
June 8, 2012 
 
The Honorable Tom Harkin    The Honorable Michael Enzi 
United States Senate     United States Senate 
Chairman      Ranking Member 
Committee on Health, Education, Labor & Pensions Committee on Health, Education, Labor & Pensions 
428 Dirksen Senate Office Building   835 Hart Senate Office Building 
Washington, D.C. 20510     Washington, D.C. 20510 
 
The Honorable Fred Upton    The Honorable Henry Waxman 
U.S. House of Representatives    U.S. House of Representatives 
Chairman        Ranking Member     
Committee on Energy and Commerce   Committee on Energy and Commerce 
2515 Rayburn House Office Building   2322A Rayburn House Office Building 
Washington, D.C. 20515     Washington, D.C. 20515 
 
 
Dear Chairmen and Ranking Members, 
 
We, the undersigned health care provider organizations, are concerned about the “hydrocodone reclassification 
amendment” language included in section 1141 of the Senate-passed Food and Drug Administration Safety and 
Innovation Act (S. 3187). The provision would remove the existing Schedule III classification for certain 
hydrocodone-containing combinations and authorize the Food and Drug Administration (FDA) to place all 
hydrocodone-containing substances into Schedule II.   
 
The “hydrocodone reclassification amendment” would create a number of unintended barriers for certain 
health professions who prescribe pain-reducing medications.  We therefore ask that the Senate’s hydrocodone 
language not be included in the final bill. While we share worries regarding abuse and diversion of hydrocodone 
and other prescription drugs, we believe that federal regulators and state authorities already have the tools 
needed to address these legitimate concerns. Further, our organizations are worried that, without an 
appropriate review for unintended consequences, patients with a legitimate clinical need will be unnecessarily 
denied access to effective treatment for pain when they need care and during a critical time in the healing 
process.  
 
The specific authority and process by which a drug or controlled substance may be added or transferred to a 
schedule on the federal level is outlined in 21 USC § 811 - authority and criteria for classification of substances. 
Under this long-standing process, the Attorney General may "by rule add to such a schedule or transfer between 
such schedules any drug or other substance if he finds that such drug or other substance has a potential for 
abuse…" (21 USC § 811(a) emphasis added). Additionally, states have the authority under federal law to 
unilaterally reclassify and/or place tougher restrictions on the prescribing and dispensing of controlled 
substances, based on the public health needs and experience of their citizens. Therefore, we believe it is very 
clear that existing federal law provides for a thorough, scientific and fair process by which a drug or controlled 
substance may be added, removed or transferred to or from a schedule. This process is currently being followed 
by states and the FDA. We believe that the language inserted into S. 3187 preempts this process and cuts short 
the appropriate scientific and administrative review designed to protect the American people. 
  
Additionally, our organizations are concerned that patients with a legitimate clinical need will be unnecessarily 
denied access to effective treatment for pain when they need care and during a critical time in the healing 
process. While hydrocodone is classified as a Schedule II controlled substance, compounds containing lesser 
levels of hydrocodone and combined with certain other substances are currently designated as Schedule III. 
Under this Schedule III classification, patients may directly seek care from their local health care provider trained 
in the appropriate use of controlled substances, such as for temporary relief of pain resulting from injury or 



trauma. However, if hydrocodone in all its forms is made a Schedule II controlled substance, many local health 
care providers would not be able to make this treatment available to their patients as states strictly limit the 
types and supply of providers who have authority to prescribe Schedule II substances. Further, many health care 
providers will no longer be able to provide immediate and often short-term pain relief for patients due to the 
requirement that patients obtain a paper prescription for Schedule II substances, a departure from Schedule III 
substances which may be called-in to a local pharmacy in order to address immediate pain.    
 
While we fully understand worries about diversion and abuse and we share these same concerns, we believe 
that placing all hydrocodone-containing substances into Schedule II will result in significant barriers for patients 
who have a legitimate need for these treatments. While we take these valid abuse and diversion concerns very 
seriously, our organizations believe that federal regulators and state authorities already have the tools needed 
to address these important issues. Further, our organizations remain worried that, without an appropriate 
review for unintended consequences, patients with a genuine clinical need will be unnecessarily denied access 
to effective treatments for pain when they need care most and during a critical time in the healing process. We 
respectfully ask that the “hydrocodone reclassification amendment” language not be included in the final bill 
and we remain committed to working with you and other policymakers as we strive to better serve our patients 
and protect public health. 
 
If you have any questions, please contact Matt Willette of the American Optometric Association at 703-837-
1001 or mwilllette@aoa.org.  
 
Sincerely, 
 
Academy of General Dentistry 
American Academy of Nurse Practitioners 
American Association of Colleges of Nursing 
American Association of Nurse Anesthetists 
American College of Nurse Practitioners 
American Nurses Association 
American Optometric Association 
American Podiatric Medical Association 
Association of Schools and Colleges of Optometry 
National Association of Clinical Nurse Specialists
National Association of Nurse Practitioners in Women’s Health  
Special Care Dentistry Association 
 
Cc: Speaker John Boehner, Minority Leader Nancy Pelosi, Majority Leader Harry Reid, Minority Leader Mitch 
McConnell, Senator Joe Manchin 

mailto:mwilllette@aoa.org

