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PREFACE

In the spring of 1990, the White House Office of National Drug Control
Policy (ONDCP) was evaluating the merits of the triplicate prescription
system, already implemented in ten states, in an effort to determine whether
ONDCEP should encourage other states to develop similar prescription drug
diversion control systems. In 1989, the previous administration had supported
this method as a means to reduce prescription drug diversion. Hence,
ONDCEP sought the advice and counsel of both the Department of Health
and Human Services (DHHS) and the Department of Justice regarding the
relative risk and benefits of the triplicate prescription system. In May 1990,
DHHS indicated that it could not support or recommend the use of such
programs to states at that time since there was a paucity of research data on
which to determine the risks, benefits, or superiority of any particular drug
diversion control system. However, the Office of the Secretary instructed the
National Institute on Drug Abuse (MDA) to immediately undertake an
evaluation study of existing data on the relative merits and disadvantages of
all existing drug diversion control methods and to submit their findings for
deliberation at a subsequent technical review. In response, MDA, in collab-
oration with Brandeis University, undertook a review of available data on the
effectiveness of existing drug diversion control systems and their impact on
medical practice and patient care.

The specific objectives of this study were:
1. To identify and describe the most prominent diversion control systems
currently in use at the State or Federal levels. The systems of control which
are reviewed include:

o Automated Reports and Consolidated Orders System

o Drug Investigational Units

o Electronic Point of Sale Systems

0 Medicaid Fraud and Abuse Systems



o Multiple Copy Prescription Programs
o Prescription Abuse Data Synthesis

2. To critique the existing literature on these systems to assess their impact
on medical practice

3. To develop an assessment framework by proposing criteria by which the
various systems can be examined within a system type and compared
across different systems

4. To assess each diversion control system in terms of the proposed criteria

5. To review the concerns of groups impacted by and involved in drug
diversion control

6. To evaluate the availability of data that could be used to carry out a
rigorous evaluation of diversion control systems with particular
emphasis on the impact on medical practice, and

7. To identify the gaps in our knowledge about diversion control systems and
to propose one or more studies needed to fully analyze the impact of
drug diversion control systems.

In planning for the Brandeis study, a preliminary literature search revealed a
dearth of published scientific data on the effectiveness of the various drug
diversion control systems in reducing prescription drug diversion or their
relative cost or impact on medical practice and patient care. Nonetheless,
reasonable people, using identical data bases, made sharply differing interpre-
tations of the same data to argue for—or against-the magnitude of
prescription drug diversion, the effectiveness of a particular drug diversion
control system or the impact of these systems on medical practice and patient
care. Likewise, definitions of drug abuse varied and often were ill defined.
For example, some considered the use of psychoactive medications for unap-
proved indications or for chronic use a measure of drug abuse. Others
included intentional use of psychoactive medicines in successful or unsuc-
cessful suicide attempts as measure of prescription drug abuse. In view of
the relatively small literature base and the lack of agreement regarding
definitions and outcomes, a NIDA Technical Review was planned subsequent
to the completion of the Brandeis evaluation study.
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NIDA staff invited to the Technical Review relevant and knowledgeable
people in medical therapeutics, law enforcement, State regulatory agencies,
and representatives from professional associations and advocacy groups. We
attempted to include many of those who had done research on therapeutic
uses of drugs with an abuse potential, those known to represent a specific
therapeutic bias or those supporting or opposing particular drug diversion
control methods. Various presentations were made on the following six
issues:

1. The medical usefulness of the four major classes of
psychoactive therapeutic drugs for both FDA approved and
unapproved uses

2. The nature, extent and consequences of prescription drug abuse
and the relevant magnitude of the different
sources of retail diversion

3. The advantages and limitations of existing drug diversion control
systems

4, The impact of drug diversion control systems on medical practice and
patient care

5. The findings from the Brandeis University evaluation of the scientific
rigor of existing data supporting or refuting the cost and
effectiveness of these various drug diversion control systems
and their impact on medical practice and patient care

6. Areas needing additional research

There was an opportunity during the technical review for all participants to
present their points of view and question the validity of each others data.

A special note of gratitude is made to Drs. Herbert Kleber and Daniel X.
Freedman and Mr. Stanley Morris. Without the support and active partic-
ipation of Dr. Kleber and Mr. Morris, this comprehensive review would not
have been possible. Dr. Freedman’s leadership at the Technical Review
encouraged a candid and focused discussion among participants with
disparate data, attitudes and beliefs.



This monograph contains most of the information presented at the technical
review. Not all participants provided manuscripts for publication. Two
major sections from the final Brandeis Report, which were presented at the
Technical Review, are also included. The Summary of the MDA Technical
Review attempts to incorporate the essence of the differing opinions
exchanged during the open discussions between participants and the

audience. The papers in the Abuse and Diversion Section illustrate the
marked differences in data interpretation related to the nature and magnitude
of prescription drug abuse and retail diversion. Likewise, the specific reasons
for supporting or opposing a particular diversion control system(s) are made
by the various enforcement and regulatory officials, professional associations
and advocacy groups. The lack of consensus can in large part be attributed
to the differences in perception of the nature, extent and consequences of
prescription drug abuse and retail diversion, and the therapeutic usefulness of
these various classes of psychoactive drugs.

Clearly there is no current consensus on the most appropriate design or
methodologies for evaluating the impact of these various drug diversion
control systems on drug abuse prevalence or on medical practice and patient
care. Most studies have had serious weaknesses in design. Many fail to
consider alternative factors that might affect abuse or prescribing practices.
Likewise there was no consensus reached on defining accepted medical use,
particularly as it relates to prescribing psychoactive medicines for unapproved
indications or for long-term use. However, we now have a basis on which to
design a research program to answer these questions. Furthermore, NIDA
convened a research advisory panel to discuss design and methodological
questions arising from the NIDA Technical Review and to recommend
specific research priorities. The paper by Dr. Dorynne Czechowicz highlights
the outcome of those discussions. NIDA encourages the submission of
research projects in some of the identified research areas.

James R. Cooper, M.D., Editor
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The Impact of Prescription Drug Control Systems on
Medical Practice and Patient Care: A Summary of the
NIDA Technical Review

INTRODUCTION

In his opening remarks, the meeting chairman stressed this technical review
was not a consensus conference. Rather, its objective was to enable the
National Institute on Drug Abuse to meet its responsibilities in advising the
Department of Health and Human Services of what is known—and not known
—about prescription drug diversion control systems and their impact on
medical practice and patient care. The Deputy Director for Demand
Reduction in the Office of National Drug Control Policy (ONDCP) noted in
his introductory remarks that arriving at a policy to control prescription drug
diversion requires developing effective ways to prevent diversion while at the
same time minimizing their impact on medical practice and patient care. The
Deputy Director of ONDCP charged with drug supply reduction cited a
“street price” of Dilaudid 40 to 50 times higher than its retail price as one
indication of the success of prescription drug diversion control efforts, but
urged the participants to give the topic their most serious consideration.

INTERNATIONAL TREATIES, FEDERAL AND STATE LAWS

An overview of international treaties, Federal and State laws, and regulations
governing controlled psychoactive drugs prefaced the technical review. These
treaties and laws are intended to ensure the continuing benefits of medical
use of these drugs while minimizing their non-medical use. An underlying
principle of international, Federal and State law is to limit drug production of
these drugs to the amounts needed for medical and scientific purposes.
However, in 1990, the World Health Organization’s Expert Committee on
Pain Relief expressed concern that improved methods for controlling inap-
propriate use not inhibit appropriate prescribing (WHO Expert Committee
Report 1990). In developing federal drug control legislation, the
congressional intent was also not to interfere with medical practice or to limit
the medical purposes for which these drugs are to be used. Regulating
medical practice is a responsibility reserved to the individual States. State



laws are usually based on the 1970 Uniform Controlled Substances Act
(UCSA), a model law developed to provide a unified drug control policy.
Because the 1970 UCSA failed to take into account the role of medicine and
science in drug control decisions, new model legislation addressing this and
other deficiencies was prepared in 1990.

State laws are often more restrictive and regulate practitioners in ways
Federal legislation does not. For example, some States limit the number of
dosage units of a drug that may be prescribed. Patients who have become
physically dependent on medically justified prescribed drugs are also
sometimes defined as “addicted” and must be reported to the State regulatory
agency. In one State (South Carolina), prescribing controlled substances for
other than FDA-approved purposes is restricted. State laws governing
Multiple Copy Prescription Programs are also not based on the UCSA
model.

PREVALENCE OF MEDICAL USE OF PSYCHOACTIVE DRUGS

Use of prescription psychoactive drugs within the general population was
described (Balter 1991). Several national surveys of prescription drug use in
the general population have been conducted. To date, these surveys have
yielded a uniform conclusion: the vast majority of prescribed use of these
drugs is conservative, therapeutically appropriate, and limited to short periods
of time (<3 months). The usual source of medication (>95 percent) is
through a physician’s prescription; less than 5 percent of users obtained these
drugs from a nonprescription source (usually a friend or relative). Consumer
attitudes toward taking psychoactive prescription drugs are also conservative.
Less than one third of a general population sample surveyed in 1990 were
willing to use such drugs to offset a major emotional problem interfering with
work, down from the 55 percent who indicated they would do so in 1970.
There has also been a significant decline in use by those for whom use is
medically appropriate. The overall conclusion drawn was that the benefit-to-
risk ratio for these substances is positive with little epidemiological evidence
that abusive use of prescribed medication is common. Populations taking
prescribed psychoactive drugs show little overlap with abuser populations.
Chronic medical use of prescribed psychoactive drugs rarely leads to addic-
tion and addicts have significantly different characteristics from medical users.



THERAPEUTIC RATIONALE FOR USE

The treatment rationales for using analgesic, anxiolytic, hypnotic, and stimu-
lant drugs were reviewed by medical experts in each drug area. An expert on
pain relief discussed analgesics with primary emphasis on opioid drugs
(Portenoy 1991). Despite an armamentarium of drugs that can provide
adequate pain relief in 70 to 85 percent of cancer patients (Schug et al. 1990;
Ventafridda et al. 1985, 1987), unrelieved pain continues to be common.
Apart from truly refractory pain, this can be attributed to patient-related and
clinician-related factors. Among the patient-related factors are inadequate
symptom reporting because of stoicism, the belief that pain is inevitable, a
desire to be liked (by medical staff), a fear of opiates, and the cost of drugs
or other factors which limit their availability. Clinician-related factors include
uncertainty about the appropriate role of opioid therapy and undertreatment.
Undertreatment results from inadequate medical assessment, knowledge and
skill deficiencies, overestimating the risk of using opiates, and the impact of
drug regulations. The treatment of chronic pain is often a neglected topic;
the standard therapeutic drug reference text, Physicians’ Desk Reference, is
notably deficient in addressing this problem.

Several examples were given of ways in which regulations can lead to under-
treatment. These include prohibiting the use of stimulant drugs to offset the
sedative effects of opiates, limiting amounts that can be prescribed in a single
prescription or as an emergency supply, and the refusal of pharmacies to fill
prescriptions that omit such minor details as the patient’s age or ZIP code.
Although little formal data can be cited, physicians are concerned about
possible sanctions, peer pressure, being investigated for their prescribing
habits and having these habits reviewed by regulators unfamiliar with current
clinical practice. There is, the reviewer noted, a need to reassure clinicians
that their appropriate use of multiple drugs, of opiates, of parenterally
administered drugs, and escalating doses for prolonged periods will not result
in their being investigated or having sanctions applied. Advances in the
understanding of pain mechanisms and of improved pain management based
on work with cancer patients also suggests the belief there is a high risk of
addiction in the long term treatment of nonmalignant chronic pain is over-
stated. Several studies dealing with long-term use of analgesics have
concluded that problems of toxicity or abuse of these drugs by chronic pain
patients rarely occur (Chapman and Hill 1989; Kanner and Foley 1982; Perry
and Heidrich 1982; Porter and Jick, 1980). Although the potential risk of
addiction resulting from medical treatment is probably exaggerated, it is a
medical issue which should be carefully considered when prescribing for pa-



tients with a history of drug dependence. However, since these patients also
need appropriate pain management, a balance must be struck between the
need to control pain as well as to avoid possible drug abuse. The need for
better communication between physicians and regulators was stressed by this
speaker and several other conference participants.

Two physicians reviewed the role of anxiolytic drugs in current medical
practice with particular emphasis on the benzodiazepines (Rickels 1991;
Salzman 1991). Among the many clinical indications for employing such
drugs are status epilepticus, movement disorders, as muscle relaxants, for
physical injury or trauma, as preanesthetic agents or as anesthetic adjuncts
(to reduce the need for less safe agents), for transient, and short- and long-
term treatment of anxiety, and for panic disorders. The treatment of panic
disorder is particularly important since panic disorder is the second leading
cause of suicide and failure to control its symptoms can seriously increase the
risk of suicide. Since anxiety is common in many physical illnesses and
occurs in response to many acute life stresses, benzodiazepines play an
important role in modern therapeutics. Their relative safety, low abuse
potential, and effectiveness must be balanced, however, against possible
adverse effects on memory, tolerance development, possible cumulative
toxicity (especially in the elderly), and, when use is discontinued, withdrawal
symptoms and the return of the original symptoms in more severe form
(symptom rebound). Withdrawal is affected both by pharmacologic charac-
teristics of the drugs used (e.g., their half life) as well as patient charac-
teristics such as concurrent alcohol or other drug abuse, psychiatric and
medical comorbidity, personality, and diagnosis. The rate at which doses are
reduced when treatment is discontinued also affects the severity of withdraw-
al. The use of benzodiazepines for treating older patients with chronic
illnesses accompanied by anxiety, pain, and sleep disturbance is well estab-
lished (Rickels 1991). Since these patients rarely abuse these medications or
escalate their doses, benefits significantly exceed the risks. In treating panic
disorders and agoraphobia, the benefit-to-risk ratio is somewhat less
favorable since these disorders often require higher drug doses, and relapse
or symptom rebound often occurs following termination of treatment. For
patients with dysphoria or personality disorders, benzociiazepines offer
sporadic relief although the benefit-to-risk ratio is less favorable since these
patients may escalate doses, self-medicate, or abuse these drugs. With two
other groups, patients with psychoses or chronic sleep disturbances, the risks
outweigh the benefits and use probably should be avoided. There is little evi-
dence that benzodiazepines are effective for these problems.



Overall, there is little question that benzodiazepines are therapeutically
useful, especially for the short-term treatment of a range of disorders in
which anxiety plays a role. Questions regarding the differences among the
benzodiazepines and the possibility that high-potency and short-acting
benzodiazepines pose greater withdrawal and dependency risks need to be
studied. The implications of more stringent regulation of these medications
on medical practice and patient care should also be examined, the reviewers
concluded.

The review of hypnotics (Greenblatt 1991) also emphasized that epidemio-
logical data do not suggest we are an overmedicated society. In the past
decade, a range of shorter half-life hypnotic medications have been devel-
oped, providing physicians with a wider range of therapeutic alternatives.
Some of the newer drugs are less likely to result in daytime sedation and
impaired performance, although they may affect memory and lose their
effectiveness more quickly. A third of Americans suffer from insomnia;
about one in six can be classified as having a serious sleep disorder. The use
of hypnotics for treating either transient or short-term insomnia (i.e., sleep-
lessness lasting as long as a few weeks) is clearly justified, although treating
chronic insomnia (lasting months) is not. Both animal data and clinical
observation suggest the efficacy of hypnotics diminishes over time and that
rebound and withdrawal effects are common.

The therapeutic rationale for the use of stimulants was described by a
psychiatrist experienced in this area (Cole 1991). Because of the “speed”
epidemic of the mid-1960s and later concern about stimulant abuses in
weight reduction programs, strict controls and intensive prescriber education
were instituted. Most stimulant abuse now involves illicitly manufactured
methamphetamine, not licit stimulants. The therapeutic use of these drugs
for all but attention-deficit hyperactivity disorder (ADHD) in children and
narcolepsy has come to be regarded as questionable. This may represent an
overreaction since there is a body of clinical opinion, confirmed by physician
surveys, suggesting stimulants are selectively useful for treating adult residuals
of ADHD, chronic fatigue, treatment-resistant depression, AIDS-related
brain dysfunction, idiopathic hypersomnia, and chronic pain (adjunctive use
with analgesics to counteract their sedative effects). A review of 28 long-
term patients (with from 1 to 27 years of prescribed use) who were judged to
derive substantial benefit from stimulant maintenance therapy was described
(Cole 1991). Fifteen had received the drug for depression, five for attention
deficit disorder, three to suppress bulimia, two for fatigue, two for idiopathic
hypersomnia, and one for panic disorder. These 28 patients maintained a



stable response without developing either tolerance or evidence of drug
abuse.

During the ensuing discussion of the papers addressing the therapeutic uses
of analgesic, anxiolytic, hypnotic and stimulant drugs, it was noted that the
benefit-to-risk paradigm is a useful framework for thinking about these
medications. The danger of confounding drug abusing populations with
clinical populations for whom psychoactive drugs are prescribed for
therapeutic purposes was reiterated. For example, only 4 out of a recent
sample of 11,882 patients who received morphine therapeutically became
addicted (Chapman and Hill 1989). Other studies also support this
observation (Kanner and Foley 1982; Perry and Heidrich 1982; Porter and
Jick, 1980).

Other salient points were made. The rate of use of a drug is a poor index of
risk; the appropriateness of its medical use is a more relevant criterion.
Another relevant aspect is the limited attractiveness of psychoactive prescrip-
tion drugs to abusers. Most psychotherapeutic drugs are not highly sought
after by addicts. Psychoactive prescription drugs are rarely “starter” drugs.
In a Baltimore study of addicts (Nurco and Balter. 1990), the average age for
beginning use of these drugs (if they were used) was over 18 compared to
age 15 or younger for the initial use of alcohol, inhalants, and marijuana.
There was also little evidence of their compulsive use and they were used
infrequently compared to other, more preferred drugs of abuse. It was
argued that the burden of proof should be upon regulators to demonstrate a
need for regulation rather than upon practitioners to prove further controls
are not needed.

Concern was also expressed that patient complaints that lack a visible
physical basis are less likely to be taken seriously. The psychic pain of
anxiety disorders as well as chronic pain associated with nonmalignant
disorders is sometimes trivialized. However, adequate treatment of patients
experiencing chronic pain can markedly improve their quality of life.

ABUSE AND ASSOCIATED CONSEQUENCES

Relevant data derived from NIDA’s National Household Survey on Drug
Abuse were summarized (Adams 1991). Among 18- to 25-year olds, the age
range for peak drug abuse, 3.6 to 3.9 percent of those surveyed acknowledged
having used nonprescribed stimulants, sedatives and tranquilizers in the
month preceding the 1990 survey. By contrast, 12.7 percent of this age group



had used marijuana in the month preceding the survey and 14.7 of this age
group acknowledged current use of any illicit drug.

The Drug Abuse Warning Network (DAWN), which tracks drug-related
emergency room episodes, found a decrease of 20 percent in the number of
reported episodes involving controlled prescription drugs between 1985 and
1989. There is little evidence of a causal relationship between the extent of
drug diversion and changes in DAWN data. Moreover, the extent to which
emergency room episodes are related to drug diversion is also unclear. In
half the incidents reported, the source of the prescription drug was not noted.
Another limitation is that suicide attempts, accounting for a large percentage
of the DAWN-reported incidents, are not an indicator of drug diversion since
most of these suicide attempts involved prescribed medications. DAWN is
also a poor indicator of prescribed drug abuse since it provides no indication
of the proportion of those receiving prescribed drugs who experience adverse
consequences from their use. An unknown percentage of patients tracked by
the DAWN system are likely to be “repeaters,” not new cases. These limita-
tions, some participants noted, render DAWN data of still less value for
establishing the extent of prescription drug diversion.

Other conference participants, in their roles as prescription drug diversion
regulators, stressed that control systems have had a positive impact on
medical practice and patient care by reducing irresponsible prescribing (e.g.,
by establishing minimum standards for patient care) and by limiting the avail-
ability of dangerous drugs (Haislip 1991). Examples cited included sharply
restricting amphetamines and methaqualone when they were being prescribed
in “obesity and stress clinics” in excess of any legitimate medical need. The
decrease in DAWN mentions involving prescription psychoactive drugs, it was
argued, is one piece of evidence suggesting that improved control methods
are reducing drug diversion. Despite this reduction, regulators maintained
that the continued diversion of licit drugs into the illicit drug traffic is a
major component of the national drug abuse problem. The fact that one in
three DAWN emergency room mentions in 1990 was for a licitly manufac-
tured drug was offered as one indication of this (Haislip 1991). While re-
strictions on prescribing have allegedly been detrimental to pain control,
regulators noted that the quotas for narcotic production, have been steadily
increased (e.g., morphine by 400 percent) over the past decade. Diversion
control continues to be important since even a small number of prescription
drug diverters can flood a community with hazardous drugs. Examples of
this were cited (Haislip 1991).



During an ensuing discussion, participants pointed out that changing trends in
psychoactive drug prescribing reflect many factors other than the impact of
regulatory changes. Prescribing practices are significantly altered by
physician education, the introduction of new drugs, and by programs such as
cancer pain initiatives, which result in more appropriate patient care. The
sheer number of prescriptions for a drug provides no evidence that it is being
used inappropriately. Similarly, decreased prescribing of a specific drug may
be the result of substituting other drugs rather than of improved treatment
standards.

METHODS FOR IDENTIFYING DRUG DIVERSION

Methods for identifying drug diversion, their strengths and limitations, were
also described. The many ways in which individuals fraudulently obtain drugs
at the retail level were also described.

ARCOS

ARCOS-the Automation of Reports and Consolidated Order Systems—is a
Drug Enforcement Administration data base auditing Schedule II controlled
drug transactions at the manufacturing and wholesale distribution level.
ARCOS can be used to identify geographic areas in which diversion is
occurring and the drugs involved. It is federally run and causes minimal
interference with medical practice since no patient or physician data are
collected (unless the practitioner obtains drugs wholesale). It has reduced
wholesale drug diversion to the point that most diversion is now at the retail
level which is not directly monitored by ARCOS (Gitchel 1991).

Drug Investigational Units (DIUs)

DIUs were State units set up with Federal aid (from 1972 to the early 1980s)
to assist in controlling Schedule I drug diversion. DIUs brought together
individuals and agencies with a shared concern about retail drug diversion in
order to facilitate more effective investigation of the problem. The units
were often successful in improving drug diversion control and some DIUs
were continued even after Federal support for them ended. Their major
drawback is that labor intensive surveys and pharmacy audits are still
required to obtain needed evidence to pursue criminal prosecutions (Bulla
1991).



PADS

The Prescription Abuse Data System (PADS) was a system of drug control
developed at the State level with the assistance of the American Medical
Association. The objective was to integrate State data bases to better target
diversion. State agencies and private organizations, aided by a consultant
provided by the AMA, formed a task force consisting of technical, regula-
tory/enforcement, and professional association components. This task force
then made recommendations to a State PADS policy group to improve
diversion control and professional education. Although a systematic
evaluation of their effectiveness has not been done, PADS had the advantage
of acting as a catalyst to encourage regulatory and professional groups to
work together more effectively. PADS II was an AMA computer-based
initiative to assist states in identifying high prescribers reimbursed under the
Medicaid program, but was never implemented (Ambre, 1991a).

MEDICAID

Medicaid drug diversion control software to assist States in auditing their
Medicaid system was also developed by the Office of the Inspector General
of the Department of Health and Human Services and is now used in 18
states. It analyzes physicians’ drug prescribing, pharmacies’ dispensing, and
patients’ drug use whenever Medicaid reimbursement is involved and iden-
tifies statistically exceptional prescription drug patterns, which may justify
further scrutiny (Roslewicz 1991).

An Electronic Point of Sale System—OSTAR

The electronic point of sale system is the newest of the drug diversion control
systems and has just been implemented in Oklahoma under the acronym
OSTAR (Oklahoma Schedule Two Abuse Reduction). OSTAR requires
pharmacists to submit basic information concerning patients and the Schedule
II drug prescriptions they have filled by electronic means or, alternatively,
using a Universal Claim Form. Patients are identified by their drivers’
license numbers. Problems of confidentiality have not arisen in the first
several months of operation. The data being collected were previously
available to investigators (by auditing pharmacy records), but are now much
more easily obtained. Information is carefully restricted and only divulged in
criminal cases. Any other uses of the data are subject to severe penalties.
OSTAR was described as a fast, accurate tracking system for Schedule II
prescriptions. During its first several months of operation, the State Medical



Association reported no physician complaints about OSTAR or any reports it
had negative effects on medical practice. However, no formal evaluation has
been conducted (Dodd 1991).

Multiple Copy Prescription Programs (MCCP)

Ten states (California, Hawaii, Idaho, Illinois, Indiana, Michigan New York,
Rhode Island, Texas, and Washington) currently operate multiple copy
prescription programs. The first MCPP was initiated in California in 1939.
The systems of Illinois, New York, and Washington State were described by
representatives of each (Bishop 1991; Eadie 1991; Williams 1991). The
Illinois program is unique in being housed in the Department of Alcoholism
and Substance Abuse rather than in a law enforcement or medical setting.
Washington State’s system requires triplicate forms be used only by
practitioners who have been previously disciplined for their prescribing
behavior.

The various drug control systems were also compared by a representative of
the Bigel Institute for Health Policy at Brandeis University (Horgan 1991).
This group has prepared a report reviewing prescription control methods for
NIDA (Horgan et al. 1991). The report is based on a literature review and
interviews with individuals involved with the various systems. The Bigel Insti-
tute systematically reviewed all currently used systems, including MCPPs, and
the relevant literature, although no new data comparing the systems was
collected. Most MCPPs share the advantages of simultaneously targeting
physicians, pharmacies, and patients, and of including all population groups in
the State. Their disadvantages include extra work for practitioners as well as
dispensers, the fact that not all psychoactive medications can be tracked (e.g.,
some substituted drugs may not be included) and that MCPPs require labor-
intensive data entry. State MCPPs vary widely in the agencies and licensing
boards involved and in how well they cooperate with each other and with law
enforcement agencies. These systems are, however, not static. The timeli-
ness of their data can be improved as can the cooperation between profes-
sional associations and law enforcement agencies. Increased involvement of
practitioner organizations can also lead to a greater emphasis on professional
education to reduce diversion and more effective use of peer review methods.
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POSITIONS OF PROFESSIONAL ORGANIZATIONS

Seven participants presented the positions of their respective professional
associations. These included the American Medical Association (Ambre,
1991b), the American Nurses’ Association (Naegle 1991), the American
Pharmaceutical Association (Webb 1991), the American Psychiatric
Association (Peele 1991), the American Society of Addiction Medicine
(Geller 1991), the American Academy of Child and Adolescent Psychiatry
(Rock 1991), and the Empire State Medical Association of the National
Medical Association (Deas 1991). The first six generally oppose a Federal
MCPP because of its possible effects on professional practice, concerns about
confidentiality, the lack of convincing evidence of need, and/or because the
proposed system either duplicates existing systems or is not state-of-the-art.
As a group, the professional associations’ representatives stressed the
importance of professional education in preventing diversion and inappropri-
ate prescribing and the need to focus primarily on impaired practitioners and
those few dishonest or incompetent practitioners who require serious
intervention and sanctions. Concern was expressed about regulators
monitoring medical practice arbitrarily because of a lack of adequate under-
standing of current clinical practice. The professional association repre-
sentatives emphasized treatment decisions should be made by qualified
practitioners, not by regulatory agencies. The American Nurses’
Association’s representative expressed special concern about the possible
impact of the proposed system on prescribing by nurse-practitioners working
in medically underserved areas. The Federal triplicate prescription system
may have a deleterious effect on the treatment of the patients whom nurse-
practitioners serve. The Empire State Medical Association representative
discussed the danger of attention being diverted by the drug control issue
from more fundamental concerns about medical care for the poor. These
include providing adequate medical aid for inner city residents, dealing with
their sense of hopelessness, and not relying on band aid solutions to respond
to such fundamental problems as lack of access to medical care and the wide
disparities in the care the poor receive. He stressed the Empire State
Medical Association’s position that New York State’s triplicate prescription
program has produced a dramatic decline in the illicit diversion of prescrip-
tion drugs, concluding that its overall impact on medical practice was positive.
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ADVOCACY GROUP POSITIONS

Representatives of the American Narcolepsy Association, Wisconsin Cancer
Pain Initiative, and the Public Citizen Health Research Group discussed the
positions of their groups as well. A treatment program perspective was
provided by a medical director from one of the programs.

The representative of the Narcolepsy Association described the nature of
narcolepsy, pointing out that as many as 375,000 persons may suffer from this
disorder, although only 50,000 have actually been diagnosed and are being
treated (Piscopo 1991). Since the disorder is incurable, stimulant drugs are
required on a lifetime basis. Present regulations sometimes result in patients
having difficulty in finding a physician willing to prescribe stimulants and may
result in the investigation of prescribers, pharmacists, and patients for
“inappropriate” prescribing, dispensing, or use. Restrictions on the quantities
that can be prescribed and a low priority on ensuring an adequate supply has
also sometimes made these essential medications hard to obtain. The
Chairperson of the Wisconsin Pain Initiative emphasized that group’s concern
about inadequate treatment of cancer pain (Dahl 1991). “Opiophobia” on the
part of patients, their families, and the physicians who treat them often
interferes with adequate pain relief. This can lead to serious impairment in
patients’ quality of life, a more rapid disease progression, and to higher
medical costs. She concluded that there is a need to educate all concerned
groups, to examine whether better prescription drug diversion monitoring
systems are really needed, and to determine the potential impact of those
systems on patient care.

The medical director of a private alcohol and drug treatment program
expressed concern that the benzodiazepines can produce dependence even
when used in the recommended dosages and that the effects of aging on drug
response are not taken into account by many practitioners (O’Connor 1991).
Benzodiazepine dependence can also complicate other substance abuse
problems such as alcoholism. Withdrawal from benzodiazepines can lead to
difficulties in cognitive functioning, memory difficulties, feelings of deperson-
alization, psychosis, tremors, insomnia, and other symptoms which contribute
to their continued use. The combined abuse of alcohol and benzodiazepines
is not an uncommon problem in his facility. He was in favor of triplicate
prescription programs because he believes they serve as a deterrent to exces-
sive and inappropriate prescribing of these drugs.
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The physician representing the Public Citizen Health Research Group
indicated they strongly support a Federal triplicate prescription program to
curb 1) drug diversion through “pill mills” that indiscriminately prescribe
psychoactive drugs, 2) inappropriate long term use of benzodiazepines, and 3)
the prescribing of these drugs to cope with everyday problems for which their
use is medically inappropriate (Wolfe 1991). While developing practice
parameters is desirable, it is not enough to deter use. He felt the evidence
that regulations interfere with appropriate prescribing is poorly founded.
With respect to patient confidentiality, he pointed out, there is no evidence
that pharmacists have breached confidentiality and little reason to believe law
enforcement personnel are more likely to do so.

IMPACT OF MULTIPLE COPY PRESCRIPTION SYSTEMS ON
MEDICAL PRACTICE AND PATIENT CARE

On the final day of the 3-day conference, several participants evaluated the
impact of the triplicate prescription system on medical practice and patient
care, particularly in New York State where data are available on physicians’
prescribing behavior both before and after benzodiazepines were added to
the State’s triplicate prescription program on January 1, 1989.

The director of the New York State system emphasized the following:

o Data on triplicate prescribing is accorded the highest degree of medical
confidentiality.

o There is no evidence that the triplicate prescription requirement has
adversely affected medical practice.

o Although fewer benzodiazepine prescriptions are now being written, for
every 100 fewer prescriptions, only 10 new prescriptions have been
written for other drugs (Eadie 1991).

Overall, he noted, the data suggests that physicians may be exercising greater
discretion in prescribing benzodiazepines. The widely publicized myth that
New York State requires patients to be seen every 30 days if they are
receiving a Schedule II drug is not true, he also stressed. A patient should be
seen prior to initially receiving a triplicate prescription, but after that, it is up
to the individual physician to determine how often the patient is seen.

A physician from the Department of Community and Preventive Medicine at

the University of Rochester interpreted the New York data somewhat
differently (Weintraub 1991). In January 1989, the first month of the
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triplicate requirement for benzodiazepines, there was an overall decrease of
44 percent in the number of prescriptions written for the drug. A similar,
although smaller, decline (30 percent) was noted by the Blue Cross/Blue
Shield program. There was also an increase in the use of alternative drugs.
For example, the prescribing of meprobamate, a nonbenzodiazepine
antianxiety agent, more than doubled in New York following the change in
regulations, although it decreased nationwide. However, the increase in
alternative prescriptions in no way compensated for the decrease in
benzodiazepine prescribing. An attempt was also made to relate the
decrease in benzodiazepine prescribing to a change in the hip fracture rate,
but the results were inconclusive because of the small numbers involved.
There is, this speaker pointed out, professional concern about adding the
benzodiazepines to the triplicate prescription system, since it is still unclear
what the public health implications of doing so are. He concluded that more
research is needed.

The impact of triplicate prescriptions in New York was also examined in a
nursing home population (Gengo 1991). The records of 1,200 nursing home
residents were examined. Of the 170 patients who had been taking ben-
zodiazepines 6 months before the change, 62 were taken off the drug. Their
doses were typically not gradually reduced and withdrawal symptoms were
recorded for nearly a quarter of these patients within 1 week of stopping use.
More than half were changed to other medications and most of the substitute
drugs were regarded as less safe and effective than the medications they
replaced.

Data from New York State also indicates that the use of hypnotics declined
following the introduction of the triplicate prescription system. This may
indicate a reduction in their appropriate medical use and possible inap-
propriate use of alternative drugs (Greenblatt 1991).

In Rhode Island, a multiple copy prescription program has existed since 1979
although it is limited to Schedule II drugs. In that State, if a practitioner
makes the “top 5 in prescribing these drugs, a utilization review is under-
taken by a three-member physician review group. An oncologist so classified
would be unlikely to create concern; a family practitioner in the “top 5”
prescribers is likely to be more carefully scrutinized. A survey of 3,000

Rhode Island practitioners (MDs, DDSs, DVMs) was conducted; 22.2
percent of those contacted responded to the written questionnaire (80 percent
were physicians). Nearly two-thirds of the respondents (64.1 percent) agreed
that the law reduced abuse and that it reduced prescription forgeries (62.4
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percent). Three out of four (74 percent) reported no problem with patients
getting their prescriptions filled. Over half (53.4 percent) reported they
would not choose an alternative drug if a Schedule II drug was needed,
although a third (32.8%) said they would (Campbell 1991).

LIMITATIONS OF EXISTING RESEARCH

A deputy director of the NIDA-sponsored review of prescription drug
diversion control systems discussed the limitations of existing research in
determining the extent to which drug diversion is controlled, at what cost,
and with what impact on prescribing (Prottas 1991). His conclusion was that
most of the studies have had serious weaknesses, asked the wrong questions,
or failed to consider alternative factors impacting on prescribing. He noted
that this is a new area of inquiry, one characterized by strongly partisan
feelings. There is no consensus for operationalizing concepts or methodol-
ogy. Most of the data available concerns MCPPs; much less with other drug
diversion control programs. The MCPP data is, however, difficult to inter-
pret. For example, attempts to evaluate MCPPs in terms of the number of
disciplinary actions before and after introduction or changes in these systems
ignore the deterrent effect of these systems on inappropriate prescribing. It
is also difficult to know what level of disciplinary action is justified. The
number of physicians ordering forms, especially at intermediate levels, is also
hard to interpret. Street prices of prescribed drugs vary in response to
multiple factors, making it difficult to tease out the effects of regulation.
Epidemiological studies involving the DAWN system have serious shortcom-
ings. The data are many steps removed from the impact of any specific drug
diversion control program, making any connections obscure. The meaning of
decreases or changes in prescription patterns is also difficult to interpret.
While effects on drug substitution are important, studies of this aspect are
methodologically inadequate in that only a limited data analysis has been
done. In the absence of clinical information, it is difficult to know whether
changes that resulted were desirable or not. In short, both the quantification
and the trade-offs involved in drug diversion control are uncertain. Finally,
the existing literature does not deal with the mechanisms involved in changes
in drug prescribing, an important issue if the impact of regulatory changes is
to be gauged.

During a discussion following these presentations, several points were made.
A more adequate inventory and analysis of State laws would be useful,
particularly if it included clear descriptions of the ways in which the various
systems actually work, who reviews prescribing practices, and the criteria
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employed in doing so. A level of analysis which includes the patient and his
or her clinical diagnosis and medical history would be desirable. The lack of
adequate clinical data on which to draw conclusions about the impact of
diversion control systems on clinical practice is a serious deficiency.

NEEDED RESEARCH

The final afternoon was devoted to describing a needed research agenda
based upon the Bigel Institute’s review of the area (Tompkins 1991) and
comments from the meeting participants during a general discussion. Further
research was urged in order to better specify ongoing diversion control
activities, to consider the possible outcomes from multiple perspectives, and
to get beyond the limitations of anecdotal and impressionistic reports. The
data on the magnitude of diversion is neither very good nor recent, and many
of the underlying assumptions can be questioned (e.g., the source of street
drugs may be diversion, but it can also be illegal importation or illegal
manufacture). Trade-offs involve both positive and negative aspects. These
include not only minimizing diversion, but the costs of doing so both in
financial terms and in terms of medical and social consequences of the
systems employed. The reviewer emphasized that “settling debates regarding
the pros and cons of diversion systems [will] require something beyond
aggregate, proxy variables.” Researchers need to specify dependent variables
that accurately reflect the concepts of both medical diversion and acceptable
medical practice. Empirical findings can confirm or refute specific hypothe-
ses with respect to diversion reduction or to the patterns of medical practice
that are associated with alternative control systems.

In the concluding discussion, several points were raised. A former regulator
said Wisconsin crime lab exhibits have been found to be a useful measure of
drug diversion trends. Other participants pointed out that crime lab data are
affected by changing enforcement patterns and only imperfectly reflect actual
prescription drug diversion patterns. The need for a well-thought out set of
indicators that includes patient care and a more detailed exploration of the
basis for physicians’ therapeutic decision-making was repeatedly emphasized.
It may be desirable to devise some form of composite prescription drug
diversion control system rather than limiting choices to the currently available
alternatives.

In discussing the various control systems, several other major points were

made by participants. There was some agreement that policy must be made
despite the absence of adequate relevant data. There is no question that a
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drug diversion problem exists, although the indicators of its seriousness and
sources are imprecise and sometimes difficult to interpret. Similarly, there is
little question that drug diversion control systems have impact on medical
practice, although the extent of that impact is also difficult to determine.
Although anecdotal accounts can be cited in defense of one or another
diversion control position, definitive data do not presently exist.
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Guiding Principles of International and Federal Laws
Pertaining to Medical Use and Diversion of
Controlled Substances

David E. Joranson

INTRODUCTION

The title of this technical review, “Evaluation of the Impact of Prescription
Drug Diversion Control Systems on Medical Practice and Patient Care:
Possible Implications for Future Research,” poses the question of whether
efforts to reduce diversion of therapeutically useful controlled substances
interfere with their appropriate medical use in patient care.

This paper will examine several sets of laws that shape public policy in this
critical area. These laws create and limit the authority of government to (a)
regulate medical practice, (b) make drugs available for medical use, and (c)
control drug abuse and diversion. Developed over decades of democratic
process, these laws establish the legal principles that determine the desirable
relationship between control of drug diversion and the use of drugs in
medical practice and patient care.

At the outset, it should be recalled that the use of controlled substances has
an indispensable beneficial effect on public health. When controlled sub-
stances are used for legitimate medical purposes, they improve the quality of
life for millions of Americans with debilitating diseases and conditions.
However, when controlled substances are diverted from the legitimate
distribution system, their abuse can lead to serious public health problems.
Consequently, it is in the interest of public health to (a) promote and protect
the appropriate medical and scientific uses of controlled substances, and (b)
prevent their diversion and abuse. As will be seen, the laws of the United
States direct that efforts by government to control drug abuse should not
interfere with the legitimate practice of medicine or the availability of
controlled substances for patient care. Achieving both purposes under the
law will be referred to as “balance” (Joranson and Dahl 1990).

18



LAWS RELATING TO MEDICAL PRACTICE, DRUG AVAILABILITY,
AND DIVERSION

Three classes of separate but related law establish a hierarchy of policy that
governs medical use, drug availability, and diversion of controlled substances.
The most fundamental of these laws will be discussed first.

State Law Regulates Medical Practice

The terms “medical practice” or “practice of medicine” as used in this paper
refer to legitimate medical activities that involve the diagnosis and treatment
of disease within a bona fide physician-patient relationship. These activities
include medical decisions such as choice of therapy, choice of drug(s),
amount prescribed, directions for use, and duration of therapy.

The professional practice of medicine is a privilege granted by law in each of
the 50 State legislatures (Federation of State Medical Boards 1988). A
physician’s legal ability to prescribe drugs that are controlled substances
depends on having a license to practice medicine, but also requires a separate
Federal, and in some jurisdictions a State, controlled substances registration.
State licensing and disciplinary boards administer the medical practice laws
and have the principal governmental responsibility to protect the public
health from improper, incompetent, and unlawful practices. Medical boards
define activities that constitute unprofessional conduct, including prescribing
controlled substances for purposes outside of the legitimate practice of
medicine.

Federal Law Approves Drugs for Medical Use

The Federal Food, Drug, and Cosmetic Act (FFDCA) is a Federal law that
approves drugs for commercial marketing and medical use in the United
States. This approval concludes an often lengthy process of testing to
determine that a drug is effective for use in treatment of a medical condition
and that it is safe to use in a human population. FFDCA drugs are available
only by prescription and include the stimulants, sedative/hypnotics, hal-
lucinogens, and opioids. These particular drugs have an abuse liability
because they can produce physical and psychological dependence. Conse-
quently, they are also subject to controlled substances law.

The following elements of the FFDCA determine the relationship between
the Federal government and medical practice, and define the basic
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parameters of how an FFDCA drug may be used by individuals who have
been licensed by the States to practice medicine.

FDA Does Not Regulate Medical Practice

Although drugs are made available under the FFDCA for use in medical
practice, the Food and Drug Administration (FDA) has repeatedly deter-
mined that neither the FDA nor Congress regulates medical practice “as
between the physician and patient” (Federal Register 1972). FDA policy is
that good medical practice and patient interest require that physicians be free
to use drugs according to their best knowledge and judgment (Federal
Register 1975). The Federal courts have supported the principle that FDA
does not regulate medical practice (U.S. vs. Evers 1981).

FDA Does Not Restrict “Off-label” Uses

The foreword to the Physician’s Desk Reference recognizes that the FFDCA
does not limit the manner in which a physician may use an approved drug.
Once a product has been approved under the FFDCA for marketing, a
physician may prescribe it (although it may not be advertised or promoted)
for uses or in treatment regimens or patient populations that are not included
in the approved labeling (Federal Register 1983).

New uses for drugs are often discovered, reported in medi-
cal journals and at medical meetings, and subsequently may
be widely used by the medical profession.... When physi-
cians go beyond the directions given in the package insert it
does not mean they are acting illegally or unethically, and
Congress does not intend to empower the FDA to interfere
with medical practice by limiting the ability of physicians to
prescribe according to their best judgment. (U.S. vs. Evers
1981)

LAWS THAT ESTABLISH DRUG DIVERSION POLICY

Three tiers of law establish policy on diversion of therapeutic drugs to non-
medical uses.
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International treaties

Treaties establish the legal framework for control of international and
domestic production and distribution of drugs that have an abuse liability.
The principal treaties are the Single Convention on Narcotic Drugs, 1961,
and the 1971 Convention on Psychotropic Substances. As a party to a treaty,
a government agrees to adopt domestic laws that carry out the provisions of
the treaty. Both treaties clearly recognize that many drugs with abuse
liability are indispensable to the public health and that their availability for
legitimate medical and scientific purposes must be ensured.

Two agencies of the United Nations have expressed concern about the effect
of'a country’s drug laws on availability of drugs for medical purposes. The
International Narcotics Control Board (INCB), the agency of the United
Nations that is responsible for monitoring governments’ implementation of
the treaties, has concluded that opioids are not sufficiently available for
legitimate medical purposes throughout the world (INCB 1989). A number
of important economic and social factors are responsible, including antidrug
abuse laws and regulations that unduly restrict the availability of opioids for
medical use. The INCB recommended that individual governments identify
these factors and take corrective action.

A World Health Organization (WHO) Expert Committee has observed that
concern about drug abuse has curtailed appropriate medical use of opioids
for the treatment of pain (WHO, 1990). In discussing regulatory im-
pediments, the Expert Committee expressed concern that the legal frame-
work adopted by individual governments may govern prescribing so strictly as
to impede the proper medical use of opioids.

Federal Controlled Substances Act

While the FFDCA establishes national policy for availability of drugs for
medical purposes, the Federal Controlled Substances Act (CSA) establishes a
security system to prevent these drugs from being diverted from the legiti-
mate distribution system. Congress designed the CSA with the intent that
efforts by the Federal government to control diversion should not interfere
with medical practice or supersede FFDCA authority over availability of
approved drugs for patient care (U.S. House of Representatives 1970).

The Congress adopted the following laws in order to achieve a balanced
approach to national antidrug abuse policy:
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1. The CSA clearly recognizes the public health value of controlled substan-
ces. Many controlled substances are necessary to the public health. (21 U.S.
Code, Section 801)

2. The CSA does not interfere with the practice of medicine.
This policy is implemented in several significant ways:

a. The authority of law enforcement to regulate controlled substances de
pends on scientific and medical determinations.

1) Under the CSA the Attorney General (AG) must, before
initiating any proceeding to control a drug in the schedules
of the CSA, request a scientific and medical evaluation of
the drug from the Secretary of the Department of Health
and Human Services, along with a recommendation as to
whether the drug should be controlled. Congress deter-
mined in 1970 that the recommendation of the Secretary is
binding on the Attorney General in regard to scientific and
medical matters, as is a recommendation by the Secretary
that a drug not be controlled. (21 U.S. Code, Section 811-

(b))

2) The authority of the AG to register practitioners to pre-
scribe and dispense controlled substances depends upon
prior licensing of a practitioner by State boards. With the
exception of limitations on refills, the CSA does not regulate
medical decisions such as the choice of drug, the prescrip-
tion or the duration of therapy.

3) The authority of the AG does not extend to the routine
review and monitoring of physician prescribing. Under the
CSA, prescribers are not required to maintain prescribing
records. (21 U.S. Code, Section 827 (c))

4) The CSA also provides joint authority for registration and
revocation of practitioners who dispense narcotic drugs for
maintenance or detoxification treatment of narcotic addicts.
While the Attorney General must register an applicant, the
Secretary must first determine that the applicant is qualified
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and will comply with treatment standards. (21 U.S. Code,
Section 823 (g))

5) The authority of the AG to investigate practitioners
diversion is directed exclusively at the non-medical use of
controlled substances.

Under the CSA, it is unlawful for a practitioner to prescribe or dispense a
controlled substance except in the course of professional practice. The term
“in the course of professional practice” defines the boundaries of practitioner
investigations and prosecutions for DEA. According to the DEA, acts of
prescribing or dispensing of controlled substances which are done within the
course of the registrant’s professional practice are, for purposes of the
Controlled Substances Act, lawful. It matters not that such acts might
constitute terrible medicine or malpractice. They may reflect the grossest
form of medical misconduct or negligence. They are nevertheless legal. On
the other hand, any act of prescribing, dispensing or distributing of a con-
trolled substance other than in the course of the registrant’s professional
practice is an illegal distribution of that controlled substance, subject to the
same penalties as if the drug were sold by the lowest pusher on the street.
(Stone 1983)

The Congress created a “closed distribution system” to help DEA identify
individuals who divert controlled substances to nonmedical uses. It should be
noted that this system authorized the Federal government to monitor distri-
bution only to the retail level, just short of where the physician-patient
relationship begins. The system consists of registration of all handlers of
controlled substances, order forms, record keeping, security requirements and
penalties for unlawful activities.

A computerized information system tracks distribution of many controlled
substances to the retail level and allows identification of unusual patterns of
use which may, upon audit of required records, be found to involve diversion.
These tools are intended to provide the Federal government with the infor-
mation to detect leaks from the drug distribution pipeline into the illicit
market, and the authority to hold individual registrants responsible for
diversion.

Amendments to the CSA have strengthened the information available to

detect diversion. In 1980, Congress said that it “believes that through vigor-
ous and imaginative use of the ARCOS system, in conjunction with other
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drug diversion/abuse indicators such as DAWN, retail diversion activities can
be identified and the individuals involved apprehended and prosecuted.”
(Infant Formula Act 1980)

In 1984, the Attorney General was given additional authority to deny prac-
titioner registrations in the public interest, “to work with the States, which
license and regulate physicians,” to assess State diversion control capabilities,
provide advice on how to strengthen controls against diversion, and establish
cooperative investigations. (Dangerous Drug Diversion Control Act 1984)

The CSA is not intended to interfere with patient care or confidentiality.
Patients, the last link in the distribution chain, are defined as “ultimate users”
under the CSA, and are recognized as being lawfully in possession of control-
led substances (21 U.S. Code, Section 801 (26)). Ultimate users are not
regulated parties under the CSA and are not intended to be objects of
diversion monitoring systems.

Congress also recognized the importance of patient confidentiality. Under
Federal laws, patient identity may not be released to the Attorney General in
cases where a Federal agency or a State or local government has acted to
protect confidentiality (21 U.S. Code, Section 873 (b)).

Under the CSA, it is outside of the professional practice of medicine (and,
therefore unlawful) for a physician to prescribe a narcotic drug to maintain
an addict, unless the physician is separately registered to treat addiction.
Congress defined “addict” as a person who is a danger to society. Thus,
“addict” does not include a patient who is simply being treated with a con-
trolled substance. This is the case even though the patient may be physically
dependent on an opioid analgesic as a result of medical treatment for pain, a
situation that can be mistaken for “addiction.” DEA regulations and publica-
tions make it clear that a physician who prescribes opioids to treat intractable
pain over extended periods is considered to be acting within the professional
practice of medicine. (Code of Federal Regulations, DEA Physician’s Man-

ual)

The CSA is not intended to interfere with the availability of FDCA drugs for
patient care.

The CSA authorizes the Attorney General to set an annual production quota

for Schedule II drugs, including many FDA-approved stimulants, sedative/-
hypnotics, hallucinogens and opioids. The quota must allow for sufficient
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quantities to meet legitimate medical and scientific needs in the United States
(21 U.S. Code, Section 826).

In a 1988 Federal administrative law proceeding, the administrator of the
DEA acknowledged that his agency had set the production quota for methyl-
phenidate (Ritalin) below the level of legitimate medical need. The official
record showed that patients with legitimate prescriptions for methylphenidate
had been unable to have them filled. The administrator directed his agency
to recalculate the production quota, and stated:

The CSA requirement for a determination of legitimate
medical need is based on the undisputed proposition that
patients and pharmacies should be able to obtain sufficient
quantities of methylphenidate, or of any Schedule 11 drug, to
fill prescriptions. A therapeutic drug should be available to
patients when they need it...the harshest impact of actual
and threatened shortages falls on the patients who must take
methylphenidate, not on the manufacturers to whom the
quotas directly apply. Actual drug shortages, or even threat-
ened ones, can seriously interfere with patients’ lives and
those of their families. Potential shortages encourage stock-
piling by patients and their families as well as by wholesalers
and retailers...diversion of methylphenidate is a serious
problem which DEA must take into account in setting quo-
tas. However, the evidence of diversion of methylphenidate
in 1986 does not support the need for as “lean a pipeline” as
was created by the way the quotas were set in 1986. (Federal
Register 1988)

The intent of Congress to avoid interference with medical practice and drug
availability was restated in 1978 when Congress enacted the Psychotropic
Substances Act to satisfy U.S. obligations under the Convention on Psycho-
tropic Substances. Congress amended the CSA to say that control of psycho-
tropic substances in the United States “should be accomplished within the
framework of the procedures and criteria for classification of substances
provided in the (CSA)” to ensure that “availability [of FFDCA drugs]...for
useful and legitimate medical and scientific purposes will not be unduly
restricted....”  Furthermore, the Congress said that nothing in the treaties is to
“interfere with ethical medical practice in this country as determined by the
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Secretary of Health and Human Services on the basis of a consensus of the
American medical and scientific community” (21 U.S. Code, section 801).

State Controlled Substances Laws

Most State controlled substances laws are based on a model called the
Uniform Controlled Substances Act (UCSA). The UCSA was prepared by
the National Conference of Commissioners on Uniform State Laws in 1970.
The NCCUSL is a 100-year old national organization of governor-appointed
lawyers who have drafted numerous model laws that have been adopted by
the States. The purpose of the 1970 UCSA was to replace a plethora of anti-
drug abuse laws that States had adopted since the turn of the century with a
single unified framework in order to achieve consistency in national drug
control policy between the Federal government and the States (Uniform
Controlled Substances Act 1970)

The UCSA was intended to provide the States with a policy framework that
would complement the Federal law. For instance, the UCSA contained a
closed distribution system to monitor drug distribution only to the retail level,
parallel to the Federal system. The importance of maintaining the confiden-
tiality of patient (ultimate user) identity was recognized; a provision stated
that a physician is not required to reveal patient identity to a State agency or
in any State or local civil, criminal, administrative, legislative, or other pro-
ceeding (Uniform Controlled Substances Act 1970).

However, the UCSA did not recognize the public health benefits of con-
trolled substances as did the CSA. Nor did the UCSA require that scientific
and medical determinations be made by a competent authority—a respon-
sibility that Congress ultimately gave to the Secretary of the Department of
Health and Human Services instead of to the Attorney General. How this
came to pass is of some historical interest.

The UCSA was modeled after proposed legislation in the U.S. Senate rather
than the final law. The Senate bill, which was the Nixon Administration’s
proposal prepared by the Justice Department, sought to make the Attorney
General responsible for medical and scientific decisions concerning control of
drugs. Considerable controversy arose in the Congress during the summer of
1970 after the medical and scientific communities learned of this plan.

When Congress adopted the final version of the CSA in October 1970, the
Secretary of Health, Education, and Welfare, and not the Attorney General,
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had been given the responsibility for making medical and scientific decisions
concerning drug control (Joranson 1990).

As Members may recall, the scientific and medical com-
munity of this Nation were greatly upset over the fact that
scientific and medical decisions in the Senate bill were
centered in the Department of Justice, with the Attorney
General having the responsibility to make scientific and
medical determinations which were not in the competency of
the Department, and admittedly so. We have changed that
so that the Department of Health, Education, and Welfare
will determine scientific and medical decisions. This is a
most important change in the whole approach as it came
from the Senate.

Congressman Paul Rogers, Congressional
Record, September 23, 1970.

The UCSA had, however, been adopted by the NCCUSL 3 months earlier.

Consequently, while most State controlled substances laws are similar in
regulatory structure to the Federal CSA and the UCSA, they do not define
authority in such a way as to achieve the balance between law enforcement
and medical science that is the hallmark of Federal law. Furthermore, a
number of States have not repealed narcotics statutes that were adopted in
the early 1900s.

A preliminary review of State controlled substances laws has identified a
number of provisions that conflict with the principles established by inter-
national, Federal, and uniform law (Joranson February, 1990). Some of these
provisions limit medical decisions and regulate or restrict prescribing and
dispensing of FFDCA drugs in ways that would not be regulated under the
laws of the Federal government and most other States. A summary of these
provisions follows.

1. Prescription monitoring
Multiple Copy Prescription Programs (MCPPs), or “triplicate” prescription
programs, began in the United States as early as 1913 with the program in

New York. MCPPs are amendments to controlled substances laws that
require physicians to use special prescriptions. MCPPs allow government
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agencies to monitor the appropriateness of prescribing and dispensing of
controlled substances to patients. These programs generally require physi-
cians to reveal patient identity to an agency of State government that is
principally concerned with drug abuse.

MCPP legislation may also require application of Schedule II controls to
prescribing a drug without placement of the drug in Schedule II. Schedule II
prescription controls require that every prescription be in writing (as opposed
to being called in and reduced to writing by the pharmacist) and prohibit
refills. In New York, for instance, when benzodiazepines (Schedule IV
drugs) were added to the triplicate program, Schedule II prescription controls
were imposed on prescribers, dispensers, and patients without the public
procedure to determine the need for increased scheduling that is ordinarily
required under the CSA or UCSA (Resource Guide 1990).

The WHO Expert Committee has commented on multiple copy prescription
programs that are used in some countries and in several States in the United
States. Acknowledging that while these programs may reduce careless
prescribing and “multiple doctoring,” the Expert Committee said “the extent
to which these programmes restrict or inhibit the prescribing of opioids to
patients who need them should be questioned.” Further, the Expert Commit-
tee expressed concerns about regulation scrutiny when it said:

Health care workers may be reluctant to prescribe, stock or
dispense opioids if they feel that there is a possibility of their
professional licenses being suspended or revoked by the
governing authority in cases where large quantities of opi-
oids are provided to an individual, even though the medical
need for such drugs can be proved. (WHO 1990)

2. Restricted use of approved drugs

South Carolina’s controlled substances law prohibits the prescribing of any
controlled substance for a use which is not specifically approved by the FDA
and included in the approved labeling (South Carolina Health Code).

3. Restrictions on prescription quantities

A number of State controlled substances laws or regulations limit the amount

of an FFDCA drug that can be dispensed at one time to as little as 100
dosage units or a 5 day supply. These provisions can impede drug availability
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to patients with chronic conditions that require extended therapy with
controlled substances.

4. Inappropriate definitions

Some States define “addict” or “drug dependent person” to include patients
who are physically dependent on opioids or other controlled substances.

5. Reporting of patients

Several States require physicians to report to the government any patients
who have been treated for more than several months with a Schedule 11
controlled substance. New York requires these patients to be reported as
addicts. Failure to report patients as addicts is a violation of State law.

Revision of the Uniform Controlled Substances Act (1990)

The NCCUSL revised the UCSA in 1990 and urged States to bring their laws
up to date with many changes that had been made to the CSA since 1970.
The 1990 UCSA updates and refines the basic drug abuse control framework,
provides new legal tools to address drug trafficking, and also addresses
several shortcomings of the 1970 UCSA with regard to medical uses of
controlled substances (Uniform Controlled Substances Act 1990).

1. Benefits of drugs are recognized

The 1990 USCA recognizes that controlled substances are essential to public
health in the prefatory note, although not in the statutory language.
NCCUSL drafting rules generally do not permit the inclusion of findings and
declarations as appear in the Federal CSA. A suggestion for statutory
language for a findings and declarations section has been made (Joranson
1990).

2. Patients are not confused with addicts

As in 1970, the term “addict” is not used. However, since some States still
use such terms, a comment which follows the definition section of the 1990
UCSA urges States to assure that definitions in its controlled substances laws
do not allow patients who are physically dependent on opioids for the
treatment of pain to be confused with addicts, habitual users, or drug de-
pendent persons.
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3. Use of opioids for intractable pain is recognized

The 1990 UCSA contains a provision which clarifies that opioid treatment of
intractable pain is, for the purposes of controlled substances law, considered

part of the professional practice of medicine and therefore outside the scope
of controlled substances law.

4. A diversion control program is created

A new statutory provision creates an interagency diversion control program to
focus the information and authority of Federal and State agencies on iden-
tification and prosecution of individuals who are responsible for diverting
controlled substances to illicit uses. This provision will assist States to make
efficient use of existing resources before considering new and expensive
prescription monitoring programs.

5. Confidentiality is protected

A 1970 UCSA provision that recognized the confidentiality of patient records
is included once again. This provision states that a practitioner is not re-
quired to report the identity of patients to a State agency.

The 1990 UCSA has been provided to the legislature in each State for
consideration. Consideration of the 1990 UCSA by a legislature is an oppor-
tunity for health professionals to help to improve their State’s overall ap-
proach to drug abuse and to address and correct any problems with an
unbalanced approach to the medical use of controlled substances.

SUMMARY OF GUIDING PRINCIPLES

Several guiding principles can be distilled from the laws that govern medical
practice, drug availability, and diversion.

1. A primary purpose of controlled substances laws is to decrease diversion
of the FFDCA drugs that have an abuse liability. These laws and their
enforcement must not interfere in the practice of medicine or unduly restrict
the availability of therapeutic drugs for legitimate medical and scientific
purposes.

2. The purpose of law enforcement is to administer the controlled substances
law, in some cases jointly with health authorities; to use the information
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provided by law to identify individuals who divert controlled substances
outside of the lawful practice of medicine; and to use the authority provided
by law to bring violators to justice.

3. The purpose of health authorities is to make all scientific and medical
determinations under controlled substances law. If an issue arises concerning
the appropriate medical use of an FDA-approved drug, it should be resolved
within the medical and scientific community, not by law enforcement agen-
cies.

4. If additional restriction of the prescribing or dispensing of drugs beyond
the level of control associated with a particular schedule is deemed necessary,
such additional control should be accomplished using CSA/UCSA drug
control procedures to increase scheduling. This will assure compliance with
the intent of Congress that the appropriateness of controls on therapeutic
drugs be guided by competent medical and scientific expertise.

5. Although State laws are generally permitted to be more restrictive than
Federal law, States have been urged to use uniform law to achieve a consis-
tent national drug policy framework that balances drug control and drug
availability.

6. The confidentiality of patient-identifying information should be respected.

CONCEPTUAL FRAMEWORK FOR EVALUATING DIVERSION
CONTROL PROGRAMS

From the foregoing, two general standards can be proposed for use in
evaluating the diversion control programs that will be discussed during this
technical review. One writer has commented that if it is in the public interest
that drugs meet rigorous standards of effectiveness and safety, it should be of
equal interest to public health that drug laws and regulations be held to the
same standards (Woods 1990). The answers to the following questions will
help to gauge the effectiveness and safety of diversion control programs.

Effectiveness

Is the diversion program aimed directly at identifying and stopping diverters?
How effective is the program? Is the program designed to make use of the
information, authority, and resources that are available from a number of
State and Federal agencies? Is there a cooperative agreement to coordinate
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the use of these resources? Does implementation of the diversion program
result in reductions in valid measures of diversion and abuse of prescribed
controlled substances? Are these reductions significant?

Safety

How safe is the diversion program? Does the program philosophy and
design complement the basic principles of balance as previously outlined?
Or, does the program extend controlled substances law into monitoring
prescribing and ultimate users? Does the program aim to decrease the
availability of controlled drugs or to regulate medical decisions? Does it shift
patterns of prescribing or diversion to other drugs which may be less safe or
effective? Do monitoring and enforcement activities result in identification
of “false positives,” i.e., reporting of patients as addicts, or investigation or
prosecution of practitioners who are simply prescribing according to medical
need?

CONCLUSION

International and Federal law recognize the public health value of controlled
substances and establish a clear expectation that government efforts to reduce
diversion of these drugs should not interfere with their beneficial medical
uses. The overarching purpose is to improve the public health; the war on
drug abuse must not impede the prevention and treatment of disease, pain
and suffering.
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Therapeutic Use of Opioids: Prescribing and Control
Issues

Russell K. Portenoy

INTRODUCTION

The medical use of prescription opioids can relieve human suffering by
ameliorating a particularly compelling symptom, severe pain; illicit use or
misuse damages individuals and contributes to the larger substance abuse
problem in our society. These widely divergent outcomes are emphasized
differently by professional groups whose perspectives derive from the nature
of the problems they must address. Medical practitioners observe that
inadequate treatment of pain is an immense public health problem and sup-
port intensive educational efforts that would, if successful, increase opioid
prescribing. Those in regulatory agencies and law enforcement view illicit
use and misuse as the more significant problems and support policies that
limit these activities, usually without careful evaluation of their impact on
medical use.

Although it is evident that the goals of these groups need not be in conflict,
there has been a growing perception that conflicts exist. This is so despite
acceptance by both the clinical and regulatory communities of the need for
balance between the imperatives of clinical practice and the requirements of
opioid regulation. The clinical endorsement of the efforts to achieve this
balance is affirmed in a survey of practitioners (Berina et al. 1985) and policy
statements of the American Medical Association (1990); the regulatory view-
point is noted in the recognition of opioids as medically essential drugs by the
International Narcotics Control Board and the United States Commission for
the Development of Uniform State Laws (Joranson 1990). The lack of fund-
amental disagreement suggests that enhanced communication between those
whose primary goal is the improved clinical use of opioids and those who
monitor this use can lead to enlightened regulatory policies that reduce abuse
without compromising the care of patients.

To accomplish this goal, those in regulatory agencies and law enforcement
must become aware of the scope and complexity of clinical pain, the role of
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opioid therapy in its management, and the types of problems encountered by
legitimate prescribers as they attempt to conform to current regulations.
These issues are discussed in the present review.

THE ROLE OF OPIOID THERAPY IN CLINICAL PRACTICE

Pain is a universal experience and the most common complaint presented to
physicians. It is an inherently subjective perception, with remarkably varied
manifestations. Although opioids are indisputably effective analgesic drugs,
their acceptability as a primary therapy depends on the clinical setting and
numerous variables specific to the patient and situation. In the broadest
analysis, three clinical settings are relevant: (1) acute pain, (2) chronic cancer
pain, and (3) chronic nonmalignant pain.

Acute pain, which can be defined as pain that has had a recent onset and has
been short-lived or is anticipated to be short-lived, is extraordinarily prevalent
and occurs in association with numerous clinical disorders. Of those acute
pains commonly considered for opioid treatment, postoperative pain is most
prevalent, but other types are prominent as well, including posttraumatic pain
and pain associated with a variety of medical diseases, including sickle cell
anemia, hemophilia, some types of arthritis (such as gout), inflammatory
bowel disease, and others. There are no comprehensive prevalence data that
take into account the large number of clinical situations in which acute severe
pain presents, but the extraordinary frequency with which clinicians encounter
patients with this complaint can be appreciated.

Opioids are generally accepted as appropriate agents for the management of
acute severe pain. With few exceptions, clinicians accept the use of these
drugs for a period that is usually measured in days, during which the process
that incited the pain resolves. Given recent evidence of the important
physiological benefits that may occur with the adequate relief of acute pain
(Yeager et al. 1987), it is clear that the need for opioids in this setting derives
from sound medical goals, as well as the ethical imperative to provide
comfort when the means to do so safely exist.

Cancer-related pain is also a highly prevalent clinical entity. Numerous
surveys have demonstrated that pain is experienced by 30-50 percent of
ambulatory patients or those actively receiving antineoplastic therapies, and
by 75-90 percent of those with advanced disease (Portenoy 1989). Uncon-
trolled pain in this population has dire consequences. It compromises the
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physical and psychosocial functioning of the patient and may profoundly
worsen the suffering caused by progressive disease and the efforts to treat it.

The use of opioids to manage chronic cancer pain is also widely accepted,
particularly among those patients with advanced disease (American College
of Physicians 1983; Foley 1985; McGivney and Crooks 1984; National
Institutes of Health 1987; Twycross and Lack 1983; World Health Organiza-
tion 1986). Clinical observation suggests, however, that there may be reluc-
tance to administer effective doses of opioid drugs to patients with limited
disease and those who experience chronic cancer-related pain following
remission or cure of the disease. This reticence may derive from the
perception that the functional status and long life expectancies of these
patients equate them with the chronic nonmalignant pain population, wherein
the use of opioids is far more controversial. Cancer pain experts reject the
view that therapeutic decisions should be based solely on life expectancy and
have a strong bias in favor of opioid use in the latter groups, particularly
those who have early or limited cancer. Although it is true that some
patients with chronic cancer-related pain in the absence of active disease
(e.g., due to cancer treatment) can be likened to those with nonmalignant
pain, most cancer pain experts would not exclude a role for opioid therapy on
this basis alone.

Chronic nonmalignant pain is an extremely prevalent problem. An estimate
based on epidemiologic data drawn from a variety of sources suggests that
more than one-third of the U.S. population has chronic pain and that 50-60
percent of these patients are partially or totally disabled by pain for periods
of days or longer; in 1986, this disability resulted in more than 400 million
work days lost, and this loss, combined with the costs for health care,
compensation, litigation and unproved remedies, approximated $79 billion for
that year (Bonica 1991). A extraordinarily diverse group of disorders may
present with chronic pain. The associated physical and psychosocial impair-
ments vary enormously, both among these disorders and among different
patients afflicted with the same disease. These differences must be
considered in therapeutic decision making.

Traditionally, chronic opioid therapy for nonmalignant pain has been rejected
by the medical community. In recent years, however, there have been efforts
to critically reevaluate this view (Portenoy 1990), a process driven by
advances in the scientific understanding of pain physiology and opioid
pharmacology, extensive experience with long-term opioid therapy for cancer
pain, a small published experience describing chronic opioid treatment of
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patients without cancer, and increasing recognition that nonmedical influences
(including regulatory policies) may be having an undue influence on thera-
peutic decisions that should be fundamentally medical. As discussed further
below, the use of opioid therapy for chronic nonmalignant pain remains con-
troversial, but is no longer rejected, a priori, by a substantial segment of the
medical community. The lack of consensus about this therapeutic approach
presents the most difficult challenge for those engaged in the regulation of
opioid drugs, who must assess the potential for illicit activity through an
evaluation of prescribing practices.

OPTIMAL OPIOID THERAPY

The foregoing comments indicate the enormous magnitude of clinical pain
and the potential use of opioids to manage it. Regulatory policies must be
evaluated to confirm that they recognize the extent of the clinical need and
accommodate the prescribing practices that have developed in response.
Since the need to evaluate regulatory policy, or any other factor that may
influence opioid prescribing, would be obviated by evidence that current
prescribing practices were adequate, it is first necessary to compare the
actual efficacy of opioid therapy with the potential of this approach in dif-
ferent settings. It is most illuminating to assess therapeutic efficacy in those
settings that fully accept the need for opioid therapy, specifically, acute pain
and chronic cancer pain treatment settings.

It is widely acknowledged that the optimal administration of an opioid drug is
an extremely effective treatment for acute pain. Studies of patient-controlled
analgesia, for example, document that there is a very strong potential for
adequate pain relief from opioids in the postoperative setting (Lehmann
1990). Given this efficacy, the prevalence of unrelieved pain in surveys of
routine postoperative care, which ranges from 30-70 percent (Edwards 1990),
is striking.

A high prevalence of unrelieved pain also characterizes the cancer
population. The optimal administration of a pharmacologic regimen is
capable of providing adequate relief of pain in 70-85 percent of cancer
patients (Schug et al. 1990; Ventafridda et al. 1985, 1987). Unfortunately,
this potential efficacy is not achieved in routine clinical settings (Brescia et al.
1990; Marks and Sachar 1973; Miransky et al. 1991; Parkes 1978; Portenoy
1989; Schug et al. 1990; Twycross and Fairfield 1982). For example, a sample
of 1,103 patients admitted to a hospital specializing in the management of
advanced cancer patients observed that 78 percent reported pain on
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presentation and 38 percent reported severe pain (Brescia et al. 1990).
Unrelieved cancer pain, like acute pain, is highly prevalent despite the
availability of the means to manage it successfully in most patients.

DETERMINANTS OF UNRELIEVED PAIN

Clinical observation suggests that a variety of factors may contribute to a
poor therapeutic outcome, among which are regulatory influences. There are
few data to clarify this issue, but hypotheses that relate specific factors to
inadequate results can be fashioned, and this process can help clarify the
potential role of regulation.

Factors contributing to the high prevalence of unrelieved pain include those
related to patient behavior and those related to clinician behavior.
Patient-related factors are seldom discussed, but probably play an important
role. Patients may choose to deemphasize symptoms in discourse with their
physicians due to any of several reasons, including stoicism, a desire to focus
attention on the underlying disease, the need to please the staff, or the
perception that pain is an inevitable consequence of the disease. These
factors may combine with noncompliance, which itself may be induced by a
variety of phenomena. Noncompliance with opioids may be related to the
same factors that undermine other treatments, including cost, complexity of
the therapeutic regimen, and concern about side effects. Additionally, opioid
prescription generates the unique fear of addiction, which is almost universal
and undoubtedly contributes to patient noncompliance as well.

The degree to which the patient-related influences hamper adequate opioid
therapy is net known. It is generally perceived, however, that clinician
behavior is the more important determinant of unrelieved pain. Although it
is likely that the reluctance to prescribe opioids in some situations (e.g.,
chronic nonmalignant pain) derives from justifiable doubts about the role of
this therapy, undertreatment is probably the major cause in those clinical
settings that sanction the use of these drugs.

Surveys suggest that a variety of problems contribute to the systematic
undertreatment of pain. Pam is seldom assessed and most clinicians lack
adequate knowledge of opioid pharmacology (Charap 1978; Donovan et al.
1987; Grossman and Sheidler 1985; Marks and Sachar 1973). The degree of
concern about adverse pharmacologic reactions is great and is perceived by
pain specialists to far exceed the actual risks associated with appropriate
therapy. Fear of producing addiction is very prevalent, notwithstanding data
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demonstrating that the risk of this outcome in medical patients prescribed
opioids for painful disease is extraordinarily low (Chapman and Hill 1989;
Kanner and Foley 1982; Perry and Heidrich 1982; Porter and Jick 1980).

Regulatory policies that are not sensitive to the requirements of clinical
practice may become another impediment to optimal opioid administration.
Although it is true that there are no regulations that specifically limit the
physician’s right to administer an opioid drug for legitimate clinical purposes,
there is a strong perception that the existence of some policies impedes
appropriate prescribing.

THE IMPACT OF REGULATORY POLICIES ON LEGITIMATE
PRESCRIBING

Empirical research is needed to evaluate specific hypotheses that relate
regulatory influences to prescribing practices. Few data are currently availa-
ble, but reasonable hypotheses can be developed from those extant and
clinical observation. Specifically, it is likely that the regulatory policies
worsen undertreatment by either limiting patient access to needed drugs or
by negatively influencing prescribing behavior.

Policies Limiting Access to Controlled Prescription Drugs

Policies that limit access to opioids or other controlled drugs used commonly
during opioid therapy can directly prevent appropriate prescribing or exag-
gerate the propensity to undertreat by increasing the burden on the patient
and clinician. These policies limit the quantities of drugs that may be pre-
scribed or prohibit the use of drugs commonly administered in combination
with opioids.

Some States maintain a 120 dosage unit rule for opioid drugs, which has been
interpreted to mean that no more than 120 tablets can be dispensed to a
patient at any one time. For patients receiving high opioid doses, this
regulation may necessitate very frequent prescription renewals. For example,
a cancer patient receiving the opioid hydromorphone at a dose of 24 mg
every 4 hours must consume 6 tablets per dose, or a total of 36 tablets per
day. The 120 dosage unit rule mandates a new prescription for this therapy
approximately every 4 days, an onerous requirement for both the patient and
the physician.
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Although less problematic than the 120 dosage unit rule, a 30-day maximum
prescription period for opioids can also pose difficulties for some patients
with chronic pain. Patients whose medical condition and pain are stable may
present no medical reason for the monthly visit that may be required as part
of this regulation. This vis