Congress of the United States
Bouse of Wepresentatives
Washington, B.LC. 20515

January 17, 2012

The Honorable Michele M. Leonhart
Administrator

Drug Enforcement Administration
United States Department of Justice
8701 Morrissette Drive

Springfield, VA 22152

Dear Administrator Leonhart:

We are wiiting regarding shortages of drugs used to treat attention deficit disorder (ADD)
and reports that these shortages may be exacerbated by decisions and policies of the Drug
Enforcement Administration (DEA).

While the U.S. Food and Drug Administration (FDA) is responsible for ensuring the
safety of the drug supply, DEA establishes quotas to prevent abuse of certain prescription drugs.
This is an important responsibility, and we are aware of the risks of abuse of ADD medications
and other drugs. However, (o the extent that DEA miscalculates or mismanages quotas, this can
create significant hardships.

We are concerned that this may be happening here. Patients throughout the country have
had problems obtaining ADD drugs that they need, and FDA has publicly acknowledged
shortages of these important drugs. According to a recent New York Times report, inadequate
DEA quotas may be to blame.

Your agency has denied any role in the shortages; indeed, agency officials have denied
that there are shortages, stating that "[t]here 1s plenty of the drug available out there” and that
“we believe there is plenty of supply.”’

We write to seck information about whether DIEA’s actions are contributing to the ADD
drug shortages. Please provide us with the following information:

1. An overview of the process by which DEA sets the aggregate bulk quota for these drugs,
the quotas for individual manufacturers of the bulk forms of the controlled substance
ingredients, and the quotas for manufacturers and distributors of the finished dosage
forms of the schedule 1T drugs used to treat ADD and related disorders.

2. Information on the frequency with which DEA recalculates quotas, and how the agency
establishes quotas for drug products — like ADD drugs -- with rapidly increasing sales.

! http://www.nytimes.com/2012/01/01/ health/policy/fda-is-finding-attention-drugs-in-short-supply. htm1?hp
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A summary of analyses, if any, that DEA has performed to determine the availability of
ADD drugs, and the reasons patients report having had difficulty obtaining adequate
supplies of the specific type of ADD medication they have been prescribed

A summary of DEA’s policies regarding the effect that quotas may have on nationwide
drug shortage or shortages in particular localities or regions of the country. Please
include citations to relevant statutory and regulatory requirements governing the effect of
quotas on the supply of these drugs needed to meet medical demands, including for
specific dosage forms, and a description of DEA’s responsibilitics to ensure that its
actions do not contribute to such shortages.

A discussion of the extent to which DEA takes into account business decisions regarding
drug production, such as the decision of a company with an adequate supply of product to
put most or all of it in one dosage form or in the brand-name version rather than a lower-
price generic version. If DEA does not take these business decisions into consideration,
please provide both the medical and legal bases by which DEA concludes that a shortage
of one dosage form of the drug does not medically or financially have an adverse impact
on patients whose doctors believe they need a particular dosage form of the drug, as well
as the legal bases by which DEA concludes that it cannot or should not provide new or
additional quota to generic manufacturers to enable them to satisfy patient demands for
lower priced generic versions.

Please describe what changes, if any, DEA is considering to address the access problems
that patients, doctors, and pharmacies have been reporting to FDA and any statutory or
regulatory changes that could help DEA avoid contributing to shortages of ADD schedule
IT drugs in the future.

We look forward to your response by January 31, 2012, If you have any questions

regarding this request, please contact Eric Flamm or Brian Cohen on the Committee on Energy
and Commerce staff, at 202-225-3641.
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Sincerely,
Henry A. Waxman Diana DeGette
Ranking Member Ranking Member
Commiitee on Energy Subcommitice on Oversight
and Commerce and Investigations,

Committee on Energy
and Commerce

ﬂm«lﬁﬁv

Frank Pallone, Jr. Chris Van Holten
Ranking Member . Ranking Member
Subcommittee on Health, Commitlee on the Budget
Commititee on Energy

and Commerce

The Honorable Fred Upton
Chairman
Conunittee on Energy and Commerce

The Honorable Cliff Stcarns

Chairman

Subcommittee on Oversight and Investigations,
Cominittee on Energy and Commerce

The Honorable Joseph Pitts
Chairman

Subcommittee on Health,

Commitlee on Energy and Commerce

The Honorable Paul Ryan
Chairman
Committce on the Budget



