading comparative safety claims
Misleading efficacy claims
Promotion of unapproved uses



Xeloda: Risk information

Sales aid
– failed to provide any risk information

Video
– Claims that Xeloda, unlike other chemo 

drugs, does not make you feel too tired or 
too sick to do your daily activities 

– Claims that Xeloda is safer and has fewer 
toxicities than IV chemo drugs

– Minimize serious adverse events including 
severe diarrhea



Xeloda: Misleading Claims

It gives me more freedom, I feel 
stronger, I mean I go to the gym now -
work out
I can do anything I want to do ….
I can do all the daily things that 
sometimes ….



Viread Warning Letter

Sales representative promotion
Promotion at HIV/AIDS conference
Minimization of risk information
Promotion of unapproved uses



Viread: Risk Information

Untitled letter on March 14, 2002
No risk information about boxed 
warning about lactic acidosis
Claims about Viread is a nucleotide, not 
a nucleoside
– boxed warning is a class effect and did 

apply to Viread
– more potent
– fewer side effects, safer



Pravachol Warning Letter

DTC ads and labeling pieces
Healthcare professional directed 
labeling pieces
Promotion of unapproved uses



Pravachol: Promotion of 
Unapproved Uses

Not indicated to reduce risk of strokes in 
patients who do not have clinically 
evident CHD
Claims
– WORRIED ABOUT HAVING A HEART 

ATTACK? WORRIED ABOUT HAVING A 
STROKE?

– PRAVACHOL IS THE ONLY CHOLESTEROL 
LOWERING DRUG PROVEN TO HELP 
PROTECT 1ST AND 2ND HEART ATTACKS 
AND STROKE





Summary

CBER/CDER Consolidation
DTC
Enforcement


