June 12, 2012
The Honorable Tom Harkin
Chairman
Senate Committee on Health, Education,
Labor and Pensions
428 Dirksen Senate Office Building
Washington, DC 20510

The Honorable Mike Enzi
Ranking Member
Senate Committee on Health, Education,
Labor and Pensions
428 Dirksen Senate Office Building
Washington, DC 20510

The Honorable Fred Upton
Chairman
House Energy and Commerce Committee
2125 Rayburn House Office Building
Washington, DC 20515

The Honorable Henry Waxman
Ranking Member
House Energy and Commerce Committee
2322A Rayburn House Office Building
Washington, DC 20515

Dear Chairmen and Ranking Members:
On behalf of the over 48,000 members of the American Society of Anesthesiologists (ASA), I
write to thank you for your leadership in ensuring passage of your respective versions of the
Prescription Drug User Fee Act (PDUFA) reauthorization bill (H.R. 5651 and S. 3187). The
members of the ASA are particularly pleased that you and the other authors of the legislation
have included critically important provisions seeking to prevent and mitigate drug shortages in
the United States.
As you are aware, drugs used by anesthesiologists have experienced significant shortages in
recent years. In a report issued in November of 2011, the Government Accountability Office
(GAO-12-116) found anesthetic and central nervous system drugs to be among the class of drugs
experiencing the highest frequency of shortages at 23% of all shortages. The drug shortage titles
of H.R. 5651 and S. 3187 represent important steps forward in addressing this critical public
health issue.
As you work to reconcile the House and Senate versions of the PDUFA bills, we offer the
following comments regarding key sections of the legislation:
Notification (House Sec. 901 and Senate Sec. 1001)
Under current law, sole manufacturers of certain drugs are required to notify the Secretary at
least 6 months before production of certain drugs is discontinued. The drugs covered under this
requirement include those that are “life-supporting,” “life-sustaining” and used for the
“prevention of a debilitating disease or condition.”

We thank both the House and Senate authors for provisions that amend the current law to expand
the circumstances under which the notification requirement is triggered and the categories of
drugs covered under the requirement. While both versions significantly improve the
notification requirement, we ask that the Conference agreement include the Senate’s
provision (Sec. 1001) addressing notification. The Senate’s provision includes a more detailed
list of drugs – “sterile injectibles” and “drugs used in emergency medical care or during surgery”
– that ensures the reporting of drugs used by anesthesiologists in the delivery of anesthesia and in
the treatment of pain.
To ensure robust reporting by manufacturers, we support provisions from the House
(Section 901) that require the Secretary to issue a letter to a manufacturer if the
manufacturer does not notify the FDA of a drug shortage. Upon receiving the letter, the
manufacturer must explain in writing why they did not comply. These letters are to be posted on
the FDA website.
Coordination with the Attorney General and Production Quotas (House Sec. 901, 903, 907)
We thank the House for including provisions that address coordination between the Secretary
and the Attorney General with regard to production quotas under the Controlled Substances Act.
The provisions describe a process whereby the Secretary could request that the Attorney General
increase quotas to a level appropriate to address shortages. A formal mechanism is created for
the Attorney General to respond to the Secretary. Provisions directing the Attorney General to
report to Congress are also included.
Aggregate and individual production quotas for controlled substances may limit the ability of
FDA and manufacturers to address drug shortages in a timely manner. Currently, manufacturers
may request revised quotas, but the process is burdensome and may extend or worsen a drug
shortage. By establishing a process whereby the Secretary and Attorney General could better
address quotas of controlled substances, shortages may be prevented or mitigated. ASA
supports the inclusion of these provisions in the Conference agreement.
We believe that incorporating the above elements of the House and Senate bills into the final
PDUFA bill will help address drug shortages and, as a result, improve the quality of anesthesia
and pain care provided to our patients. We appreciate the House and Senate’s bipartisan work on
this important issue.
If you have any questions, please feel free to contact Manuel Bonilla, M.S.
(m.bonilla@asawash.org), Director of Congressional and Political Affairs or Grant Couch
(g.couch@asawash.org), Federal Affairs Associate at (202) 289-2222.
Sincerely,

Jerry A. Cohen, M.D.
President
American Society of Anesthesiologists

