Commentary

Pill Mills Are Not Pain Clinics: The Challenge of
Addressing One Without Harming the Other

Robert K. Twillman, PhD, FAPM

IN BRIEF Dr. Twillman discusses rogue medical
clinics commonly known as “pill mills” — which are
highly visible manifestations of ongoing problems
with prescription opioid misuse. Dr. Twillman
contends that, to date, legislative and regulatory
responses have focused largely on establishing
standards of practice or increasing statutory and
regulatory requirements for pain management
clinics and that these efforts may unintentionally
produce harmful consequences for the 100 million
American adults that the Institute of Medicine
(IOM) estimates are living with chronic pain. He
offers alternative solutions aimed at eliminating
pill mills while ensuring patients with chronic pain
have access to treatment.

The documentary The OxyContin Express* shows
hundreds of people traveling long distances to
patronize scores of self-labeled pain management
clinics in Broward County, Florida. Long lines of
customers are shown entering the clinics and leaving
with hundreds of doses of controlled substances,
despite not having medical problems to justify the
prescriptions. The customers drive or fly hundreds
of miles home, where they abuse the medications
or sell them to others. Similar stories have been
told many times in print and electronic media,
highlighting the danger posed by the practices of
these “pill mills.” Elected officials and government
agency administrators have testified to the dangers
of these enterprises and proposed intensive
efforts to eliminate them. In response, some
states, counties, and cities have begun to take
action, but unwittingly may be harming people with
chronic pain as a result of that effort. In their
haste to throw out the bath water, they also may
be throwing out the baby.

Pill mills are the most visible manifestation of

our nation’s ongoing struggle with prescription
medication misuse, abuse, and addiction. While

a substantial number of people are addicted to
prescription opioids, many more misuse them in
other ways. The 2010 National Survey on Drug Use

and Health? estimates that 12.2 million Americans
over the age of 12 used prescription opioids for
nonmedical purposes (defined as “using these
medications without a prescription of the respon-
dent’s own or solely for the experience or feeling
the drug caused”®) in the previous year, with

1.9 million of them meeting DSM-IV-TR diagnostic
criteria for opioid dependence or abuse (as close
as DSM-IV comes to a diagnosis of “addiction”).
The remaining 10.3 million are using someone
else’s medication to control pain or engaging in
episodic recreational use without the increased
distress or impaired functioning required for the
DSM-IV diagnoses. It is not clear how many fall into
each group. Various solutions for the medication
misuse problem have been proposed, most notably
the 2011 National Drug Control Strategy issued

by the Office of National Drug Control Policy in May,
20114, Eliminating pill mills is included in most
plans as a key tactic to control the “supply side”
of the medication misuse equation.

Pill Mills Are Not Pain Clinics

Previous policy efforts to facilitate eliminating pill
mills have focused largely on developing new laws,
regulations, and rules regarding the standards of

THE FACT THAT PILL MILLS CALL THEMSELVES
PAIN CLINICS DOES NOT MAKE THEM
SUCH, AND AS POLICYMAKERS DEBATE HOW
TO ELIMINATE THE FORMER, CARE SHOULD
BE EXERCISED NOT TO HARM THE LATTER.

practice in pain management clinics. The fact that
most pill mills label themselves as “pain clinics”
is the primary reason for this focus. However, the
fact that pill mills call themselves pain clinics
does not make them such, and as policymakers
debate how to eliminate the former, care should
be exercised not to harm the latter. For the sake
of clarity, consider some of the key characteristics
of pill mills and pain clinics:
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e |n a pill mill, an extremely cursory history is taken
and a physical exam often consists of little more
than a quick glance to ensure that the “patient”
is breathing. Referrals from other practitioners
are not required; notes from previous health care
encounters are not solicited or reviewed; and if
laboratory and diagnostic test results are pre-
sented, they are accepted regardless of how old
they are, whether or not they have positive
findings, and even if they appear to be obviously
falsified. The decision about what prescription to
write is based on the customer’s response to the
question, “What do you want me to give you?”,
rather than the physician’s response to the
question “What is the best option, in my profes-
sional opinion?” Every patient is prescribed
controlled substances, to the exclusion of other
medications. Documentation is inadequate, if it
exists at all, and follow-up visits are not scheduled.
Referrals to other providers are never made.
Medications are dispensed in the next room,
and the customer walks away with hundreds of
doses of (often multiple) controlled substances.
Insurance is not accepted, so all services are
provided on a cash-only basis.

e |n a pain clinic, a thorough assessment with
complete history and physical exam is conducted.
Notes from referring physicians, laboratory
findings, and previous diagnostic study results
are reviewed and new ones ordered if necessary.
A comprehensive treatment plan is developed
based on the assessment and the provider’s
professional judgment. The treatment plan often
involves more than one discipline and type of
intervention, and controlled substances may or
may not be prescribed. Complete documentation
of the assessment and plan is placed into a
medical chart, and the patient is scheduled for a
follow-up visit or referred to another provider for
that follow-up. If a prescription has been written,
it is most often taken to a pharmacy, where a
second health care professional reviews it for
accuracy and safety, then dispenses the medication
and educates the patient if the prescription is
judged to be appropriate. At each step, payment
by insurance is accepted if the patient and
providers are covered.

Clearly, what goes on in a pill mill does not meet
the standard for lawful prescribing of controlled
substances; that is, that they “must be issued for
a legitimate medical purpose by a practitioner
acting in the usual course of professional practice.”®
The United States Drug Enforcement Administration
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also requires prescribers and dispensers to
make “reasonable efforts to prevent abuse and
diversion,”® yet pill mills either ignore these issues
or intentionally cater to them. Without meeting
these standards, the act of prescribing violates
federal law, and undoubtedly state law in all or
nearly all states; yet authorities report difficulty in
closing pill mills. To make closing them more
expedient, do we need new statutes, rules, and
regulations to make what goes on there more
illegal? Or do we need to find more effective
ways of exposing them to professional and legal
sanctions under existing policies?

Why Do We Struggle to Close Pill Mills?

The primary challenge in addressing pill mills is the
requirement for most professional licensing boards
that a complaint be filed before an investigation
can be opened. Clearly, customers who depend

on pill mills for the medications on which they

may be physically dependent, to which they may

IN A PILL MILL, AN EXTREMELY CURSORY
HISTORY IS TAKEN AND A PHYSICAL EXAM
OFTEN CONSISTS OF LITTLE MORE THAN

A QUICK GLANCE TO ENSURE THAT THE
“PATIENT” IS BREATHING. REFERRALS FROM
OTHER PRACTITIONERS ARE NOT REQUIRED.

be addicted, and which may constitute their sole
source of income, are not going to complain about
receiving substandard medical care. Other health
care professionals who become aware of a pill mill
may not feel that they have sufficient evidence

to file a complaint, and may be afraid to do so for
fear of reprisal from pill mill operators. Moreover,
few physicians understand medical practice act
rules on reporting inappropriate behavior of other
licensees. Law enforcement agencies are reluctant
to file complaints even when they have sent
undercover officers into the pill mill because they
do not want to blur the lines between law enforce-
ment and health care regulation, and do not want
to risk exposing their investigations. Insurance
companies will not complain because the pill mill
operates on a cash-only basis, leaving them on
the sidelines as disinterested spectators. Who is
left to complain?

The investigation of a pill mill, if one can be
opened, often proceeds slowly because of a backlog



of cases to be addressed by understaffed and
underfunded licensing boards. In some cases,
standard practice is to avoid opening full-scale
investigations unless multiple complaints are filed.
Fear of violence against investigators certainly

SOME STATES ALLOW MEDICAL CLINICS
TO BE OWNED AND OPERATED BY PEOPLE
WITHOUT A PROFESSIONAL LICENSE,
MAKING THOSE INDIVIDUALS AND THE
CLINICS THEMSELVES IMMUNE TO ACTIONS
BY LICENSING BOARDS.

complicates the conduct of the investigation if
one is opened. Finally, the most effective investi-
gatory strategy is one in which an unannounced
inspection is carried out, so that investigators can
see what is going on in the clinic on a regular
basis, yet such inspections may not be permitted
by law.

Sanctioning owners and practitioners in pill

mills after violations are found can be difficult

as well. As has been well documented in Florida,
some states allow medical clinics to be owned

and operated by people without a professional
license, making those individuals and the clinics
themselves immune to actions by licensing boards.
The only people subject to administrative sanction
are the licensed professionals, and pill mill owners
have little trouble replacing them with others who
are willing to serve as hired prescription writers.
Couple that with the requirement in some jurisdictions
that a pattern of unprofessional behavior be in
evidence (suggesting the need for multiple or
repeated complaints), and even imposing a harsh
sanction such as suspension or revocation of a
license can become a challenge, regardless of how
bad a single case may be.

Targeting Pill Mills, Not Pain Clinics

Can we successfully address this problem by allow-
ing licensing boards greater freedom to act against
the illegal practices of pill mills? If so, how? To date,
seven states (Louisiana, Texas, Florida, Ohio,
Tennessee, Kentucky, and West Virginia) have tried
to do this by passing statutes to regulate pain clinics
and one additional state, Georgia, has approved
new medical licensing board rules to do the same.
The underlying thought is that, since pill mills call
themselves pain clinics, they should be held to the

high standards of practice one would expect to see
in specialty clinics, effectively making their typical
behavior more illegal. Given that pain clinics currently
do not have special standards in most jurisdictions,
policymakers are developing new standards that
are higher than those expected of other medical
practices, sometimes including features that allow
for inspections without complaints being filed.

While this may be an effective strategy, it is
misguided and risks exacerbating a public

health problem much greater than the size of

the prescription opioid misuse problem —namely,
chronic pain. As noted, millions of Americans live
daily with chronic pain. The strategy of setting
higher standards for pain clinics in an effort to
close down pill mills is analogous to this scenario:
Faced with the presence of a “crack house” in

the middle of a residential neighborhood, the city
council responds by requiring that all the homeowners
in that subdivision pour new driveways, paint their
houses, and install new roofs. Unfortunately,

this strategy will result in some homeowners
leaving the neighborhood, and it is much more
costly and inefficient than just raiding and closing
the “crack house.”

Dramatic changes in medical practice have taken
place in states implementing new pain clinic
policies, and the fear is that legitimate pain clinics,
already in short supply, will simply “leave the
neighborhood.” For instance, in Ohio, one criterion
defining a pain clinic is “the majority of the patients
of the prescribers at the facility are provided
treatment for pain or chronic pain that includes

the use of controlled substances, tramadol or

THERE ARE ALTERNATIVE STRATEGIES

TO STRENGTHEN OUR ABILITY TO ADDRESS
THE PILL MILL PROBLEM WITHOUT
IMPOSING ONEROUS HIGHER STANDARDS
ON PAIN CLINICS. THESE STRATEGIES DO
NOT RISK OUR RESPONSE TO THE PANDEMIC.

carisoprodol, or other drugs specified in rules by
the board.”” At the public hearing before these
rules were promulgated, three independent
witnesses testified that they had received information
about physicians abruptly ceasing to prescribe
controlled substances for some patients to ensure
they would not exceed the 50 percent limit in their
practices. Some of those patients were noted to
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have been seen in other clinics and in emergency
departments suffering from acute opioid withdrawal.
These were not people with addictions, but people
with pain who were being treated appropriately

and who had developed the expected physical
dependence on opioids. In short, poorly conceived
policies or rule changes can harm legitimate
patients. Are we comfortable if such changes

IN GENERAL, PAIN CLINICS AND THE
PROFESSIONAL SOCIETIES OF WHICH

THEY AND THEIR PRACTITIONERS

ARE MEMBERS NEED TO FOSTER A GREATER
SENSE OF COOPERATION WITH LAW
ENFORCEMENT AND PROFESSIONAL
LICENSING BOARDS TO ENSURE THAT
THEIR CONCERNS ARE HEARD.

bankrupt innocent people with chronic pain and
put some of them through opioid withdrawal as
a consequence?

There are alternative strategies to strengthen our
ability to address the pill mill problem without
imposing onerous higher standards on pain clinics.
These strategies do not risk our response to the
pandemic that finds an estimated 100 million adult
Americans with chronic pain, costing us about

$600 billion every year.? The following are proposed

as starting points for discussion:

e Require that all medical practices be owned
by licensed health care practitioners, either
individually or jointly through instruments such
as professional associations or professional
limited liability corporations.

e Require that all medical practices designate
a qualified medical director who is responsible
for overseeing practices within the clinic and
ensuring that they are appropriate and meet
relevant legal and ethical standards.

e |f they do not already exist, promulgate licensing
board rules for all medical practices, clearly
stating what constitutes evidence of a legitimate
medical purpose and standards for the usual
course of professional practice, as well as
identifying best practices for reasonable steps
to prevent abuse and diversion.
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e Allow all professional health-related licensing
boards to carry out unannounced inspections of
medical practices without a complaint being filed,
as is already allowed in some states. (Note that
this would also require development of criteria for
which practices should be inspected, and may
require reallocation of resources. Effective action
by licensing boards should reduce the need for law
enforcement activity around pill mills, so perhaps
those agencies could assist with funding.)

e Limit dispensing of controlled substances from
medical practices, either by restricting them
to an emergency supply sufficient to allow the
patient to get to a pharmacy, or by making such
dispensing subject to relevant pharmacy rules
and regulations. (Note that this may require
pharmacy licensing boards to regulate this portion
of the practice and to carry out unannounced
inspections without cause as well.)

e Require any dispensing from a medical practice
to be reported to the state’s prescription
monitoring program.

e Allow licensing boards to make a judgment about
the severity of dangers to both individual patients
and the public posed by practices uncovered
in investigations and then to issue sanctions
commensurate with those dangers without having
to wait for the accumulation of a series of cases
showing a pattern of misbehavior.

e Encourage greater cooperation between licensing
boards and law enforcement, such that law
enforcement does not hesitate to ask a board’s
opinion about the appropriateness of medical
practices and boards are not reluctant to refer
providers for possible criminal prosecution if they
believe the behavior in evidence crosses the line
between medical malpractice and criminal behavior.

Pain clinics also can promote these efforts by
doing some of the following;:

e Using sound medical practices in all respects and
fully documenting all aspects of a patient’s care.

e Obtaining education and developing referral
networks that enable them to design and
implement treatment plans with multiple types of
interventions (e.g., pharmacotherapy along with
physical therapy, psychotherapy, acupuncture, etc.)
addressing all of the biopsychosocial aspects
of chronic pain, thereby de-emphasizing the role
of controlled substances.



e Using prescription monitoring programs on a
regular basis to ensure that their patients are not
also patronizing pill mills or other providers who
are prescribing the same or similar medications;
some newer laws and rules are requiring that this
be done.

e Reviewing licensing board rules on ethical and
legal obligations to report suspected illegal
activity on the part of fellow licensees.

¢ Not hesitating to file complaints when they
uncover evidence of pill mill activity, and asking
authorities to take any necessary steps to ensure
that they are protected from reprisals for making
legitimate complaints.

¢ |n general, pain clinics and the professional
societies of which they and their practitioners
are members need to foster a greater sense
of cooperation with law enforcement and
professional licensing boards to ensure that
their concerns are heard; that any new standards
are reasonable and effective; and in general
that their practices, and their ability to provide
the highest quality of care for people with
chronic pain, are protected.

Through this kind of policy development, pill mills
could be selectively eliminated without endangering
care delivered at legitimate, professional pain
clinics. We should make this approach a top priority. |

About the Author

Robert K. Twillman, PhD, FAPM, is Director of Policy and
Advocacy at the American Academy of Pain Management. He is
also 2011-2012 Mayday Pain and Society Fellow and Clinical
Associate Professor in the Department of Psychiatry and Behavioral
Sciences at the University of Kansas School of Medicine.

References

1. Vanguard: OxyContin Express. Available at http://www.hulu.
com/watch/100279/vanguard-the-oxycontin-express.
Accessed November 11, 2011.

2. Substance Abuse and Mental Health Services Administration.
Results from the 2010 National Survey on Drug Use and
Health: Detailed Tables. Rockville, MD: US Department of
Health and Human Services, Substance Abuse and Mental
Health Services Administration, Office of Applied Studies;
2010. Available at http://www.samhsa.gov/data/
NSDUH/2k10NSDUH /tabs/Sect1peTabs1to46.
htm#Tab1.18A. Accessed November 11, 2011.

3. Substance Abuse and Mental Health Services Administration.
Results from the 2010 National Survey on Drug Use and
Health: Summary of National Findings. Rockville, MD: US
Department of Health and Human Services, Substance Abuse
and Mental Health Services Administration, Office of Applied
Studies; 2010. Available at http://www.samhsa.gov/data/
prescription/Ch1.htm. Accessed November 11, 2011.

4. Office of National Drug Control Policy. National Drug Control
Strategy: 2011. Washington, DC: Office of National Drug
Control Policy; 2011. Available at http://www.whitehouse.
gov/sites/default/files/ondcp/ndcs2011.pdf. Accessed
November 11, 2011.

5. Office of Diversion Control. Practitioner’s Manual. Washington,
DC: US Department of Justice, Drug Enforcement Administra-
tion, Office of Diversion Control; 2006. Available at http://
www.deadiversion.usdoj.gov/pubs/manuals/pract/section5.
htm. Accessed November 11, 2011.

6. Drug Enforcement Administration, US Department of Justice.
2006. Policy Statement: Dispensing Controlled Substances
for the Treatment of Pain. Federal Register, 71 FR 52715-
52723 (2006-09-06).

7. Ohio Administrative Code, Chapter 4731-29-01, Section (A)(7)
(b). Available at http://codes.ohio.gov/oac/4731-29.
Accessed November 11, 2011.

8. IOM (Institute of Medicine). 2011. Relieving Pain in America:
A Blueprint for Transforming Prevention, Care, Education, and
Research. Washington, DC: The National Academies Press.

JOURNAL o MEDICAL REGULATION VOL 98, N°2 | 11



