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January 10, 2006

 

Division of Dockets Management

(HFA-305)

Food and Drug Administration 

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re:
Docket No. 2005N-0479: International Drug Scheduling; Convention on Psychotropic Substances

Dear Colleagues:

The American Osteopathic Academy of Addiction Medicine (AOAAM) is respectfully submitting the following comments as our response to the December 13th, 2005, Federal Register Notice requesting comments on abuse potential, actual abuse, medical usefulness, trafficking, and impact of scheduling changes on availability for medical use of nine drug substances for the Food and Drug Administration to consider in responding to the World Health Organization regarding the abuse liability and diversion of these drugs [Docket No. 2005N-0479], 70 FR 73775.

The Convention on Psychotropic Substances is an important means of controlling the use of drugs, which lack medical or scientific purposes at an international level.  Although the abuse of such drugs is an important issue, appropriate access to drugs that have legitimate medical purposes, even those that have the potential to be abused, must be preserved.  In this context, we are submitting comments on buprenorphine.

Buprenorphine, a schedule III opioid, is marketed in the US in a parenteral form for the treatment of pain and in two sublingual forms for the treatment of opioid dependence.  Federal legislation (DATA 2000) fundamentally changed the means for treating opioid dependence in the US by establishing Office Based Opioid Treatment (OBOT).  This treatment option allows specially trained and qualified physicians to treat opioid dependent patients in their offices, as opposed to only in specially licensed opioid treatment programs, with Schedule III, IV, and V narcotic medications that have been specifically approved by FDA for the treatment of opioid dependence.  The two sublingual forms of buprenorphine are currently the only FDA-approved medications marketed in the US that can be used in the OBOT setting.  OBOT is an essential alternative to traditional Opioid Treatment Programs (OTP; methadone clinics) since OTP remain focused in urban areas, often have long waiting lists for treatment slots, and still remain illegal in five states (Idaho, Montana, North Dakota, South Dakota, and Wyoming).  Almost 10,000 physicians in the US have been trained, a large number of them by our own organization, and approximately 7,000 are now certified to provide OBOT treatment.  We are hopeful that this number will double in the next year or two.  A survey by Dr. Stanton in 2004 found that approximately 60,000 patients had been treated through OBOT; since there was a 30% increase in the number of dosage units sold from 2004 to 2005 (communication from CSAT, 01/06/05) the number of patients who have benefited from OBOT likely approaches or exceeds 100,000.  

 

No major problems associated with the availability of the sublinguinal buprenorphine products have been found through the extensive monitoring program that was mandated by the DATA 2000 legislation.  Transferring buprenorphine from Schedule III of the Convention on Psychotropic Substances (1971), to Schedule I of the Single Convention on Narcotic Drugs (1961), would effectively eliminate OBOT treatment, which is being used by many patients who otherwise have no access to medical treatment for their opioid dependence.  It is essential that this medication remain available for OBOT treatment.

 

AOAAM strongly believes that the current scheduling of the sublinguinal buprenorphine products, along with the limitation imposed on prescribing set in DATA 2000, and the post-marketing monitoring program, provide adequate controls without making access overly burdensome to patients in need of this medication.  

 

Respectfully submitted,
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Michael F. Brooks, DO, FAOAAM


Karen Sees, DO, FAOAAM

President





Board of Trustee

Cc:
AOAAM Board of Trustees

142 E Ontario Street – Chicago, IL 60611

Tel: (800) 621-1773 ext. 8163 – Fax: (312) 202-8224
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