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Washington, DC 20036
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April 28, 2015

Via Email (www.regulations.gov)
Division of Dockets Management (HFA-305)
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5630 Fishers Lane
Room 1061
Rockville, MD  20852

Re: Supplemental Applications Proposing Labeling Changes for
Approved Drugs and Biological Products – Proposed Rule
78 Fed. Reg. 67985 (November 13, 2013)
Docket No. FDA-2013-N-0500; RIN 0910-AG94

Dear Sir/Madam:

Washington Legal Foundation (WLF) appreciates this opportunity to submit additional

written comments in response to the Food and Drug Administration’s (FDA) proposal to amend

its regulations governing procedures for application holders of an approved drug or biological

product to make unilateral changes in the product labeling.  FDA requested additional comments

in a February 18, 2015 notice.  See 80 Fed. Reg. 8577 (February 18, 2015).  In particular, FDA

requested comments on the alternative to FDA’s proposal submitted by two pharmaceutical trade

groups—the Generic Pharmaceutical Association (GPhA) and the Pharmaceutical Research and

Manufacturers of America (PhRMA)—on November 14, 2014.

WLF’s initial comments, filed on March 13, 2014, were highly critical of FDA’s

proposal.  WLF’s comments focused principally on our statutory objections; we explained why

the FDA proposal violates the agency’s statutory mandate.  We noted, for example, that the
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Hatch-Waxman Act requires that labeling for a generic drug be “the same as the labeling

approved for” the underlying brand-name drug.  21 U.S.C. § 355(j)(2)(A)(v).  Self-evidently, the

labeling for a generic drug will not be “the same” as the labeling for the underlying brand-name

drug if (as contemplated by the FDA proposal, see 78 Fed. Reg. at 67985) the generic

manufacturer is authorized to distribute revised product labeling “that differs in certain respects”

from the labeling of the underlying brand-name drug or Reference-Listed Drug, even if only on a

“temporary basis.”  Accordingly, the FDA proposal would authorize conduct that Congress

explicitly prohibited.

These supplemental comments focus less on legal issues and more on the policy

implications of the FDA proposal and the alternative GPhA-PhRMA proposal, known as EAR

(“Expedited Agency Review”).  WLF wholeheartedly supports EAR and views it as a marked

improvement over the FDA proposal.  The most significant improvement is that it addresses an

issue that all parties agree is essential in any system designed to address labeling changes: the

need for speed.  The FDA proposal gives lip service to the goal of providing consumers with

quick access to new information regarding FDA-approved drugs, yet it does nothing to ensure

that all available information is consolidated so that its significance can be analyzed

meaningfully.  In contrast, EAR establishes firm timetables for sharing information among

stakeholders, deciding whether a labeling change is warranted, and implementing mandated

changes.  Moreover, by requiring changes to be implemented uniformly, EAR avoids the

confusion among doctors and consumers that inevitably would arise under the FDA proposal
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when manufacturers are encouraged to act unilaterally (and, thus, non-uniformly).

I. Interests of WLF

Washington Legal Foundation is a public interest law firm and policy center with

supporters in all 50 States.  WLF regularly appears before federal and state courts and

administrative agencies to promote economic liberty, free enterprise, a limited and accountable

government, and the rule of law.  It devotes a substantial portion of its resources to defending the

rights of individuals and businesses to go about their affairs without undue interference from

government regulators.  Among WLF’s supporters are doctors and patients who desire to

advance health care by ensuring that innovative and safe medical products reach the market

without undue delay.  WLF regularly litigates in support of patients who seek expedited access

to life-saving medical products.  See, e.g., Abigail Alliance for Better Access to Investigational

Drugs v. von Eschenbach, 495 F.3d 695 (D.C. Cir. 2007), cert. denied, 552 U.S. 1159 (2008). 

WLF has opposed efforts to expand tort liability for manufacturers of drugs and biological

products based on its belief that such efforts do little, if anything, to improve product safety and

tend to restrict patient access to life-saving products by unnecessarily raising prices.  See, e.g.,

Mutual Pharmaceutical Co. v. Bartlett, 133 S. Ct. 2466 (2013).

II. FDA’s Proposal

In 1984, Congress amended the Food, Drug, and Cosmetic Act (FDCA) by adopting the

Hatch-Waxman Act, Pub. L. No. 98-417, 98 Stat. 1585, which, among other things, was intended

to streamline the approval of generic versions of previously-approved brand-name drugs whose



Division of Dockets Management
Food and Drug Administration
April 28, 2015
Page 4

patent protection has expired.  Hatch-Waxman created the ANDA process; under that process,

companies seeking to market a generic version of a previously-approved drug may rely on the

safety and effectiveness data in the original NDA filing, 21 U.S.C. § 355(j), thereby facilitating

quicker market entry by lower-cost drugs following expiration of the original applicant’s

exclusive marketing period.  The only significant scientific information that must be included in

an ANDA is evidence that the applicant’s drug is “bioequivalent” to the original drug.  21 U.S.C.

§ 355(j)(2)(A)(4).  If bioequivalence is demonstrated, Congress assumed that the generic drug

shares the brand-name drug’s safety and effectiveness.

That assumption significantly reduces the cost of developing and manufacturing generic

drugs.  As the Supreme Court has recognized, “[i]t is the special, and different, regulation of

generic drugs that allowed the generic drug market to expand, bringing more drugs more quickly

and cheaply to the public.”  PLIVA, Inc. v. Mensing, 131 S. Ct. 2567, 2582 (2011).  As amended

by Hatch-Waxman, the FDCA provides that an ANDA submitted by a generic company must

“show that the labeling proposed for the new drug is the same as the labeling approved for” the

RLD.  21 U.S.C. § 355(j)(2)(A)(v).  Subsequent FDA regulations have confirmed both that a

generic manufacturer must ensure at all times that its product’s labeling is identical to its brand-

name counterpart and that the “sameness” requirement prohibits generics from making unilateral

labeling changes.

FDA now proposes to change that three-decades-old policy in order to permit ANDA

holders (for the first time) to use the CBE-0 supplement process to make unilateral changes to
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their product labeling on a temporary basis, while they await word from FDA on whether it

approves the labeling change on a permanent basis.  FDA justifies the proposal as being based

on “the need for an ANDA holder to be able to independently update its labeling as part of its

independent responsibility to ensure that the labeling is accurate and up-to-date.”

III.  The FDA Proposal Is Ill-Advised

As WLF’s March 2014 comments demonstrated, the FDA proposal violates the agency’s

statutory mandate.  It is also ill-advised.  WLF does not claim significant medical expertise and

thus does not fully comprehend the safety ramifications of FDA’s proposal.  It nonetheless

respects the conclusions of numerous health officials who are not beholden to the plaintiffs’ bar

that the proposal will do nothing to advance patient safety and, to the contrary, is likely to lead to

unnecessary confusion and uncertainty for the doctors who must decide whether the drug in

question is appropriate for their patients.  See, e.g., March 6, 2014 letter to FDA from the

Academy of Managed Care Pharmacy and 20 other groups (“[T]he proposed rule creates the

regulatory framework whereby multiple different warnings can simultaneously exist in the

marketplace for multiple generic versions of a drug.  This would be inconsistent with FDA’s

longstanding, unwavering emphasis on consistency in drug labeling and potentially confusing for

health care professionals.”).

FDA’s proposal admits the possibility of confusion but proposes to deal with that

confusion by creating a website on which it will post temporary label changes initiated by NDA

and ANDA holders.  78 Fed. Reg. at 67989.  WLF fails to understand how such a website would
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solve the confusion issue.  All it would accomplish would be to highlight the existence of the

confusion.  That confusion will remain until FDA provides an answer as to which version of the

product labeling is accurate.

And therein lies the greatest deficiency in FDA’s proposal: it provides no timetable for

determining which of the unilateral label changes will be rejected and which will be approved on

an industry-wide basis.  In the absence of a strict timetable, it is likely that non-uniform labeling

will become the rule and that conflicting language on the labels of two versions of the same drug

will remain in place for months or years at a time.

IV. EAR Encourages Both Uniformity and Timeliness

In proposing that generic manufacturers be granted the right to make unilateral labeling

changes, the FDA proposal assumes that generic manufacturers are likely to have sufficient

access to medical information about their products to be able to intelligently assess the need for

label changes.  That assumption is not realistic; a generic manufacturer will have some medical

information, but its ability to assess whether its information is typical is very limited because it is

unlikely to have access to medical information being collected by other manufacturers.  There is

only one entity with the means of collecting medical information from a wide variety of sources:

FDA.  The EAR proposal recognizes FDA’s superior information-gathering ability and proposes

a labeling-update system that builds upon FDA’s strengths.
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The EAR proposal would utilize FDA’s definition of “new safety information”1 as a

mechanism for triggering a review of existing labeling.  If FDA or any manufacturer becomes

aware of “new safety information,” that information is to be passed along to appropriate officials

at FDA to begin a review of all available safety data.  WLF agrees that only FDA can undertake

such a review because only FDA (as the repository of all post-marketing reporting information)

will have access to all relevant safety data.  That review will include discussions with NDA and

ANDA holders regarding potential label changes.  If, following that consultation process, FDA

determines that a labeling change is warranted, it informs NDA and ANDA holders of the final

labeling language immediately (i.e., within 15 days), and manufacturers will be required to

update their labeling (via e-labeling) within 30 days.

The EAR proposal is brilliant in both its simplicity and its efficacy.  By establishing strict

deadlines, the proposal ensures that information is distributed to doctors and consumers much

more quickly than under current regulations, and certainly more quickly than under the labeling

regulation proposed by FDA.  Moreover, by mandating that all labeling change directives come

from a single source (FDA), the proposal maintains the uniformity of labeling that has been the

hallmark of pharmaceutical regulation in this country for the past century.

V. Other Advantages of EAR

One criticism of the current system is that it establishes differing standards for generic

1  That definition is set forth in a July 2013 FDA guidance document:  “Guidance for
Industry: Safety Labeling Changes—Implementation of Section 505(o)(4) of the FD&C Act.”
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drug companies and brand-name drug companies.  Under current law, brand-name companies are

authorized to make unilateral labeling changes while they await word—often a long-delayed

word—from FDA regarding whether a proposed labeling change will be accepted.  That right to

make unilateral labeling changes in turn exposes brand-name manufacturers to a

disproportionate share of state-law failure-to-warn tort litigation.  Some consumer groups

bemoan the litigation imbalance and urge elimination of this disparity in treatment between

brand-name and generic companies.  The EAR proposal would eliminate the disparity.  But it

would not provide manufacturers with an exemption from tort liability.  To the contrary, they

likely would be held strictly accountable under state law if they fail to undertake labeling

updates in the expeditious manner mandated by EAR.

Most importantly, the EAR proposal would drastically reduce manufacturer uncertainty

regarding what they must do to provide patients with required information and thereby avoid

failure-to-warn lawsuits.  Reduced litigation would be a big plus for consumers by reducing

costs.  At the same time, consumers would reap the advantages of the more-timely dissemination

of new safety information mandated by EAR.
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CONCLUSION

The Washington Legal Foundation respectfully requests that FDA withdraw its proposal

to amend its regulations governing procedures for application holders of an approved drug or

biological product to make unilateral changes in the product labeling.  It urges FDA to adopt the

EAR proposal in its place.

Sincerely,

 /s/ Richard A. Samp 
Richard A. Samp
Chief Counsel

 /s/ Cory L. Andrews  
Cory L. Andrews
Senior Litigation Counsel


