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Earlier this year, Dr. Margaret Hamburg, Commissioner of the U.S. Food and Drug
Administration (FDA), spoke at the Generic Pharmaceutical Association’s annual
meeting and stated that generic drug applications are facing longer waiting times for
approval than ever before.1 Approximately 2,000 generic drug applications are currently
pending approval.2 Dr. Hamburg stated that the delays are due, in part, to a doubling of
generic drug applications over the past ten years as well as a lack of needed FDA
reviewers. Her solutions include increasing the number of FDA generic drug reviewers
as well as instituting a user fee for generic drug applicants. Not only does the delay in
approving generic drugs for use contribute to the rising cost of medical care in the
country, it likely will continue to do so for years to come if the problem is not addressed.
Background/History
Prior to 1962, drug companies could obtain approval of generic drugs only by filing a
New Drug Application (NDA).3 Filing an NDA requires extensive testing and clinical
trials that prove that the drug is safe and effective. Since that time it was learned through
research and congressional testimony that the cost and time to go through the NDA
process had resulted in a very small number of generic drugs on the market. However, no
legislative or administrative remedy was pursued to make it easier for generic drugs to
get on the market.
Finally, in 1984, Rep. Henry Waxman of California and Sen. Orrin Hatch of Utah
sponsored the Drug Price Competition and Patent Term Restoration Act (also known as
the Hatch-Waxman Act).4 This Act amended the Food, Drug and Cosmetic Act (FDCA)
outlining a method for generic drug manufactures to obtain approval of their drugs
through an Abbreviated New Drug Application (ANDA).5 Filing an ANDA is much
simpler than filing an NDA; an ANDA requires only bioavailability and bioequivalence
data as opposed to the lengthy clinical trials required in NDA approval process, i.e., no
safety and efficacy data is required.6 The Hatch-Waxman Act also contains a provision
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that grants the first generic drug company to file an ANDA 180 days of market
exclusivity.7 If the generic drug company desires to be the first to file, it must include in
the ANDA a statement that either its drug will not infringe on the patent that protects the
brand-name drug (paragraph III certification) or that the brand-name drug company’s
patent is invalid or unenforceable (paragraph IV certification).
The Hatch-Waxman Act additionally provides for a research exemption stating that
performing research in preparation for FDA approval is not patent infringement as long
as the drug is not brought to market until the brand-name patent expires (or until the
patient is found to be invalid).8 This allows generic drug companies to work on making
generic drugs without being liable for infringement of the patent so that the generic drug
can hit the market as soon as the patent expires or as soon as/if the patent is found to be
invalid.
Traditionally, patent protection is granted for 20 years.9 In exchange for the allowances
provided to a generic drug company in the Hatch-Waxman Act, it also provides an
extension of patent protection to the brand name drug companies if there is a delay in
obtaining FDA approval. The extension is equal to one-half of the Investigation New
Drug Period plus the New Drug Application Period for a maximum of five years.10
Brand-name drug companies have started to engage in the practice of marketing
“authorized generics.”11 Authorized generics are generic drugs that are actually made by
the brand name company. Less commonly, authorized generics are seen when brandname companies give a license to a generic drug company to make the generic drug.
Enactment of the Hatch-Waxman Act changed the landscape of pharmaceuticals. The
Act has made it more cost effective for pharmaceutical companies to bring generic drugs
to the marketplace because they do not have to submit safety and efficacy data. Also,
with the availability of generic drugs, there is now more competition in the
pharmaceutical marketplace which aids in lowering costs of generic drugs as well.
Today, generic drugs constitute approximately 75 percent of the drug marketplace in the
United States. However only 15 percent of the money spent on drugs is spent on generic
drugs.12 Generic drugs have saved consumers over $734 billion over the past ten years.13
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The Problem
Approval time of generic drug applications has nearly doubled and a large backlog has
developed – despite the cost benefit of generic drugs across the country. Five years ago,
generic drug applications were approved within 16.3 months with a backlog of
approximately 1,000 applications.14 Currently, approvals take 26.7 months on average
and the backlog is approximately 2,000 applications.15
Dr. Hamburg states that the dramatic rise in generic drug applications over recent years is
unprecedented and the agency simply does not have the personnel to keep up. As a
result, the FDA’s capacity to adequately and timely review applications has not been
possible.16
Solutions
One of the solutions to this problem offered by Dr. Hamburg is to increase FDA generic
drug review resources.17 She states that the FDA has already used $10 million dollars
granted to it by Congress to hire 50 additional scientists in order to help with the backlog
of applications (the annual budget for the Office of Generic Drugs has increased from
$41 million to $51 million).18 However, she also states that she believes that user fees
need to be implemented in order to address the problem.19 The user fees would be
similar to the current user fees that brand-name drug companies must pay for approval of
their pharmaceuticals (Prescription Drug User Fee Act-PDUFA).20 Currently, user fees
for brand-name drugs are $1,405,500 for an application requiring clinical data and
$702,750 for applications that do not require clinical data.21 She argues that user fees
will provide for more resources to speed up review process times and will provide for
improved surveillance.22
In response to Dr. Hamburg’s remarks, the President and CEO of the Generic
Pharmaceutical Association (GPhA), Kathleen Jaeger, stated that GPhA was amenable to
a user fee and that it is willing to re-engage in negotiations regarding such fees so long as
they are meaningful and provide measureable results.23
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GPhA was created in 2001 when the Generic Pharmaceutical Industry Association, the
National Association of Pharmaceutical Manufacturers, and the National Pharmaceutical
Alliance merged into one unified group.24 This organization represents the manufacturers
and distributors of finished generic pharmaceuticals, manufacturers and distributors of
bulk active pharmaceutical chemicals, and suppliers of other goods and services to the
generic drug industry.25
Conclusion
The intent of the Hatch-Waxman Act is being undercut with delays as it is taking longer
for generics to be approved. Generic drugs are an integral part of the medical system and
an increase in availability of such drugs is likely to aid in lowering health care costs in
the United States. Studies have shown that a 3 percent increase in generic utilization
annually could yield $10 billion in savings with $1.4 billion from Medicaid alone.26 Over
the next few years, many commonly-used brand-name drug patents will expire, including
Lipitor, Flomax, and Effexor.27 With delays in the generic drug approval process,
generic drugs that may have been readily available as soon as these patents expire are
likely to be delayed by years due to the current delay in the generic drug approval
process. That could result in millions or even billions of dollars of savings in health care
costs that the United States is likely going to miss out on at a time when health care costs
are at an all-time high.
It is not surprising that there is a backlog of generic drug applications. It makes sense
that if the number of FDA employees in the generic drug review area has remained the
same over the past five years, yet the number of applications has doubled, that the time to
approve the drugs would take twice as long. FDA has been understaffed for a long time,
so it is not surprising that this is affecting generic drug applications (especially with the
rate of generic drug applications increasing so rapidly). The FDA is heading in the right
direction by hiring fifty additional reviewers, but more will need to be done. Funding to
the Office of Generic Drugs must be increased. Interestingly, the New York Times notes
that the United States spends less each year on generic drug application review than the
New York Yankees spends on two of its players.28
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Initiating user fees may be an appropriate way to aid in speeding up the generic drug
approval process. But the user fees must remain solely for the use of generic drug
application approval and must actually effectuate change. The fees must actually be used
in a way that substantially speeds up the generic drug application approval process. Not
only are generic drug companies losing income by the delay in not getting the drug on the
market, more importantly, consumers are not getting access to the lower cost drugs that
could legally be available had the FDA approved them quicker. In turn, getting generic
drugs on the market quicker could aid in lowering the longstanding problem of high and
increasing health care costs.
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