
 
April 18, 2012 

 
The Honorable Patrick Leahy, Chairman 
U.S. Senate Committee on the Judiciary 
224 Dirksen Senate Office Building 
Washington, DC 20510 
 

Re: Letter in support of Patient Safety and Generic Labeling Improvement Act 
 
Dear Chairman Leahy: 
 

Public Citizen, a nonprofit consumer advocacy organization with 250,000 members and 
supporters nationwide, writes to applaud your introduction of legislation that would give generic 
drug manufacturers the authority to revise labeling for their products when they become aware of 
risks that are not adequately disclosed. This bill would fill a gaping hole in drug regulation that 
poses a threat to patients’ health and safety.  

 
Your legislation reflects the concerns voiced by Public Citizen in a citizen petition that we 

submitted to the Food and Drug Administration in August 2011. As we explained in the petition, 
the generic drug market has grown exponentially in the past 25 years, and generic drugs now 
constitute a majority of the prescription drugs sold in the United States. The growth of generic 
drug sales reflects the fact that generics offer equally effective but more affordable alternatives to 
their brand-name counterparts. The regulatory system, however, has not adjusted to the 
marketplace.  

 
Under current law, a generic drug manufacturer is not authorized to revise product labeling 

when it becomes aware of inadequacies in the labeling. Specifically, FDA regulations provide 
that, unlike brand-name manufacturers, generic drug manufacturers are not permitted to initiate 
labeling revisions to strengthen warnings, contraindications, or precautions. As a result, the 
millions of patients who use generic drugs may not have access to up-to-date information on 
safety and proper use. And generic drug manufacturers lack incentive to monitor and ensure the 
safety of their products, even when the generic versions represent a majority of the market for a 
particular drug. Your legislation would correct this problem. 
 

Your bill would also correct an illogical inconsistency in the accountability that generic and 
brand-name drug manufacturers have to patients. In a 2011 decision, PLIVA v. Mensing, the 
Supreme Court relied on FDA regulations to hold that a consumer injured by a generic drug with 
inadequate warnings cannot seek compensation under state law for failure to warn. By contrast, 
in a 2008 decision, Wyeth v. Levine, the Court had held that manufacturers of prescription drugs 
could be held accountable to patients for harm their drugs caused. The Justices in Mensing itself 
noted that this inconsistency “makes little sense,” with four Justices calling it “absurd.” 



 
As the Supreme Court has noted, “the FDA has limited resources to monitor the 11,000 drugs 

on the market, and manufacturers have superior access to information about their drugs, 
especially in the postmarketing phase as new risks emerge.” Under your bill, generic drug 
manufacturers, who already have access to relevant safety information, would be able to revise 
their labeling as new information comes to light, thereby making their products safer for patients. 

 
For these reasons, Public Citizen strongly supports your intent to fill the regulatory gap in 

generic drug safety. We look forward to working with you to pass this important legislation. 
 
Sincerely, 
 

  
 
 
Allison M. Zieve    Sidney M. Wolfe, MD 
Director     Director 
Public Citizen Litigation Group  Public Citizen Health Research Group 

 


