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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 balanced 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
– Comments on draft promotion, when requested
– Educational efforts
– Guidance documents



Voluntarily Compliance - Advice to 
Industry

Provide comments on draft promotional 
materials (voluntary submissions)
– Launches
– Direct-to-consumer (DTC) broadcast ads
– Other materials

Educational efforts
– Outreach
– Website

Guidance Documents



Guidances

Describes FDA’s current thinking on a topic
– Helps to clarify issues that industry/public has 

questions
Are not regulations
Does not create or confer any rights for or on 
any person and does not operate or bind 
FDA or the public



Policy Updates

Direct-to-Consumer Promotion (DTC)
Risk Information
Guidance Development 



Direct-to-Consumer Promotion

Increasing interest
Statements about DTC from various groups
PhRMA and Industry Actions
FDA Actions



FDA Actions and DTC

Research on DTC conducted
Sept 2003 – Public Meeting held on DTC 
research
Feb 2004 – 3 draft guidances issued
Nov 2004 – DTC Research Final Report
Nov 2005 – DTC Part 15 Meeting held



Risk Information

Most common violation cited in DDMAC’s 
letters
Important to public health
American public entitled to balanced picture



Risk Information

Industry
– include serious and common risks

cannot omit risk from promotion 

– make efforts to better present risk info
FDA
– taking necessary and appropriate enforcement 

actions
– working on draft guidance for risk info 

presentation



Guidance Development

Presentation of Risk Information
Brief Summary:  Disclosing Risk Information 
in Consumer-Directed Print Advertisements 
(Brief Summary)
Help-seeking and Other Disease Awareness 
Communications by or on Behalf of Drug and 
Device Firm (Help-seeking)



Enforcement



Surveillance

Disseminated materials submitted to FDA
– Post-marketing reporting requirements (Form 

2253)
Conference attendance
Complaints
Surveillance including websites, tv ads, and 
journal ads



Enforcement Options

Untitled letters (notice of violation or NOV)
Warning Letters
Injunctions/consent decrees
Seizures
Criminal actions



Enforcement Analysis

13 Warning Letters issued in past 12 months 
(July 1, 2005 to June 30, 2006)
Compares to 5 WLs average of previous 
years
Stopped and corrected misleading promotion
Actions needed to achieve compliance



Types of Violations - Most 
Common

Inadequate Risk Information 
Misleading Effectiveness Claims 
Misleading Comparative Claims 



Risperdal Warning Letter

“Dear Healthcare Provider” Letter
Suggested that Risperdal is not associated with 
increased risk of diabetes
Failed to communicate consequences of 
hyperglycemia and need for monitoring
Failed to communicate potential seriousness of 
risk – e.g. ketoacidosis, coma, death



Risperdal WL (cont.)

Suggested Risperdal is safer than other 
atypical antipsychotics re: risk of diabetes
Public health concerns re: format, content, 
and timing of communication











Prograf Warning Letter

Journal advertisement
Presented safety and efficacy claims, but 
failed to provide adequate risk information.



Prograf WL (cont.)

Common adverse reactions are 
nephrotoxicity, impaired glucose metabolism, 
neurotoxicity, gastrointestinal disturbances, 
hypertension, and infection.
This is not sufficient to described the serious 
risks associated with the use of the product.







Cubicin Warning Letter

Journal advertisement and website
Broadens the indication
– treatment of all infections caused by Staph aureus

PI states it is not indicated for pneumonia
– In Phase 3 studies of community-acquired 

pneumonia, death rate was higher





Quadramet Warning Letter

DTC radio ad, patient testimonial video, and 
website
Overstatement of effectiveness
Omission and minimization of risk 
information
– Bone marrow suppression
– Radioactivity in excreted urine



Quadramet Warning Letter

Quadramet doesn’t make you lose your hair, it 
targets the cancer and that is what so great about it.  
It knows where to go.  I think it is amazing.
Quadramet travels to the site of bone reformation 
due to metastatic bone cancer to provide relief with a 
single injection.
After the Quadramet shot started to take effect, she 
was back to her old self, she wasn’t drowsy.
And I am surprised that she didn’t sit here and cook 
a big meal for you guys.









DDMAC Information

Web addresses:
– DDMAC webpage

www.fda.gov/cder/ddmac
– Warning and untitled letters

www.fda.gov/cder/warn
– Guidances

www.fda.gov/cder/guidance
Phone number:

– (301) 796-1200
Fax numbers:

– (301) 796-9877 and (301) 796-9878
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