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We are pleased to have the opportunity to comment on the proposed changes in how
methadone maintenance and other opiate substitution treatments (e.g., LAAM) are regulated.   These
comments are based on our own research and those of our fellow scientists, and do not necessarily
reflect official VA policy positions.   We wish to make 3 basic points:

1. Research has demonstrated that methadone maintenance is efficacious and cost-effective.
2. The limited accessibility of methadone treatment is partially attributable to current regulations.
3. Promoting a more reasonable type and level of regulations should increase access to methadone
maintenance, and thereby enhance public health.

1. Methadone maintenance is an efficacious and cost-effective intervention: Of all available
treatments for opiate dependence, methadone maintenance has the strongest scientific evidence
supporting its efficacy.  Patients receiving methadone maintenance reduce their use of heroin and other
drugs, as well as their involvement in other illegal activities.1  Research we have conducted indicates that
the death rate of injection drug users receiving methadone maintenance is one-fifth that of those not in
treatment.2   And, relative to other health care interventions, the cost of this reduction in mortality is low,
about $6,000 per year of life saved.2 By way of comparison, treatment for hypertension costs about
$22,000 per year of life saved, and hemodialysis costs about $38,000 per year of life saved.  Finally, it
worth noting that by reducing injection drug use, methadone maintenance reduces the spread of HIV
both among drug users and non-drug users.  Hence, the general public benefits when methadone
maintenance is available to drug users.

2.The limited accessibility of methadone maintenance is partially attributable to current
regulations.  Despite its demonstrated efficacy and cost-effectiveness, access to methadone
maintenance is limited.  For example, less than 10% of all substance abuse treatment facilities in the
United States provide opiate substitutes (e.g., methadone, LAAM).3 Similarly, the Department of
Veterans Affairs, which operates the largest network of substance abuse treatment programs in the
world, is licensed to operate only 34 methadone/LAAM clinics nationwide, and these clinics average a
waiting list of 20 patients on any given day.4

 
Although other factors (e.g., stigma) also limit access to methadone maintenance, current

regulations are clearly part of the problem.  Specifically, current regulations for methadone are quite
extensive, and, are process-oriented rather than outcome-oriented (i.e., They do not address whether
patients are benefitting from treatment).  Due to federal and state regulations, which in some localities



are supplemented by county and city regulations, methadone treatment providers face an unusually high
level of paperwork and administrative burden.5  Health care organizations and providers are of course
responsive to level of regulation and attendant paperwork.  The experience of other nations, for
example Canada and Germany, has shown that when methadone is heavily regulated, fewer health care
organizations and providers are willing to offer it.  Conversely, when regulations became more
reasonable in these nations, the number of methadone providers increased.  Department of Veterans
Affairs methadone/LAAM clinic staff report that regulations shape their work far more than do clinical
practice guidelines and scientific research,4 and, that the paperwork “start-up” cost for new methadone
clinics is so large as to discourage increases in access.

3. Promoting a more reasonable type and level of regulations should increase access to
methadone maintenance, and thereby enhance public health.  As a matter both of law and medical
ethics, some oversight of methadone treatment is appropriate.  The regulation of methadone reflects
legitimate concerns about the diversion of opiate substitutes and about the health and safety of patients. 
At the same time, these important considerations must be balanced with concerns about maintaining
access to effective drug abuse treatment.  The research we have just discussed indicates that access to
methadone/LAAM maintenance has been adversely affected by the level of current regulation.  Further,
because current regulations are process-oriented rather than outcome-oriented, they do not necessarily
improve the clinical effectiveness of methadone treatment.  The proposed move to a more reasonable
standard of regulation (i.e., accreditation) should increase access to this efficacious, cost-effective and
life-saving health care intervention, thereby benefitting both drug users and the public as a whole.

Notes
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