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ABSTRACT. State laws and regulatory policies govern healthcare practice, including the pre-
scribing, dispensing, and administering of opioid analgesics to treat pain. A number of national
healthcare and law enforcement organizations have identified drug regulatory policy as a potential
barrier to pain relief and palliative care, and have called for evaluation and removal. This article
summarizes and discusses the results of an innovative evaluation methodology that was used to
produce three policy analysis tools, including one report that graded and ranked states based on the
quality of their policies related to pain management and palliative care (called a Progress Report
Card [PRC]). The PRC development and implementation was a first-of-a-kind study that com-
pared pain policies in all states over a three year period according to the same evaluation criteria.
Results demonstrate significant progress to improve policy in a number of states during the study
period, but also showed that most state policies are characterized by a lack of “balance.” In addi-
tion to providing examples of policy change in particular states, the relevance of these findings to
current policy issues, including the importance of communicating and implementing new policies
is discussed. The need for partnerships between the healthcare and law enforcement communities
is emphasized to create a more positive regulatory environment for pain relief and palliative care,
which ultimately will benefit patient care.
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INTRODUCTION

Although there are many safe and effective
ways to relieve pain, which is an essential com-
ponent of palliative care,1 it is well known that
opioid analgesics are important for such treat-
ment.2,3 Because opioids also have a potential
for abuse, their prescribing is subject to federal
andstatecontrolledsubstancespolicies inaddi-
tion to their regulation as prescription drugs.4,5

Further, healthcare professionals who prescribe,
administer, or dispense opioids are regulated
by state laws, regulations, and boards that gov-
ern professional practice with controlled sub-
stances.

THE CALL TO EVALUATE POLICIES

It is not well known that a number of national
and international authorities have recognized
that there are barriers to pain management and
palliative care in some policies governing con-
trolled substances and professional practice,
and have called for their identification and re-
moval. These authorities include the World
Health Organization (WHO), the International
Narcotics Control Board (INCB), the Ameri-
can Medical Association (AMA), the Institute
of Medicine (IOM) of the United States Na-
tional Academy of Sciences, the American
Cancer Society (ACS), the National Institutes
of Health (NIH), the National Association of
Attorneys General (NAAG), and the Federa-
tion of State Medical Boards of the United
States, Inc. (FSMB).

At the international level, the INCB is the
principal United Nations agency that monitors
adherence of national governments to the inter-
national narcotics control treaties. It has asked
all governments to:

. . . determine whether there are undue re-
strictions in national narcotics laws, reg-
ulations or administrative policies that
impede prescribing, dispensing or needed
medical treatment of patients with nar-
cotic drugs, or their availability and dis-
tribution for such purposes, and should
make the necessary adjustments. (p. 15)6

The INCB also recommended that the WHO
“develop methods that can be used by govern-
mental and non-governmental organizations to
identify impediments to the appropriate medical
availability of narcotic drugs” (p. 18).6 The
WHO subsequently produced guidelines for
policy evaluation based on a principle called
“balance,”7 which will be discussed later. The
WHO has recommended use of the guidelines
throughout the world to identify regulatory
barriers in national opioids control policies.7

In the United States, the IOM Committee on
Opportunities in Drug Abuse Research called
for studies to determine:

. . . the effects of controlled substance
regulations on medical use and scientific
research. Specifically, these studies should
encompass the impact of such regula-
tions and their enforcement on prescrib-
ing practices and patient outcomes in
relation to conditions such as pain . . .
[and] . . . for patients with addictive dis-
orders. (p. 259)8

Similarly, the IOM Committee on Care at
theEndofLifeconcluded therewasaneedfor:

. . . review of restrictive state laws, revi-
sion of provisions that deter effective pain
relief, and evaluation of the effect of reg-
ulatory changes on state medical board
policies . . .” [and] “reform [of] drug pre-
scription laws, burdensome regulations,
and state medical board policies and prac-
tices that impede effective use of opioids to
relieve pain and suffering. (p. 198, 267)9

The AMA House of Delegates issued a reso-
lution that recognizes the potential impact of a
restrictive regulatory environment:

. . . physicians who appropriately pre-
scribe and/or administer controlled sub-
stances to relieve intractable pain should
not be subject to the burdens of excessive
regulatory scrutiny, inappropriate disci-
plinary action, or criminal prosecution.
It is the policy of the AMA that state
medical societies and boards of medi-
cine develop or adopt mutually accept-
able guidelines protecting physicians who



appropriately prescribe and/or administer
controlled substances to relieve intractable
pain before seeking the implementation of
legislation to provide that protection . . .
(p. 1)10

The ACS has issued a policy statement sup-
porting the need for “. . . additional and sus-
tained efforts . . . to ensure that new barriers are
not erected and that adequate pain relief for
cancer patients is assured” (p. 3),11 and an NIH
Consensus Development Program concluded
that “Regulatory barriers need to be revised to
maximize convenience, benefit, and compli-
ance . . .” (p. 15).12

In addition to medical and scientific organi-
zations, national regulatory bodies have called
for removal of restrictive policies. In 2003, the
President of NAAG pointed to the emerging
role of Attorneys General to “eliminate legal
and policybarriers” (p. 2) as a meansof protect-
ing consumer health.13 The FSMB has encour-
aged state medical boards in cooperation with
their states’ attorneys general to:

. . . evaluate their state pain policies,
rules, and regulations to identify any reg-
ulatory restrictions or barriers that may
impede the effective use of opioids to re-
lieve pain. (p. 1)14

Together, these authoritative bodies have
agreed that some drug regulatory policies inter-
fere with pain managementand that these barri-
ers should be identified and addressed. Re-
searchers are thus presented with a challenge to
develop methods to identify specific barriers in
regulatory policy and approaches to address
them.

THE PAIN AND POLICY STUDIES
GROUP RESEARCH PROGRAM

In response to the mounting call for positive
policy change, the University of Wisconsin
Pain and Policy Studies Group (PPSG) has de-
veloped a research program to improve U.S.
drug control and professional practice policies
related to pain management and palliative care.
The program was created in several stages,
sponsored largely by grants from the Robert

Wood Johnson Foundation, and included (1)na-
tional surveys of medical board members,
(2) educational workshops for medical board
members, (3) evaluation of federal and state
policies, (4) guideline development, (5) moni-
toring adoption of regulatory policy, and
(6) policy databases and resources available on
the internet.15-18

The initial PPSG research into regulatory
and policy matters informed efforts by the
MedicalBoardofCalifornia19 and theFSMB to
improve the quality and consistency of state
medical board pain policy. In 1998, the FSMB
created “Model Guidelines for the Use of Con-
trolled Substances for the Treatment of Pain”
(Model Guidelines).20 Organizations from
healthcare and law enforcement have endorsed
the Model Guidelines and have called for their
adoption by state medical boards. The Federa-
tion prefers that adequate pain relief be pro-
moted by medical regulators and practitioners,
rather than by state legislatures.21 Twenty-two
states have either adopted or adapted the Model
Guidelines. InMay2004, theFederation’sHouse
of Delegates unanimously adopted a revision
of the Model Guidelines, called the Model Pol-
icy.14 The revision is not substantially different
from the 1998 guidelines, but addresses more
clearly emerging issues such as inadequate
treatment of pain.

Increased policy development, as well as a
growing recognition of the need to identify bar-
riers and improve the regulatory environment,
has stimulated the PPSG to create a systematic
methodology for policy evaluation. The pur-
pose of this article is to describe the methodolo-
giesused toevaluateand gradestatepolicies re-
lated to pain management and palliative care,
summarize the results, discuss implications,
and present recommendations for the future.

A GUIDE TO EVALUATION

In July 2000, the PPSG published the first
use of its methodology, a comprehensive eval-
uation of national policy, entitled “Achieving
Balance in Federal & State Pain Policy: A
Guide toEvaluation”(EvaluationGuide2000).22

The Evaluation Guide 2000 presented the re-
sults of a criteria-based evaluation of federal
and state policies relating to pain management,



and palliative and end-of-life care, in particular
the use of opioid analgesics. The PPSG evalu-
ated state statutes and regulations governing
drug control, and medical and pharmacy prac-
tice, as well as other policies from healthcare
regulatory organizations, such as state medical
and pharmacy boards. We identified approxi-
mately 300 policies that were in effect as of
March 2000 from all 50 states and the District
of Columbia.

Identifying and collecting relevant policies
involved several stages, including the use of an
electronic legal database (Lexis®) to download
policies and conduct keyword searches, con-
tacting relevant state governmental agencies
for those policies not available through Lexis,
and reviewing websites of regulatory boards or
contacting boards directly to request policies.
We also used a number of other, non-system-
atic, methods to ensure the comprehensiveness
of our data collection process: (1) periodic re-
view of all medical and pharmacy board news-
letters that are available on the internet; (2) pe-
riodic updates from the National Association
of State Controlled Substances Authorities
and the Federation; (3) review of newsletters
such as the National Conference of State Legis-
latures’ “State Health Notes,” and email list
serves; and (4) personal contacts.

We focused our evaluation on drug control
and professional practice policies, and did not
consider some other policies that states can
adopt to improve patient access to adequate
pain management and symptom relief. Some
states have initiated legislative and regulatory
activities that have the potential to impact pain
management, such as “Pain as a 5th Vital Sign”
legislation, but which fall outside our defined
policy parameters. We did not collect policies
such as controlled substances scheduling, re-
imbursement, worker’s compensation, educa-
tional requirements, importation, Internet pre-
scribing, or provisions related to hospice care,
living wills, advance directives, or power-of-
attorney.Criminal, civil, or administrativecase
law also was not evaluated.

THE CENTRAL PRINCIPLE
OF BALANCE

“Balance” is a principle that is fundamental
to drug regulation and medical ethics and was
used to guide the evaluation of policies (see Ta-
ble 1). The principle asserts that efforts to con-
trol misuse of narcotic drugs, such as opioid an-
algesics, should not interfere with the relief of
pain and suffering, and that drug regulatory
policy should not contradict medical and scien-

TABLE 1. Criteria Used to Evaluate State Pain Policies

Positive Provisions: Criteria that Identify Policy Language with the Potential to Enhance Pain Management

1. Controlled substances are recognized as necessary for the public health
2. Pain management is recognized as part of general medical practice
3. Medical use of opioids is recognized as legitimate professional practice
4. Pain management is encouraged
5. Practitioners’ concerns about regulatory scrutiny are addressed
6. Prescription amount alone is recognized as insufficient to determine the legitimacy of prescribing
7. Physical dependence or analgesic tolerance are not confused with “addiction”
8. Other provisions that may enhance pain management

Negative Provisions: Criteria that Identify Policy Language with the Potential to Impede Pain Management

9. Opioids are considered a treatment of last resort
10. Medical use of opioids is implied to be outside legitimate professional practice
11. The belief that opioids hasten death is perpetuated
12. Physical dependence or analgesic tolerance are confused with “addiction”
13. Medical decisions are restricted. 13.1. Restrictions based on patient characteristics. 13.2. Mandated consultation.

13.3. Restrictions regarding quantity prescribed or dispensed
14. Length of prescription validity is restricted
15. Practitioners are subject to additional prescription requirements
16. Other provisions that may impede pain management
17. Provisions that are ambiguous



tific knowledge. The principle is stated in Fig-
ure 1 and explained in more detail elsewhere.23

In short, to be “balanced,” a state’s policies
should not have barriers, and should also con-
tain provisions that support controlled sub-
stances and medical practice concerning pain
management and palliative care.

To be balanced, drug control policies will
have a high potential to identify and address the
specific sourcesofdiversionanda low,perhaps
zero, potential to interfere with legitimate avail-
ability of pain medications, medical practice,
and patient care. An example of a balanced
drug control policy can be found in the federal
Controlled Substances Act (CSA), which regu-
lates the production and distributionof medica-
tions while prohibiting their non-medical use;
the CSA clearly recognizes that controlled sub-
stances are necessary for public health and pro-
duction of opioids must be sufficient to meet
medical needs. Federal law, unlike some state
laws, recognize the medical use of opioids for
pain, and does not contain restrictive prescrip-
tion requirements that can limit medical deci-
sion-making about individual patient care.24

Also, the American Alliance of Cancer Pain
Initiatives25 has recently developed a policy
statement outlining the characteristics of a more
balanced state prescription monitoring program
(PMP) to reduce drug abuse and diversion
while protecting patient care; recommenda-
tions include:

• Use of government-issued multiple-copy
or single-copy serialized prescription forms
should be avoided;

• All controlled substances in Schedules II,
III, and IV under both federal and state
law should be included;

• Such programs should be administeredby
the state agency responsible for regulat-
ing health care, rather than by the agency
responsibleenforcing the lawsof thestate;

• Assurances should be given that legitimate
prescribing and dispensing is protected,
through the use of a multidisciplinary
medical review group. A medical review
group could serve the following specific
functions:

• Supervision of the management and
uses of data collected by the PMP;

• Development and review of mecha-
nisms to facilitateeffectiveandefficient
means of targetingsuspicious prescrib-
ing and dispensing patterns;

• Review of individual healthcare pro-
viders’ prescribingpractices toassist in
determining if they are participants in
drug abuse or diversion;

• Review of individual patient data to as-
sist in differentiating between people
with inadequately treatedpain and peo-
ple seeking drugs for abuse and/or di-
version; and

• Oversight of the preparation and dis-
semination of annual data-based per-
formance reports;

• Patient confidentiality should be protected
to the greatest extent possible;

• Individual healthcare professionals should
have access to PMP data concerning their
individual patients for purposes of evalu-
ating thosepatients’useofcontrolledsub-
stances;

• Law enforcement agencies should have
access to the data when probable cause
justifies such access in the course of in-
vestigatingpossibleabuseordiversion.25

Adoption of these program characteristics,
coupled with the development of educational
programs sponsored by all relevant regulatory
agencies, to minimize healthcare profession-
als’ questions or concerns about regulatory
scrutiny when using controlled substances as
part of legitimate medical practice, would re-
sult in a more balanced PMP.

EVALUATION CRITERIA

In order to operationalize the central princi-
ple of balance, 17 evaluation criteria were de-

l

FIGURE 1. The Central Principle of Balance

Balance represents a dual obligation of governments to
establish a system of controls to prevent abuse, traffick-
ing, and diversion of narcotic drugs while, at the same
time, ensuring their medical availability. Balance should
underlie all drug control policies so that they recognize
that efforts to prevent abuse should not interfere in the
medical use of opioid analgesics for patient care. As a
result, such policies must not be unduly restrictive.



rived to enable researchers to identify: (1) posi-
tive provisions-policy language that can enhance
pain relief, and (2) negative provisions-lan-
guage that can impede pain relief (see Table 1
for the complete list of the criteria). The posi-
tive criteria identify policy language that rec-
ognizes the legitimacyof controlled substances
prescribing, encourages and supports pain
management practice, and reflects the prevail-
ing medical standard. Conversely, negative
provisions represent restrictions to healthcare
practice, and are inconsistent with current
medical knowledge or practice. A balanced
policy will contain a number of positive provi-
sions and few if any negative provisions. The
clinical relevanceandsourcesofauthorityforeach
criterion is located at http://www.medsch.wisc.
edu/painpolicy/eguide2003/index/eguide2003.
pdf (in Section VII).

Three policy analysts at the PPSG studied
systematicallyall thepolicies thathadbeencol-
lected, looking for provisions that satisfied any
of the criteria. Criteria could be met only if ex-
plicit language was present, not by what we
thought the language implied or intended. This
is called “black letter policy” evaluation. For
example, one might assume that the overall in-
tent of a policy is to encourage pain manage-
ment, but an explicit statement to that effect
must be present to satisfy Criterion #4, which
identifies policy language that encourages pain
management. This rule applied to all but Crite-
rion #10, which is satisfied by language sug-
gesting that medical use of opioids is outside of
legitimate professional practice, and might there-
fore be considered illegal; the rationale for hav-
ing Criterion #10 relate to implied language
can be found at http://www.medsch.wisc.edu/
painpolicy/eguide2003/index/eguide2003.pdf
(in Section VII).

If a criterion was satisfied multiple times in
the same policy, we identified only one provi-
sion that met the criterion. As a result, any ef-
fort to revise a policy must include careful ex-
amination of the entire policy to identify all
occurrences of a provision. Provisions satisfy-
ing Criteria #8 (other positive provisions), #16
(other negative provisions), and #17 (ambigu-
ous provisions), given the nature of these crite-
ria, could be counted more than once in the
same policy because they were entirely differ-
ent in meaning.

The Evaluation Guide 2000 used the criteria
to identify policy provisions having the poten-
tial to enhance or impede pain management,
and presented the provisions that were identi-
fied in the form of a profile for each state’s poli-
cies. PPSG presented suggestions for using the
findings, as well as model language from sev-
eral authoritative sources that could be used to
improve policy. The Evaluation Guide 2000
was disseminated to state pain and regulatory
organizations; it was discussed in a number of
publicationsandconferences, and itwas placed
on the PPSG website for easy access. We as-
sisted a number of state groups to apply the
evaluation and recommendations in an effort to
improve state policies.

Three years later, the PPSG replicated its
evaluation of state policies to document policy
changes since 2000. This is a reasonable time-
frame for the re-evaluation because we have
observed that the policy change process in a
number of states occurred within three years,
including adoption of model guidelines by med-
icalboards,medicalboardpolicydevelopment,
and revision of state laws. The same types of
policies were collected as of March 2003 and
were evaluated using the same methodology.
The results were published as an electronic
document entitled “Achieving Balance in Fed-
eral & State Pain Policy: A Guide to Evaluation
(Secondedition)” (EvaluationGuide2003).23

SUMMARY OF FINDINGS
FROM THE EVALUATION GUIDES

Policies designed to prevent drug abuse and
substandard prescribing practices can ultimately
restrict legitimate medical practices and create
excessive burdens on caregivers and patients.
For the first time, the PPSG used a systematic
criteria-based policy evaluation to identify state
policy that could interfere with pain manage-
ment and palliative care. Numerous policy pro-
visions were found that failed to conform to, or
even conflicted with, current standards of pro-
fessional practice, including provisions that:

• Place arbitrary limits on the amount of
pain medications that can be prescribed
and dispensed at one time,

http://www.medsch.wisc
http://www.medsch.wisc.edu/


• Confuse physical dependence with addic-
tion, thus suggesting that pain patients be-
ing treatedwithopioidsmaybe“addicts,”

• Restrict opioids from being used unless
other treatments have failed,

• Exaggerate risks of opioids, including the
suggestion that therapeutic use of opioids
by patients with terminal illness hastens
death, and

• Prohibit prescribing to patients with ad-
dictive disease or a history of substance
abuse, even if they have pain.

In addition, although frequently absent from
state policies, the PPSG identified policy lan-
guage in some states that had the potential to
enhance pain management and access to pa-
tient care. For example, some state policies rec-
ognized that pain management or the use of
controlled substances is an integral part of medi-
cal practice, and that controlled substances are
necessary for the public health. Governmental
authorities have recommended these provi-
sions for inclusion in controlled substances and
medical practice policy.26,27 Also, the PPSG
found a number of states having15,28-30 policy
language that addresses directly physicians’
concerns about regulatory scrutiny, a particu-
larly relevant issue in recent years.

These evaluations resulted in a list of policy
language for each state that satisfies the rele-
vant criteria (see http://www.medsch.wisc.edu/
painpolicy/eguide2003/index/eguide2003.pdf/
for state-specific profiles of identified policy
language from the Evaluation Guide 2003).
The 2000 policy data were used in part by Last
Acts to rank states for a report on dying in
America.31 It is this information that was con-
verted into “grades” for a subsequent progress
report by the PPSG.

A PROGRESS REPORT CARD

In an effort to simplify and draw attention to
what might be seen as a complex policy evalua-
tion, to compare the states, and to measure
progress from 2000 to 2003, the PPSG pro-
duced “Achieving Balance in State Pain Pol-
icy: A Progress Report Card” (Progress Report
Card).32 Using the policy data from the state

profiles, each state was assigned a grade for
2000 and 2003.23

The following methodology was used to cal-
culate grades. Each provision identified in the
criteria-based evaluation received equal weight.
Beginning with the 2000 policy data set, we to-
taled the number of positive provisions identi-
fied in each state’s policies (Criteria 1-8). Us-
ing this distribution (which ranged from 0-28),
we calculated the average and standard devia-
tion and used it to determine a grading scale for
positive provisions. The same method was
used on the distribution of negative provisions
(which ranged from 0-19) to determine a grad-
ing scale. Each state’s grades for positive and
negative provisions were averaged to calculate
the state’s final grade for the Progress Report
Card. A high grade meant a state had a high
number of positives and a low number of nega-
tives. Mid-point grades (e.g., B+, C+, D+) were
used to characterizemore preciselyeach state’s
combination of positive and negative provi-
sions. For example, if a state received an A for
positive provisions and a B for negative provi-
sions, the final grade would be a B+ (we did not
use D-, C-, B-, or A-grades). The averages and
standard deviations calculated for 2000 were
then applied to the 2003 distributions of posi-
tive and negative provisions to measure changes
in states’ grades from 2000 to 2003.

The Progress Report Card grades states on
the extent that their drug control and profes-
sional practice policies enhance or impede pain
management. A state’s grade is a measure of
the quality of state pain policy in relation to the
principle of balance, and is based on the fre-
quency of provisions that meet the evaluation
criteria. The higher the grade, the more bal-
anced and consistent with modern medicine a
state’s policies are. A lower grade means that a
state’s policiescontainbarriers (i.e., provisions
that contradict current medical knowledge, are
not consistent with the recommendationsof au-
thoritative sources of policy guidance, and do
not communicate the appropriate messages
about pain management to professionals, pa-
tients, and the public).

The Progress Report Card is the quantifica-
tion of a systematic policy evaluation, rather
than a statement of a “position” about a state’s
pain policies. Although a grade oversimplifies
a state’s policy environment, the use of a single

http://www.medsch.wisc.edu/


index to compare states is useful and can draw
the attention of state policy-makers and health-
care professionals to the need to evaluate and
improve the regulatory policy environment for
pain management. As such, the Progress Re-
port Card was designed as a tool to be used by
government and non-government organizations
to achieve more positive and consistent state
policy on the use of controlled substances for
pain management, palliative care, and end-of-
life care. The concept of balance, which under-
lies the policy evaluation, assures that resulting
policy change would not undermine the re-
quirement of licensed healthcare practitioners
to use opioid analgesics only for legitimate
medical purposes and in the course of their pro-
fessional practice.

PROGRESS REPORT CARD FINDINGS

Individual state grades for 2000 and 2003
are presented in the Progress Report Card (see
http://www.medsch.wisc.edu/painpolicy/2003_
balance/prc2003.pdf/), demonstrating that the
quality of state policies varied greatly between
states. In 2003, 35% of states scored around the
average (a grade of C), while41% scored above
the average and 24% fell below the average; no
state received a grade of A or F. Alabama, Kan-
sas, Massachusetts, Nebraska, and New Mex-
ico achieved the highest grades (B+) and there-
fore the most balanced policies. Alternatively,
New Hampshire, New Jersey, and Rhode Is-
land had the lowest grades (D) and the least
balanced policies. The reader can access the
Evaluation Guide 2003 Profile to view the
text of the policies that were identified for any
state (http://www.medsch.wisc.edu/painpolicy/
eguide2003/index/eguide2003.pdf/).

Between the years 2000 and 2003, 16 states
modified in their policies sufficiently to pro-
duce improvement in their grade. Of the 16
states that had positive policy change, Massa-
chusetts made the greatest improvement, in-
creasing from a D+ to a B+ between 2000 and
2003. The state medical board adopted the Fed-
eration’s Model Guidelines, and removed an
unduly restrictive requirement that physicians
consult with pain specialists when using con-
trolledsubstances to treatpatientswithpain, re-

gardless of the patient’s needs or the physician’s
expertise.

APPLICATION
OF PPSG POLICY RESOURCES

During the study timeframe, several state
governmental and non-governmental agencies
used PPSG resources and technical assistance
with positive results. For example, Kansas
healthcare professionals collaborated with the
PPSG to increase the number of positive policy
provisions and achieved a higher grade (B+).
The Kansas medical board adopted the Model
Guidelines and issued a joint policy statement
relating to the use of controlled substances for
the treatment of pain, which was developed
collaboratively with the boards of pharmacy
and nursing, and in cooperation with the state
cancer pain initiative.

Michigan improved its grade from a D+ to a
C+ because the state legislature repealed two
unduly restrictive prescription requirements
(rather than by adding positive policy language)
in cooperation with the Michigan Hospice and
Palliative Care Organization, the Michigan Con-
trolled Substances Advisory Commission, and
the Michigan Cancer Pain Initiative. The legis-
lature replaced the state’s burdensome serial-
ized prescription program with a paperless elec-
tronic data transfer (EDT) system, eliminated
its 5-day prescription validity period, and de-
leted all references to the term “intractable
pain” from statute. In addition, the state medi-
cal board repealed a requirement that physi-
cians always consultwith pain specialistswhen
using controlled substances to treat patients
with pain, regardless of the physician’s exper-
tise.

Hawaii and Idaho were the only states for
which positive policy change was achieved
solely through state legislative action to repeal
a number of unduly restrictive prescription re-
quirements. The Hawaii Cancer Pain Initiative
and the Community State Partnership worked
together with the Narcotics Enforcement Divi-
sion to replace the state’s burdensome dupli-
cate prescription program with a paperless EDT
system. Hawaii eliminated its 3-day prescrip-
tion validity period. In addition, the Idaho leg-
islature replaced its duplicate prescription pro-

http://www.medsch.wisc.edu/painpolicy/2003_
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gram withapaperlessEDTsystem,andextended
its7-dayprescriptionvalidityperiod to30days.

DISCUSSION

The challenge set forth by international and
national bodies has stimulated development of
research methods and systematic policy evalu-
ations, which in turn have assisted non-govern-
mental organizations (i.e., state pain initiatives
and community-state partnerships) to work with
state legislatures and regulatory boards in a
number of states to improve the regulatory pol-
icy environment for pain management and pal-
liative care.33 This progress has been accom-
plished by repealing archaic provisions and by
adopting new policies that are more in keeping
with modern medical and regulatory princi-
ples, as well as the public health objective of
improvingpainmanagementandpalliativecare.
It is a good beginning, but there is a long way to
go. Because no state received either an A or an
F, there is great opportunity for positive policy
change, as well as a chance for state policies to
worsen.

The quality of state policies that govern
medical practice, including the use of prescrip-
tion pain medications, bears directly on medi-
cal decision-making and, ultimately, patient
care. Policies containing positive language that
encourages pain management can support pro-
fessionals whose use of pain medications is
hampered by concerns about the risks inherent
in oversight by drug law enforcement and regu-
latory agencies. Alternatively, restrictive poli-
cies can make professionals unwilling to use
pain medications and make it difficult for pa-
tients to obtain adequate pain relief. Improving
state policy is one important part of the multi-
faceted approach to improving pain manage-
ment and symptom control which includes se-
curing against the abuse and diversion of pain
medications.34

The total number of both positive and nega-
tive provisions determines a state’s grade. Mak-
ing state policy more balanced generally requires
that states: (1) adopt language that promotes
pain management, and (2) remove language
that can impede pain management. To achieve
a grade of A, state agencies and organizations
should first examine the 2003 grades for posi-

tive and negative provisions (found in Appen-
dix B of the Progress Report Card, located at
http://www.medsch.wisc.edu/painpolicy/2003_
balance/prc2003.pdf/). The more the grades
deviate from an A, the more change is needed.
The PPSG provides guidance for improving
state policy in the Evaluation Guide 2003 (http://
www.medsch.wisc.edu/painpolicy/eguide2003/
index/eguide2003.pdf/).

Adding Positive Language

Improving a state’s “positives” has several
components. Significant, but not complete, im-
provement to state policy can be made by
adopting the Federation’s Model Guidelines,
which contain seven positive provisions and no
negative provisions. Ten states adopted in full
the Model Guidelines, while a number of others
have only adopted parts of the Model.16 The
Model Guidelines encourage physicians not
only to learn more about pain management and
opioid prescribing, but also to continually moni-
tor for abuse and diversion when treating pa-
tients with pain. If states adopt the Model
Guidelines, physicianswould benefit from reg-
ulatory guidance about these important issues.
Adoption of policies that make pain manage-
ment an expectation for all physicians may
make adequate relief more accessible to all
people with pain,35 which is a principle that
continues to be represented by the Federation’s
new Model Policy.14

A state’s Uniform Controlled Substances
Act (USCA) should contain language that ex-
presses that controlled substances are neces-
sary for the public health, as does the federal
Controlled Substances Act27 and the interna-
tional treaties to which the U.S. is a party.36

Without such a provision, a state’s UCSA fo-
cuses primarily on abuse and trafficking of
controlled substances and is not balanced. In
addition,a state’s MedicalPracticeActor regu-
lations should contain language clearly recog-
nizing that pain management is a part of medi-
cal practice, consistent with the Modern Medical
Practice Act37 recommended to all the states by
the Federation.

In fact, the primary source of positive policy
language observed in the Progress Report Card
was healthcare regulatory boards’ adoption of
guidelines and policy statements, often cumu-

http://www.medsch.wisc.edu/painpolicy/2003_
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latively satisfying Criteria #2, #3, #4, #5, #7,
and #8. Between 2000 and 2003:

• five states approved medical board policies
based on the Federation’s Model Guide-
lines, three states adopted joint policy
statements relating to theuseofcontrolled
substances for pain management,

• two states adopted a pharmacy board pol-
icy statement relating to pain manage-
ment, and

• one state medical board developed a pal-
liative care guideline to educate physi-
cians about the treatment of terminally-ill
patients.

Repealing Negative Language

Negativeprovisions tend tobemoredifficult
to address because they typically occur in laws,
which requires a legislative process to amend
or repeal the language. Because some of these
policies restrictmedicaldecision-making, their
repeal may be essential to a state’s ability to
achieve balanced policy.

There were many instances during the three-
year period in which repealing negative provi-
sions improved state grades. Three states re-
moved their requirement for a multiple- or
single-copy prescription form (Criterion #15)
and substituteda less intrusivemethod to moni-
tor physicians’ prescribing (usually an EDT
system that does not require a special govern-
ment-issued prescription form); this change is
consistent with recommendations from the
AACPI38 and others.39 Four states modified
overly restrictive prescription validity periods
(Criterion #14) from controlled substances
statutesandregulations.Finally, threestates re-
pealed provisions mandating that physicians
consult with pain specialists in every instance
of using controlled substances to treat patients
with pain (Criterion #13.2).

Another important source of negative lan-
guage isIntractablePainTreatmentActs(IPTAs),
which are policies that began to be adopted
more thanadecadeagowith the intention to im-
prove access to pain management by providing
statutory immunity to physicians who prescribe
opioids to patients with “intractable pain.”
However, the language in IPTAs often poses
more requirements and restrictions on the pre-

scribing of opioids for pain. Some IPTAs sug-
gest that the use of opioids for intractable pain
is not within the ordinary practice of medicine
(Criterion #10), opioid therapy cannot occur
without a consultation (Criterion#13.2), or that
patients who use drugs nontherapeutically can-
not be treated (Criterion 13.1). These mandates
have the effect of greater rather than less gov-
ernmental regulation over the use of controlled
substances to manage pain. In addition, the safe
harbor policy may not apply to patients whose
pain does not satisfy the narrow definition of
“intractable pain.” The AACPI recently has is-
sued a policy statement outlining cautions about
IPTAs, and suggests policy alternatives with
similar objectives and a greater potential to im-
prove pain relief.40 Nevertheless, IPTAs con-
tinue to be a prevalent response to pain man-
agement issues, having been passed by 12 state
legislatures since 1989.

Removing excessively strict prescription re-
quirements will ease the burden on prescribers
and patients. However, it is also important to
recognize that other barriers in the healthcare,
reimbursement, and medical education system
should be identified and addressed.41-44

Making policy changes to improve a state’s
grade does not interfere with the underlying
control systemfor controlledsubstances,orun-
dermine the requirement that healthcare practi-
tioners provide opioid analgesicsonly for legit-
imate medical purposes and in the course of
professional practice. Improving balance in a
state’s policy does not “liberalize” prescribing;
it is not going “soft on drugs,” nor does it en-
courage misuse. Rather, better balance im-
proves the consistency of a state’s policy with
modern drug regulation, medical knowledge,
and professional practice for the benefit of the
patient.

CONCLUSION:
BALANCED STATE POLICY–

ONLY THE FIRST STEP

Positivestatepolicy isonenecessary,butnot
sufficient, factor to consider when improving
professional practice relating to pain manage-
ment and symptom control. There are some
states in which grass-roots initiatives have suc-
ceeded in making pain management a higher



healthcare priority, in spite of an absence of
policies that clearly support such practice.45

In addition, adopting more balanced policy
will have an impact only to the extent that it is
implemented and understood. Balanced policy
with no implementation has little practical
value. To be most effective, a state’s policies
need to be disseminated and communicated
widely to physicians, pharmacists, nurses and
the public; there are many examples of states
that have accomplished this, including Kansas,
Minnesota, North Carolina, Ohio, and West
Virginia. For example, in the mid-1990s mem-
bers and investigative and legal staff from the
North Carolina Medical Board participated in
an educational workshop about pain manage-
ment and regulatory policy. The workshop was
followed by a local radio show addressing pa-
tient pain relief. Later, the Board adopted a new
position statement that was published in the
board newsletter that reaches all licensed phy-
sicians and surgeons. From 1996 to 2000, the
Board continued to develop policy, provided
education, and communicated these efforts to
licensees and the public.46 Another example is
the Minnesota Board of Medical Examiners,
which endorsed the Federation’s Model Guide-
lines in 2001, and then sponsored a series of 10
educationalseminarsacross thestate toeducate
healthcare professionals about pain manage-
ment and the Board’s supportive attitude.

The purpose of the policy change tools de-
veloped by the PPSG is to draw attention to the
potentialpositiveandnegative impactofpolicy
on pain relief and to promote the removal of ex-
cessive regulatory barriers to physician pre-
scribing and patient care. However, this is only
one side of the balance equation. We too are
concerned about the abuse and diversion of
pain medications, which is why we promote
balanced policies-policies designed to prevent
abuse and diversion of pain medications while,
at the same time, ensuring their medical avail-
ability. Systems of control to prevent drug
abuse and diversion are established in con-
trolled substances policies, which are contained
in sections distinct from those evaluated, and
would not be affected by our policy improve-
ment recommendations.

If pain medications are diverted and abused,
the principle of balance dictates that the sources
of diversion should be dealt with directly with-

out interferingwithavailability, legitimatemed-
ical practice, or patient care. Taking this one
step further, the principle of balance can be
used to clarify, ideally, the roles of healthcare
professionals and law enforcement officials:
practitionerswho treatpainmustavoidcontrib-
uting to diversion, and law enforcement agen-
cies who work to stop diversion must not inter-
fere with pain management. Thus, the principle
of balance outlines a framework for common
ground and, indeed, the complementary inter-
est of healthcare and law enforcement; this
interest in a balanced approach to pain manage-
ment is exemplified by a recent and unprece-
dented collaboration between healthcare and
law enforcement. The partnership of these di-
verse organizations began in 2001 when The
Drug Enforcement Administration, Last Acts
Partnership, and the Pain & Policy Studies
Group at the University of Wisconsin worked
together to develop a consensus statement enti-
tled Promoting Pain Relief and Preventing
Abuse of Pain Medications: A Critical Balanc-
ing Act (found at www.aacpi.org/regulatory/
consensus.pdf/).47 This consensus statement,
which has been endorsed by 42 other health
care organizations, calls for addressing both
the necessity of medical access to prescription
pain medications and active approaches to pre-
vent abuse and diversion. After releasing the
statement, the group met to discuss the compel-
ling need to educate both the health care com-
munityand the law enforcementand regulatory
communities. Another more specific document
was produced in 2004: Prescription Pain Med-
ications: Frequently Asked Questions and An-
swers for Health Care Professionals, and Law
Enforcement Personnel.48 The FAQ is intended
as a resource to provide primary care clinicians
and law enforcementofficers withcurrentmedi-
cal information so that both groups can better
understand the treatment of pain and can effec-
tively prevent prescription pain medications
from being diverted and becoming a source of
public harm, without interfering with pain man-
agement.

Given the increased public awareness of un-
relieved pain, as well as a better understanding
of the systemic barriers that adversely impact
patient care, there is a growing national recog-
nition of the need, even the imperative, to
achieve balance. Pain control and drug control

http://www.aacpi.org/regulatory


need not be contradictory public health objec-
tives. To implement a balanced approach re-
quires a broad-based, multidisciplinary engage-
ment process that involves developing effective
communication and partnerships between the
law enforcement and healthcare communi-
ties.17,49,50 These efforts must extend beyond
the purview of healthcare professionals and
their organizations to include national law en-
forcement agencies, associations of district at-
torneys, sheriffs, police chiefs, and medical ex-
aminers. In fact,manynational lawenforcement
and regulatory organizations have already en-
dorsed the principle of balance, including the
U.S. Drug Enforcement Administration, the
Federation of State Medical Boards of the U.S.,
the National Association of Attorneys General,
the National Association of Drug Diversion In-
vestigators, and the National Association of
State Controlled Substances Authorities. For-
mal consensus of such organizations, coupled
with their commitment to sustained implemen-
tation of self-education regarding a balanced
approach topainmanagement,drug regulation,
and law enforcement, would facilitate a more
positive regulatory environment for pain relief
and palliative care. An engagement process
like this could effectively address physicians’
concerns about regulatory scrutiny and would
narrow what Passik describes as the “gap be-
tween the philosophy espoused by top mem-
bers of the law enforcement community and
what is happening on the ground” (p. 200).51

Positive policy change, and effective commu-
nication of such change, is necessary for this
important clinical and regulatory evolution.
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