


For the last severa years, buprenorphine, in liquid and solid oral dosage form, has been under
investigation for use in the treatment of opiate addiction. And, there are several multi-center
clinical trials currently underway. Practitioners participating in these IND-sanctioned trials are
entitled to conduct this research under the CSA and the Food, Drug, and Cosmetic Act without
separate DEA registration. Practitioners interested in learning more about ongoing clinica trials
with buprenorphine should contact the National Institute on Drug Abuse (NIDA), as noted
below.

It isimportant to emphasize that at present there are no buprenorphine products approved and
available for the treatment of opiate addiction. Buprenex® is not approved for the treatment of
opiate addiction. Further, unlike methadone and ORLAAM, there are no treatment standards
established by the Secretary of Health and Human Services to permit practitioners to be
registered by DEA as required under the NATA. Therefore, buprenorphine products may not be
used in the treatment of opiate addiction at thistime.

In closing, the undersigned would like to emphasize our shared goal to work together to expand
patient access to safe and effective opiate addiction treatment.

For further information please contact Mr. Robert Lubran, Acting Director, Office of
Pharmacological and Alternative Therapies, CSAT, at 301-443-0744. For further information
about ongoing clinical trials with buprenorphine, contact Mr. Robert Walsh, Associate Chief,
Regulatory Affairs Branch, Division of Treatment Research and Development, NIDA, at

301-443-5280.
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