Re: Docket No. 02N-0209
Following comments relate to Department of Health and Human Services Food and Drug Administration Federal Register Notice; request for comments, Vol. 67, No. 95, May 16, 2002, pp. 34942-34944.

The Drug Enforcement Administration’s (DEA) mandate is enforcement of the Controlled Substances Act, or CSA (21 USC 802 et seq.).  This law relates to a relatively small, specific subgroup of prescription drugs known as controlled substances, which are distinguished by the danger posed to the public if they are misused or abused.  These drugs represent about 25 percent of all drugs prescribed annually in the United States.

The FDA’s May 16, 2002 Federal Register notice, “Request for Comment on First Amendment Issues,” initially poses the question:  “Are there arguments for regulating speech about drugs more comprehensively than, for example, about dietary supplements?”  DEA argues vigorously in the affirmative, with regard to controlled substances:  controlled substances are by definition abusable and dangerous when used incorrectly.  They must therefore receive special consideration, including relative to ‘speech’—that is, advertising—about them.  The purpose of direct-to-consumer advertising undeniably is to increase sales of drugs via an increase in the demand for them.  DEA believes demand for controlled substances should not be driven by any commercial consideration, rather, it should be the result of medical consultation and informed medical opinion as to a patient’s need for a controlled substance.  In view of the special considerations afforded controlled substances in federal law, DEA unequivocally believes that no direct-to-consumer advertising of controlled substances should be engaged in, and urges the drug industry in the strongest terms to voluntarily cease this practice.
All controlled substances have abuse potential and the potential for such abuse to lead to physical or psychological dependence.  In recognition of the magnitude of the abuse potential and threat, DEA must establish annual production quotas for the most dangerous of the pharmaceutical controlled substances, particularly those in Schedule II, and their distribution is closely monitored.  Frequently, those who deliberately seek to abuse drugs prefer pharmaceutical controlled substances because of their consistent quality and known effects.  Abuse of these drugs over the years consistently has been reflected in reports of emergency department drug mentions in hospitals across the country, as indicated by the Drug Abuse Warning Network (DAWN).  Most recent data from DAWN and the Substance Abuse and Mental Health Services Administration’s National Household Survey on Drug Abuse reveal an increasing abuse problem with narcotic controlled substances, a fact borne out by DEA’s diversion control and enforcement efforts throughout the country.

Reports also are increasing in DAWN for stimulant abuse, which is of particular concern to DEA because pharmaceutical stimulants are heavily promoted as diet aids and are nowhere in the world as widely prescribed to children for attention deficit disorders as in the U.S.   And, in fact, a number of these stimulant controlled substances have been advertised by name direct-to-consumer in print and broadcast media since 1999.  Of particular concern is a more recent trend of advertising controlled substances on television, a popular and influential media with children.   Television advertising seeks to deliver its message and accomplish its ultimate goal of increasing sales of advertised products primarily through emotional appeal.  DEA is concerned that advertising of controlled substances particularly on television is incapable of providing any substantial, meaningful or adequate educational message concerning such drugs.  DEA believes it is entirely inappropriate to market to the public potentially dangerous drugs in a manner similar to over-the-counter drugs consumers are long familiar with, which trivializes the serious nature of these drugs and desensitizes the public to the grave consequences of their misuse and abuse.  This concern is intensified by the fact that FDA advertising guidelines regarding disclosure of major risks of advertised drug products merely require reference to four sources for further information, not any mention of the actual risks.  

Based on its historical involvement in preventing and detecting diversion and abuse of pharmaceutical controlled substances, DEA believes that direct-to-consumer advertising of controlled substances not only stimulates more than legitimate demand for  drugs, but may intensify the problems of diversion and abuse.  In fact, DEA has historically dealt with serious pharmaceutical drug abuse problems where drugs were heavily promoted and even inappropriately marketed by manufacturers to the medical profession and/or the public, became widely available, and resulted in a serious abuse problem.  These include both non-controlled, which subsequently were controlled, and controlled substances which were made subject to greater control in response to widespread abuse problems.  

One such example involved the stimulant class of drugs, such as amphetamine (commonly known as “speed”).  Stimulants were widely prescribed during the 1960s for weight loss, widely available to the public, and consequently abused with alarming frequency.  DEA was successful in stemming the problem only upon imposing stringent controls upon their production, including the establishment of annual production quotas, beginning in 1972.  The initial quota reduced the amount of amphetamine in the market by more than 80 percent over 1971 levels.  By the mid-1970s, these stimulants were no longer marketed to the public, and the national stimulant abuse problem diminished significantly.  There is ample documentation in U.S. and international professional journals and the lay press at that time and since on the subject of the role of advertising in increasing the prescribing of and demand for the advertised drugs. Questions concerning the practice of drug advertising have been raised with greater frequency since the advent of prescription drug direct-to-consumer advertising begun in the 1980s.

Physicians and other healthcare professionals are the appropriate targets of controlled substances marketing, not the consumer.  These professionals have the training and expertise to interpret the information presented in advertisements, and employ that information appropriately in determining the medical needs of individual patients.  This is especially important for powerful drugs that have potential for abuse and dependence, i.e., controlled substances.   Advertising powerful drugs—necessarily their danger when misused is at best down-played in advertisements—belies controlled substances’ special stature among pharmaceuticals.  Consumer education concerning such products should therefore not be accomplished through advertising to the general public, the purpose which undeniably is to stimulate demand and increase sales.

DEA and the pharmaceutical industry have had a thirty-year understanding that direct-to-consumer advertising of controlled substances is contrary to the spirit of the CSA, contrary to public health and safety interests, counter-productive to diversion control, and is of serious concern to U.S. partners in the international 1971 U.N. Convention on Psychotropic Substances.  In fact, the latter point is a serious one:  advertising campaigns in the United States are not restricted to U.S. consumers.  In today’s environment, media which relay or broadcast such advertising are available worldwide.  The impact of such advertising is felt far beyond U.S. borders.  Controlled substances direct-to-consumer advertising is prohibited in all but one country in the world other than the U.S.; thus, the fact that U.S. advertising appears in these countries may be in contravention of their national legislation.  Serious concerns with these facts have been repeatedly raised with DEA by the U.N. authorities charged with overseeing 1971 Convention signatory countries’ treaty compliance worldwide.

Congress enacted the CSA in 1970 in order to ensure adequate availability of controlled substances for legitimate medical need while simultaneously minimizing the quantity of abusable drugs available to those who are prone to abuse them.  Congress established a closed regulatory system for those who legitimately manufacture, distribute, dispense or possess controlled substances.  At the time of the CSA’s enactment, direct-to-consumer advertising of these drugs was not practiced, therefore, its potential role and its impact upon the country’s diversion and abuse of pharmaceutical controlled substances was neither considered nor addressed in the law.  The practice is relatively new, and DEA has unsuccessfully expressed its grave concerns about it with individual manufacturers that have entered into the practice.

DEA remains very troubled about the impact upon the country’s drug problem of direct-to-consumer advertising of this specific sub-group of prescription drugs, controlled substances.  We call upon controlled substances manufacturers to respect the power of their products and their constant potential for misuse and abuse.  We emphatically reiterate our past formal requests to manufacturers to voluntarily refrain from the practice of advertising controlled substances direct to consumer.







