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 Prescription drug regulation has a safety gap. The FDA’s proposed rule would close the gap; the industry 

alternative would not.  

Explanation of the Problem 

 The FDA adopted the CBE process in 1985, at the behest of the drug industry. Thus, for decades, the FDA 

and industry have recognized the efficiency and importance of timely release of new safety information through 

manufacturer-initiated labeling updates. 

 Importantly, since 1985, generic drug sales have grown dramatically. In 2012, 84 percent of prescriptions 

were filled with generics.
1
 However, unlike brand-name manufacturers, generic drugmakers are unable to make 

prompt labeling changes.  

 Yet new safety issues commonly arise after generics have entered the market, underscoring the imperative 

of maintaining incentives for robust manufacturer surveillance of safety concerns throughout the life of a product.  

 The problem, then, is that generic drugmakers cannot make prompt labeling changes and because they also 

generally cannot be held liable to patients for inadequate labeling, they have little to no incentive to engage in robust 

safety surveillance. Thus, new risks may not be brought to the FDA’s attention, and patients and physicians may not 

be warned, until problems becomes so acute that the FDA eventually identifies them on its own and orders labeling 

changes. 

The FDA’s Proposal 

 To address this problem, the FDA proposed allowing generic manufacturers to revise labeling to add 

warnings or other safety information through a CBE process. This approach would fill the existing safety gap by 

giving generic drugmakers flexibility, responsibility, and accountability commensurate with their role in today’s 

prescription drug marketplace. The rule would increase patient safety and is fully consistent with the sorts of 

variations between brand-name and generic labeling currently permitted. 

Industry’s Proposed Alternative 

  Industry’s suggested “alternative” to the FDA’s proposed rule would not close the safety gap; it would 

exacerbate the problem. 

 Industry proposes eliminating the CBE-0 option for any drug once generic versions are sold. By extending 

to brand-name manufacturers the bar on making labeling safety updates, the industry alternative would also 

presumably eliminate failure-to-warn lawsuits against brand-name companies, once a generic version was marketed. 
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 To begin with, the FDA already has the authority to order labeling changes, and any company is free to ask 

the FDA to consider a change. In that regard, the industry suggestion adds nothing new.  

 Most troubling, the industry proposal includes no incentives for drugmakers to request labeling changes 

and would eliminate the existing incentive for brand-name manufacturers. With no ability to make changes and no 

accountability to patients for doing so, the companies would have no reason to be vigilant or to encourage the FDA 

to add new warnings—as is now the case with generic manufacturers—inevitably resulting in fewer safety updates. 

 Safety updates that do occur also would be substantially delayed. The proposal includes no mechanism for 

forcing the FDA to act on a request within a short time period. And it is very difficult to enforce time limits on the 

agency. The FDA has been very clear that it does not have the resources to be the first-line monitor of new 

developments with respect to every drug. Until now, industry has agreed. 

Industry now asserts that only the FDA has the data needed to make safety updates. This is false. For the 

years 2009-2010, brand-name manufacturers submitted an average of 182 safety-related CBE-0 supplements per 

year, of which an estimated 48 percent were for drugs also sold in generic form.
2
 Moreover, a study of safety 

changes made in 2010 found that manufacturers initiated the majority of these, most often based on spontaneous 

reports.
3
 Generic manufactures have access to the same type of data that has allowed brand-name manufacturers to 

make safety updates.  

 The industry idea purportedly addresses two concerns about the FDA’s proposal. Neither justifies serious 

consideration of the alternative. 

 First, the generics industry argues that the FDA’s proposal would result in confusion. That concern is 

unwarranted. Under the proposed rule, the period in which labeling of the brand and generic drugs would differ will 

be no longer (and perhaps shorter) than under current regulations. And the regulation would allow simultaneous 

review—with simultaneous approval or complete response—of both the generic manufacturer’s CBE supplement 

and a corresponding brand-name manufacturer’s supplement.  

 Also, if in practice the FDA sees a risk of confusion, it can take appropriate steps to address the matter. The 

proposed rule should not be rejected in favor of the “alternative” to address a problem that does not exist and that the 

FDA could easily address if it ever developed. 

 Second, industry has asserted that the proposed rule would violate a “sameness” requirement imposed by 

the Hatch-Waxman Amendments. This assertion is wrong. The law does not bar generic manufacturers’ use of the 

CBE-0 process. Thus, in PLIVA v. Mensing, the Supreme Court deferred to the FDA’s position that generic 

manufacturers cannot use CBE because doing so would violate FDA regulations,
4
 but recognized that the FDA has 

the authority to change the regulations.  

 Further, while the Hatch-Waxman Amendments and FDA approval of generic drugs are premised on the 

equivalence of the branded and generic versions, they do not require that the branded and generic products be “the 

same.” Rather, FDA regulations allow a number of differences, such as to formulation or bioavailability. The FDA’s 

proposal would add an additional exception, building on the exception adopted in 1985, for the period between the 

brand-name submission of a CBE supplement and FDA approval. The proposed rule would allow essentially this 

same exception, but during the pendency of the generic drugmaker’s CBE supplement. 

 In short, the industry’s proposal would not fix the safety gap; the FDA’s proposal would. Thank you. 
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