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used more eftectively through
changes such as FMR reform and
banning of SOI discrimination is
essential for aligning housing
policies with the AHC model’s
mission to promote health. AJPH
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More States Should Regulate Pain
Management Clinics to Promote
Public Health

Since 2000, annual US
deaths from poisonings associ-
ated with prescription opioid
pain relievers (OPRs) have
steadily increased, with nearly
19000 in 2014." Addiction to
OPRs may also lead to illicit
drug use for some persons,
resulting in an even greater
public health burden.?

As a result, states have
implemented a variety of policies
intended to minimize harms as-
sociated with OPR misuse and
diversion. These policies include
guidelines for those who pre-
scribe OPRs, limitations on the
prescription of Schedule IT and 11T
drugs, and implementation of
prescription drug monitoring
programs (PDMPs), which pro-
viders can query to learn about
individuals’ prescription drug
histories.

Although all but one state
have implemented a PDMP,
thus far only 11 states have
enacted specific regulation of
pain management clinics.
Known as “pill mill” laws,
these policies appeared in the
mid-2000s in response to
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prescribing behaviors that
deviated from sound clinical
practice—including cash-for-
pill exchanges with no medical
examination—at some rogue
pain management clinics.

Pill mill laws impose state
oversight on pain clinics, in-
cluding routine inspections,
requirements for those who
practice within them, and
civil and criminal penalties
when violations occur.

The statutory language of pill
mill laws, and early analyses of
their effects, suggest that these
laws can promote public health
goals by successfully striking
a balance between limiting po-
tentially harmful practices and
ensuring that individuals who
need OPRs to treat chronic pain
are able to access them. Com-
pared with PDMPs, pill mill laws
more directly target high-risk
prescribers and settings, facilitat-
ing accountability and enforce-
ment. Given persistently high
rates of OPR -related injury
and death, more states should
use pill mill laws to complement
their PDMPs.

STATE OVERSIGHT OF
PAIN MANAGEMENT
CLINICS

All state pill mill laws define
what constitutes a pain manage-
ment clinic, with definitions
falling into one or more of three
categories: (1) providing pain
management services with pre-
scription controlled substances;
(2) advertising pain management
services; and (3) prescribing
controlled substances for pain to
a majority of patients (Table 1).

Notably, five states (Alabama,
Florida, Georgia, Tennessee,
and West Virginia), in their
definitions of a pain clinic, specify
that the clinic treat noncancer
pain. Research suggests that
patients experiencing cancer-

related pain are one group that
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may benefit from long-term
OPR use. By focusing on regu-
lation of clinics that address
noncancer pain, pill mill laws are
less likely to interfere with the
ability of patients with cancer to
receive adequate treatment. With
more than an estimated 1.6
million new cancer diagnoses and
approximately 560 000 cancer
deaths in the United States each
year, this is a provision that ad-
ditional states should consider.”
Requirements for pain clinic
ownership are addressed by all
state pill mill laws. For example,
most states require a pain clinic to
be owned by a physician with an
unrestricted license to practice in
that state (i.e., no current or
pending disciplinary action re-
lated to medical licensure) and
prohibit ownership by anyone
who has been convicted of cer-
tain crimes, most often a felony or
a misdemeanor related to pre-
scription drugs. Five states
(Kentucky, Louisiana,
Mississippi, Ohio, and West

Virginia) require an owner
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TABLE 1—Characteristics of State Laws for Pain Management Clinics

State (Initial

Implementation Date): Cite

Pain Clinic Definition

Pain Clinic Ownership

State Oversight, Inspection,
and Registration

Dispensing Limitations

Alabama (2013): Ala

Code §34-24-600 et seq.

Florida (2011): Fla Stat
Ann §458.3265

Georgia (2013): Ga Code
Ann §43-34-280

Kentucky (2012): Ky Rev
Stat Ann §218A.175

Louisiana (2005): La Rev
Stat Ann §40:2198.11
et seq.

Mississippi (2011):
30-017-2640 Miss Code
R §1.15

Ohio (2011): Ohio Rev
Code Ann §4731.054

Tennessee (2012): Tenn

Code Ann §63-1-301 et seq.

Provides pain management services
with prescription controlled
substances to treat noncancer
chronic pain

Advertises pain management
services or majority of patients are
prescribed opioids or specified
controlled substances for
noncancer pain

Advertises pain treatment or
majority of patients are prescribed
Schedule 11 or 11l controlled
substances for noncancer pain

Advertises pain treatment or
majority of patients are prescribed
controlled substances for pain and
primary practice area is pain
treatment

Engages primarily in pain
treatment by prescribing narcotics

Provides pain management services
with a majority of patients
prescribed or dispensed opioids or
other specified controlled
substances for more than 180 dfy

Treats majority of patients for
chronic pain with controlled
substances and meets certain
other criteria

Provides noncancer pain treatment
to a majority of patients for at
least 90 d/y or advertises pain
management services

Physician with unrestricted
Alabama license, or public or
private entity registered with state

Owner cannot have been convicted
of a felony or misdemeanor
related to prescription drugs

Physician with unrestricted Florida
license who practices at pain clinic
and has not been convicted of
a felony related to drug diversion

Physician with unrestricted license
in Georgia who has not been
convicted of a felony

Physician with unrestricted
Kentucky license who practices at
pain clinic at least 50% of clinic's
hours

Owner must meet additional
pain management certification
requirements

Physician with an unrestricted
Louisiana license who is certified
in pain management and has not
been convicted of a crime related
to narcotics

Physician with unrestricted
Mississippi license who has not
been convicted of a crime related
toillegal distribution of controlled
substances

Owner must meet additional pain
management certification
requirements

Supervises activities of all
individuals who provide chronic
pain treatment at clinic

Owner must meet additional pain
management certification
requirements

Cannot have been convicted of
a felony or misdemeanor related
to distribution of prescription
drugs

Board of Medical Examiners; annual
registration required

Department of Health; annual
inspection as a condition of
registration

Composite Medical Board; biennial
license renewal

Board of Medical Licensure; Cabinet
for Health and Family Services;
annual registration required

Department of Health and
Hospitals; annual investigation
for license renewal

State Board of Medical Licensure;
annual certification renewal

State Medical Board; annual
verification of licensure

Board of Health; Board of Medical
Examiners; biennial certificate
renewal

Only a physician licensed in Florida
may dispense medication at a pain
clinic

If controlled substances are
dispensed, pain clinic must be
registered with State Board of
Pharmacy

No dispensing of controlled
substances at pain clinic with
limited exceptions for short-term
supply of Schedule IV or V
controlled substances
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TABLE 1—Continued

State (Initial
Implementation Date): Cite

Pain Clinic Definition

Pain Clinic Ownership

State Oversight, Inspection,

and Registration

Dispensing Limitations

Texas (2010): Tex Occ
Code Ann §168.001 et seq.

substances

West Virginia (2012): WVa
Code Ann §16-5H et seq.

criteria

Wisconsin (2016): Wis
Stat §50.60 et seq.

prescriptions issued for specified

Prescribes or dispenses opioids or
other controlled substances to
majority of patients for noncancer
pain and meets certain other

Presents itself as providing pain
medicine services with

Provides majority of patients with  Physician with unrestricted Texas
monthly prescriptions for opioids
or other specified controlled

license who has not been convicted

renewal

of a felony or misdemeanor

related to distribution of

prescription drugs

Physician with unrestricted West
Virginia license who practices

convicted of a felony

at pain clinic and has not been

related to diverted drugs
Owner must meet additional pain
management certification

requirements

medications or majority of
providers devote majority of
practice to pain medicine

Must not have been convicted of
a felony or a misdemeanor related
to prescription drugs

Department of Health Services;
triennial certificate renewal

Medical Board; biennial certificate

Department of Health and Human Only physician or pharmacist
Services; annual licensure renewal

licensed in West Virginia may

dispense medications at clinic
Controlled substances must be

dispensed for a 72-h or less supply

No dispensing of specified
medications unless clinic is also
a licensed pharmacy or treatment
relates to worker’s compensation

to have additional pain
management credentials—beyond
an unrestricted medical license—
such as completion of an
accredited pain management
fellowship or board certification
in a specialty of relevance to pain
management. Requiring extra
training in pain management can
provide physicians—particularly
those operating a pain clinic—the
knowledge and experience to
better balance pain relief with
reducing the risk of OPR misuse.
All states with pain clinic laws
require these clinics to engage in
a registration or certification
process with the state. Regula-
tory oversight for this process,
including regular inspections,
rests with the state department of
health, medical licensure board,
or a combination of these two
agencies. Regular inspections
ensure that clinics adhere to the
pill mill law. In addition to any
other penalties, requiring that
a clinic register allows the state, in

the event of a serious violation, to
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at least temporarily rescind the
clinic’s right to operate until the
violation is remedied, without
awaiting further law enforcement
processes.

Pain clinics may be subject to
more general state laws that place
limitations on prescribing and
dispensing of controlled sub-
stances in any context. In addi-
tion, five states (Florida, Georgia,
Tennessee, West Virginia, and
Wisconsin) explicitly impose
limitations on the dispensing of’
certain prescription drugs within
pain clinics themselves. These
limitations may specify who may
dispense prescription medica-
tions at the clinic (e.g., only li-
censed physicians) or restrict the
amount of prescription medica-
tions that may be dispensed at the
clinic (e.g., 3-day supply). Before
the enactment of pill mill laws,
some clinics—notoriously in
Florida and elsewhere—allowed
patrons to receive hundreds of
opioid pills at the clinic itself with
little or no effort to confirm

medical necessity or to limit
misuse. These restrictions

should likewise not substantially
affect the ability of legitimate OPR
users to access needed medication.

AVAILABLE EVIDENCE
OF EFFECTIVENESS

Although these laws are rela-
tively new, a growing evidence
base suggests that pill mill laws
work to reduce overdose deaths.*
In the mid-2000s, Florida was
viewed as the epicenter of the
prescription drug misuse epi-
demic and, as a result, its pill mill
law has received the most eval-
uative attention. Johnson et al.
found that Florida’s pill mill
law—implemented in conjunc-
tion with its PDMP in 2011—has
been associated with a decrease
in the prescribing of drugs often
favored by pain clinics and
a decrease in overdose deaths
attributed to certain pre-
scription drugs.” Specifically,

the death rate in Florida from
prescription drug overdoses
declined 23% while pre-
scriptions for oxycodone fell
24%. Heroin deaths increased
slightly in Florida in 2012,
but the decline in OPR
deaths was approximately
10-fold greater than this
increase.’

Other work observed that the
largest decreases in OPR pre-
scribing and use were among
prescribers and patients with
the highest baseline levels,
respectively.® In addition,
Kennedy-Hendricks et al. found
that enforcement activity ac-
companying Florida’s pill mill
law, including regional strike
forces, was critical to reductions
in deaths.”

FUTURE
OPPORTUNITIES

Prescription drug monitor-
ing programs have received
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significantly more attention than
pill mill laws from researchers and
the media, yet pill mill laws—
opposed by some interest groups
and simply not introduced in
many states—fill an important
gap with their unique targeting
of high-risk prescribing envi-
ronments while minimizing im-
pact on legitimate users. They
should be viewed as one key
public health component of

a comprehensive policy approach
to limit prescription drug misuse
and diversion.

It is too soon to know which
pill mill law features are most
effective, so additional research
on implementation and associ-
ated outcomes—informed by
perceptions and experiences of
providers, patients, and policy-
makers before and after imple-
mentation of their state’s pill
mill law—should be pursued.

Other potential effects of these
laws should also be examined,
including their impact on avail-
ability of pain control specialists,
the degree of pain control
reported by patients, and changes
in illicit drug use.

In some states, pill mill bills
have been introduced but not
enacted, despite the continued
challenges that pill mills pose.
Some states may not, at least
currently, have as many pill mills
as others and legislators may be
concerned about the costs of
oversight. In these states and
elsewhere, providers can play
a role in educating policymakers
about the value of these laws and
their potential to avert a pill mill
crisis before it begins. AJPH
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Lessons From a 2016 Large-Scale
Contamination of Cereals With
Salmonella altona in Israel

A national food safety crisis,
caused by a large-scale contami-
nation of popular cereal brands
with Salmonella altona, occurred
in Israel during the summer
of 2016. Previous major food
safety events in Israel had led
to significant changes in public
awareness and perception, as well
as in food safety regulations.'”
Here, we discuss lessons learned
and future influence on national
food safety policy and legislation.

THE EVENT

On July 28, 2016, in response
to queries from the press, the
Israeli branch of a large multi-
national consumer goods
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manufacturer disclosed that
a month before, it had halted one
of its main food assembly lines
from production of several pop-
ular cereal brands because
of Salmonella contamination
(Figure 1).” One day earlier, this
company had been asked by
journalists about the shortage of
those popular breakfast cereal
brands in many retail stores around
the country. The message delivered
to the public at this stage was that
of zero risk to consumers from
contaminated products because,
allegedly, none of the contaminated
products’ batches were shipped
outside the factory for marketing.
Following the delayed an-
nouncement by the manufac-
turer, on July 28, 2016, the Israel

Association of Public Health
Physicians of the Israel Medical
Association issued a public
health warning to consumers
and regulatory authorities con-
cerning the realistic risk that
potentially contaminated food
products did arrive to the market

after all. This warning became an
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unfortunate reality on August 4,
2016, when the company an-
nounced that contaminated ce-
reals had been eventually
marketed. This revelation was
possible only after the Ministry of
Health ordered the manufacturer
to publish the batch numbers of
contaminated products, and,
shortly after that, consumers
reported to have those products
at their homes.

The Event's Aftermath
Apparently, more than
150 000 potentially
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