
 
May 1, 2012 
 
 
Honorable Fred Upton 
Chair, House Committee on Energy and 
Commerce 
2125 Rayburn House Office Building 
Washington, DC 20515 
 

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

 
Dear Chairman Upton and Ranking Member Waxman: 
 
The undersigned dental professional organizations thank you for your committee’s leadership on addressing 
the nation’s drug shortage crisis through the reauthorization of the Prescription Drug User Fee Act (PDUFA). 
Many dental professionals and their patients are greatly impacted by shortages of essential drugs.  
 
We believe the language included in PDUFA is a significant step toward addressing the growing number of 
drugs in short supply. As the committee works to finalize the PDUFA legislation, we suggest the following 
modifications to maximize the legislation’s impact:  
 

• Section 901(a) – adopt from Title X of the Senate PDUFA bill the definition of drug manufacturer, 
which includes “a sterile injectable product; or used in emergency medical care or during surgery” so 
that manufacturers of these drugs are also required to notify the US Food and Drug Administration 
(FDA) at least six months prior to, or as soon as reasonably possible, when such drugs will be 
discontinued or their manufacturing meaningfully interrupted. Making this change will also allow the 
FDA, under Section 904, to expedite review of any manufacturing changes requested by such 
manufacturers that may prevent a potential or verified drug shortage. Dental professionals utilize a 
wide variety of these types of drugs and access to them is essential to providing our patients with high 
quality care that also seeks to minimize the pain and anxiety that may be associated with complex 
dental procedures. 
 

• Section 905(c) - Add dentists to the list of stakeholders required for consultation as part of a study to 
examine the causes of drug shortages and develop recommendations on preventing or alleviating them 
in the future as the dental community has been uniquely affected by the increasing shortage of drugs.  

 
• Section 906(10) - Include a dentist amongst the list of stakeholders the Secretary is required to consult 

when the Department of Health and Human Services conducts its annual report on drug shortages.  
 

• Include the following language from Title X of the Senate PDUFA bill – “REPORTING BY OTHER 
ENTITIES—The Secretary shall identify or establish a mechanism by which healthcare providers and 
other third-party organizations may report to the Secretary evidence of a drug shortage.” Such a 
mechanism may help identify shortages that have previously gone unreported.   
 

Again, we appreciate your efforts to address this critical issue that impacts millions of patients around the 
country. If you have any questions, please contact Ms. Jeanne Tuerk, manager of the AAOMS Department of 
Governmental Affairs at 800-822-6637 or jtuerk@aaoms.org. 
 
Sincerely, 
 
Academy of General Dentistry 
American Academy of Oral and Maxillofacial Pathology  
American Academy of Pediatric Dentistry 

mailto:jtuerk@aaoms.org


American Academy of Periodontology 
American Association of Oral and Maxillofacial Surgeons 
American Association of Orthodontists 
American Dental Association 
American Society of Dentist Anesthesiologists 
Hispanic Dental Association 
National Dental Association 


