
 
April 23, 2012 
 
 
Honorable Tom Harkin 
Chair, Senate Committee on Health, Education, 
Labor and Pensions 
428 Dirksen Senate Office Building 
Washington, DC 20510 
 

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

 
Dear Chairman Harkin and Ranking Member Enzi, 
 
The undersigned dental professional organizations thank you for your committee’s leadership on including 
legislative language to address 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 step in the right direction in addressing the significant 
increase in the number of drugs currently in short supply. We applaud, in particular, the bill’s language that 
calls for manufacturer notification in cases of meaningful disruptions or discontinuances for a broad spectrum 
of drugs used by dental professionals, including sterile injectables and drugs used in surgeries, such as 
analgesics and anti-inflammatory agents.  The bill will also allow the US Food and Drug Administration 
(FDA) to conduct expedited application reviews and inspections/re-inspections when these types of drugs are 
in short supply. Having consistent access to these drugs 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. 
  
We also thank the committee for including language that establishes a process for allowing health care 
providers and other third-party entities to advise the FDA when they experience a drug shortage.  Such a 
reporting mechanism may help identify shortages that have previously gone unreported.   
 
Finally, we support inclusion of language requiring the US Department of Health and Human Services to 
conduct a study on market factors that contribute to drug shortages and stockpiling as well as develop a 
strategic plan that endeavors to prevent and mitigate drug shortages by evaluating how regulatory action can 
impact an existing shortage and developing communication plans for sharing information about actual or 
potential shortages. 
 
Passage of the drug shortage language in PDUFA is an important step toward protecting patients and ensuring 
that health care providers have stable access to some of the most necessary tools to assure effective patient 
care.  
 
Thank you again for your commitment to this issue. We look forward to working with you and your staff to 
advance this measure through the legislative process. If you have any questions, please contact Jeanne Tuerk at 
the American Association of Oral and Maxillofacial Surgeons. Jeanne can be reached at 800/822-6637 or 
jtuerk@aaoms.org. 
 
Sincerely, 
 
Academy of General Dentistry 
American Academy of Pediatric Dentistry 
American Academy of Periodontology 
American Association of Oral and Maxillofacial Surgeons 
American Association of Women Dentists 

mailto:jtuerk@aaoms.org


American Dental Association 
American Society of Dentist Anesthesiologists 
National Dental Association 
 


