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the Guest Editor, I am honored and take great 
pleasure in welcoming you to the inaugural edi-

tion of the PAINWeek Journal. It seems to me that it is both a natural 
progression and a necessary step for PAINWeek to develop a literary 
bridge to deliver knowledge to frontline practitioners that comple-
ments the successful meetings that take place throughout the year.

Many of the existing pain-related publications often target pain spe-
cialists, which may devalue some of the cutting-edge information de-
livered to front-line practitioners. Reasons for this diminished value 
are because the information delivered sometimes lacks the necessary 
translation into practical, clinically meaningful points that can make 
a difference in the lives and practices of front-line practitioners. In 
my opinion, the information needs to resonate with this group of cli-
nicians (presumably you) in order to make it most relevant and valuable.

My background is first and foremost as a member of the Board of 
Directors of the American Society of Pain Educators. Additional-
ly, I am the Vice President of Medical Affairs at Inflexxion, Inc., a 
Board Certified Anesthesiologist with over 20 years of clinical prac-
tice experience in Anesthesiology and Pain Medicine, and an active 
faculty member and clinical instructor at the State University of 
New York Stony Brook School of Medicine. In addition to speak-
ing and presenting at many pain meetings throughout the year, I 
have also authored a number of articles and books on the subject 
of pain management, including The PainEDU.org Manual: A Pocket 
Guide to Pain Management, 3rd and 4th editions, Managing Chronic 
Pain With Opioids in Primary Care, 2nd edition, Your Guide to Pain 
Management: A Road Map for painACTION.com, 1st and 2nd editions, 
and Cross-Cultural Pain Management: Effective Treatment of Pain in 
the Hispanic Population.

Lastly, I manage the web-based resource, PainEDU.org, which is the 
single largest nonpromotional educational resource for clinicians just 
like you, with almost 60,000 registrants to date. Specifically focusing 
on physicians, nurses, pharmacists, and psychologists, PainEDU’s 
mission aligns with PAINWeek and is entirely devoted towards ed-
ucating nonspecialist clinicians about the management of pain. The 
program contains information about all aspects of pain management, 
from assessment to treatment planning and follow-up. The curric-
ulum also includes detailed strategies for safe and appropriate use 
of opioids in pain management and continuing medical education 
programs for all of the above-mentioned disciplines on these topics.

There are a number of relevant, thoughtful articles for the frontline 
practitioner managing pain in this inaugural issue.

n the first of a two-article series on headache pain, Dr. Gary 
Jay comprehensively covers the basic aspects of epidemiology, 
pathophysiology, and terminology. His insight and clinical ex-
perience are quite valuable, giving the sense to the reader that 

they are getting a real-world perspective—something quite valuable to 
the front-line practitioner. Very often we know that access to experts 
can be a difficult issue for practitioners in primary care. This article is 
like having Dr. Jay at your disposal to give you guidance with this very 
prevalent pain condition.

Dr. Stephen Ziegler makes an interesting case in his article for the 
possible downsides of governmental intervention and impact on 
patient access to prescription pain medications—a phenomenon 
we definitely see increasing, especially in the area of chronic opioid 
therapy. Coining the term “medico-legal iatrogenesis,” he explores 
and comments on the past history of governmental influence on pre-
scribing practices in the United States. Dr. Ziegler also warns the 
reader to keep the patient in mind and consider issues of access when 
digesting regulatory shifts in policy.

Drs. Kathryn Walker and Mary Lynn McPherson give a very thought-
ful review on the differences between topical and transdermal analge-
sic therapy, as well as clinical application of a variety of different mol-
ecules available for treating pain. Their article is filled with a number 
of clinical “pearls” that should be very useful for any clinician treating 
pain, but especially important for those treating patient populations 
who are not appropriate candidates for other routes of administra-
tion. Reading this article is just like being in front of Dr. McPherson, 
who is one of the best speakers this author has ever seen.

Drs. Steven Passik and Ted Jones basically give the reader a “pre-
sentation in an article,” revisiting a very timely topic—the issue of 
assessing opioid risk. The authors adeptly present a detailed historical 
perspective of tools and practices developed to assess risk of abuse, 
misuse, and other illicit behaviors, in the context of chronic opioid 
therapy. Passik and Jones fully succeed with the intention of giving 
clinicians a sense of what role tools play in the management of chron-
ic pain, along with clinical judgment and other important ingredients 
for safe prescribing in today’s controversial opioid climate.

Lastly, Dr. Forest Tennant, one of the true pioneers in pain manage-
ment, gives us a wonderful review of centralized pain. Replete with 
case presentations and commentaries on pain management, this piece 
provides valuable information to all readers. Throughout this article, 
the hands-on experience of one of the true leaders of the field comes 
through clearly, and is sure to be well-appreciated by the reader, who 
will have a sense that they have just sat down and had a conversation 
with the author when they are done reading this well-written, mean-
ingful article.

So welcome to the PAINWeek Journal, and start reading! I hope you 
enjoy this issue as much as I think you will.

 —KEVIN L. ZACHAROFF MD, FACIP, FACPE, FAAP

KeVIN L.
ZACHAROFF

MD, FACIP, FACPE, FAAP
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“Intervention must be influenced by the active participation of all stakeholders, including prescribers.”

by STEPHEN J. ZieGLeR PHD, JD

abstract: Federal and state governments have intervened in prescribing for well 
over a century. The following article profiles 5 interventions designed to reduce the 
harms associated with prescription drug abuse. However, the potential for “medi-
colegal iatrogenesis” (patient harm stemming from governmental intervention) is 
raised, as well as the need to maintain the delicate balance between ensuring ac-
cess to opioids while preventing their abuse and harm.
 One of the primary purposes of government is to protect the health, safety, 
and welfare of its citizens. Pursuant to this laudable goal, governments at all levels 
in the United States have created laws and regulations in an effort to protect people 
from a wide range of potentially harmful products and services. This certainly was 
the case in the late 1800s when opioids were essentially unregulated and virtually 
anyone could hold themselves out as a healthcare provider.1
 Today, although many things have changed, the challenges associated with 
ensuring access to opioids while simultaneously preventing their abuse remain the 
same. Recent data indicate an alarming increase in opioid-related deaths2 while at 
the very same time an estimated 100 million people in the United States suffer from 
chronic pain.3 Although recent government interventions to address the harms as-
sociated with opioid abuse have expanded, efforts to simultaneously ensure access 
have not. In an effort to advance balanced policy,4 the following article explores 5 
governmental interventions in prescribing and discusses their potential for what 
I term medicolegal iatrogenesis (patient harm stemming from governmental 
intervention). The article concludes by recommending greater involvement by pre-
scribers in the regulatory process.

PUBLIC POLICY & REGULATION
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overnmental efforts to prevent morbidity and mortality 
associated with the use and distribution of pharmaceutical 
drugs is nothing new. In 1906, the federal government passed 
the Pure Food and Drug Act in an effort to “prevent the ‘man-

ufacture, sale, or transportation of adulterated or misbranded…drugs, 
medicines, and liquors.’ ”5 Prior to the act, opioids such as morphine 
and heroin were freely available and at times sold by “hawkers and 
door-to-door peddlers.”6,7 In 1914, the federal government passed 
the Harrison Act and relied on the taxing authority in the US Con-
stitution to help control drug distribution.1,6 Over the next 6 decades, 
Congress passed an assortment of drug control laws until 1970, the 
year the federal Controlled Substances Act (CSA) was enacted into 
law.9 The CSA consolidated a wide range of existing drug laws into 
one federal scheme and divided drugs into schedules I through V 
based on medical use and potential for harm.8 The CSA and its sub-
sequent regulations would require prescribers to apply for and main-
tain a license with the federal Drug Enforcement Administration 
(DEA) and abide by federal and state rules concerning the prescrib-
ing and dispensing of controlled substances.10

Any action, or inaction, always has the potential for neg-
ative outcomes in both medicine and government. Since the term 
medical iatrogenesis11 has been used to characterize harm stemming 
from medical treatment, I propose that the term medicolegal iatro-
genesis be used to describe harm to patients stemming from well-in-
tended governmental interventions. Each one of the governmental 
interventions in prescribing that appear below has its merits, as well 
as its limitations, and each one has the ability to reduce harm as well 
as result in medicolegal iatrogenesis. Although some overlap among 
models does occur (for example, penalties), 4 different intervention 
models will be examined here: Criminal Law Enforcement, Pre-
scription Drug Monitoring Programs (PDMPs or, more frequently, 
PMPs), Dosage Triggers with Mandatory Pain Consults, and Pill 
Mill Legislation.

1. criminal law enforcement

The law enforcement model serves as the leading tool to control the 
use and distribution of both licit and illicit drugs in the United States. 
At the federal level, the CSA of 1970 provides the authority to impose 

criminal, civil, and administrative penalties for its violation.10 At its 
inception, the CSA recognized that drug abuse was primarily a public 
health issue, not exclusively a law enforcement problem.8,12 Although 
the DEA is the primary drug enforcement agency at the federal lev-
el, drug enforcement also exists at the state level and among several 

diverse, overlapping laws and jurisdictions (for example, local, county, 
and state police). In fact, the overwhelming majority of drug enforce-
ment occurs at the state and local levels, not the federal level.13

In the context of prescription drugs, the CSA and its state counter-
parts remain powerful tools to punish offenders for pharmaceutical 
diversion and prevent others from diverting. Some prescribers, pa-
tients, and nonpatients have engaged in patently criminal conduct.14 
And while no drug law is capable of deterring all types of diversion, 
there is evidence that drug laws and regulations have negatively influ-
enced prescribing behavior by increasing fear of investigation among 
prescribers,15,16 even though data also suggest that the likelihood of 
investigation or prosecution is very low.17

The law enforcement model takes a punitive approach to drug con-
trol by enforcing laws created by a legislative branch.12 At times, the 
coercive ability of government can deter, prevent, or reform behav-
ior.18 However, the punitive approach should not be the exclusive or 
predominant treatment for what is otherwise a public health prob-
lem.19 Finally, in light of the separation of powers and the functions 
associated with each branch of government,18 it would be difficult to 
expect law enforcement (an executive branch agency) to create bal-
anced policies when its primary function is the enforcement of laws 
created by a legislative body (the legislative branch).

2. prescription drug monitoring programs

PMPs are leading tools among regulators to help reduce pharma-
ceutical diversion.20 Historically, PMPs consisted of handwritten, 
triplicate forms in which a copy was retained by the prescriber and 
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another by the pharmacist, and the final form would eventually find 
its way to the appropriate state agency.20,21 Many of these earlier 
models only tracked Schedule II drugs, which in turn led some pre-
scribers to write for lower scheduled drugs or even over-the-counter 
drugs (OTCs), thereby avoid the reporting requirements (and the 
scrutiny).21-23 Over time, states abandoned the multiple-copy format 
and moved towards an electronic data transfer system, a model that 
helped reduce the time lag associated with data entry and the use 
of handwritten copies. States also expanded reporting requirements 
beyond Schedule II drugs,20 and while most of the states now have 
operational electronic PMPs, there are many variations and challeng-
es associated with them.21,24 For instance, not all PMPs are located 
in identical state agencies25; many clinicians are unaware of the pro-
grams or have difficulty accessing them; patient privacy and delivery 
of care issues have been raised; and monitoring has a negative im-
pact on legitimate prescribing behavior.20,25 Despite their challenges, 
PMPs have enormous potential to reduce pharmaceutical diversion, 
provided that they are “constructed and implemented properly” to 
help maintain balance so that efforts to reduce harm do not come at 
the expense of patients (medicolegal iatrogenesis).20,25

3. dosage triggers with mandatory pain consults

In 2007, Washington State introduced opioid dosing guidelines for 
prescription pain medication in an effort to reduce the occurrence 
of injuries and deaths associated with opioids. This advisory guide-
line was “developed as an educational tool for primary care provid-
ers,” and called for clinicians to seek a pain consultation whenever a 
patient reached a dosage level of 120-mg morphine equivalent dose 
(MED) per day.26 To facilitate use of the guideline, the state provided 
an online opioid dosing calculator that enabled clinicians to deter-
mine whether the opioid they were prescribing reached the 120-mg 
threshold that would in turn trigger a pain consultation.27

In 2010, the Washington state legislature passed ESBH 2876, a law 
which would significantly alter the way pain was treated and opioids 
were prescribed in the state.28 Instead of asking prescribers to seek a 
consultation, the new law and its concomitant regulations required it. 
Regulations have already been adopted by various agencies, and the 
guidelines further clarify that “acute pain, cancer pain, surgery-re-
lated pain, or end-of-life or hospice care” are exempted from the 
rules.29,a Remarkably, the original lead sponsor of ESBH 2876 had 
only proposed a continuing medical education (CME) requirement 
for prescribers (personal communication, Representative Jim Mo-
eller, September 6, 2011), not a mandatory consultation requirement 
based on a dosage trigger.30 It is also worth mentioning that while 
the CME-only approach was rejected by some members of the Wash-
ington medical community, voluntary prescriber education remains 
a key component of another federal intervention in prescribing: the 
FDA’s Risk Evaluation and Mitigation Strategy (REMS) for extend-
ed-release opioids.31

Several groups and individuals remain concerned about the negative 
impact of this intervention, particularly as it relates to the consulta-
tion requirement. First, a mandatory pain consultation is required 
once a patient reaches 120 mg MED per day, and there are well over 
15,000 patients at or above this triggering threshold.32 Second, it is 

unclear how these pain consultants would be compensated for their 
time. Third, some physicians may simply opt out of treating chronic 
pain, which in turn decreases the number of healthcare providers, in-
creases costs, and decreases access.33

4. pill mill legislation

Another governmental intervention in prescribing concerns federal 
and state efforts to eliminate pill mills. Pill mill is a pejorative term 
defined in a proposed law as “a doctor’s office, clinic, or healthcare 
facility that…routinely prescribes or dispenses controlled substances 

outside the scope of the prevailing standards of medical practice in 
the community in relation to the prescribing or dispensing of con-
trolled prescription drugs.”34 This definition appeared in the federal 
Pill Mill Crackdown Act of 2011, a proposed federal law that would 
amend the CSA by: (1) increasing the term of imprisonment and fines 
for violations involving Schedule I and II substances; (2) enhancing 
the penalty if the recipient of the controlled substance was under the 
age of 21; (3) providing for the alternative distribution of forfeited 
funds; and (4) criminalizing those considered to be “operators,” de-
fined as “any practicing physician affiliated with a pill mill; or any 
owner, director, officer, or partner of a pill mill.”34 Both congressio-
nal versions of the Pill Mill Crackdown Act were referred to commit-
tee, and it is unlikely that they will become law anytime soon.

PiLL MiLL iS A  
PeJORATiVe TeRM  

DeFiNeD iN A  
PROPOSeD LAW AS  

A DOCTOR’S OFFiCe, CLiNiC, OR 
HeALTHCARe FACiLiTY THAT…

ROUTiNeLY PReSCRiBeS  
OR DiSPeNSeS  

CONTROLLeD SUBSTANCeS  
OUTSiDe THE SCOPe  

OF THe PReVAiLiNG STANDARDS  
OF MeDiCAL PRACTiCe  
iN THe COMMUNiTY  

iN ReLATiON TO THe PReSCRiBiNG  
OR DiSPeNSiNG OF  

CONTROLLeD PReSCRiPTiON  
DRUGS.

PUBLIC POLICY & REGULATION



www.painweek.org | PWJ | 39Q3 | 2013

However, several individual states have passed their own pill mill acts. 
For instance, a unanimous Florida legislature passed House Bill 7095, 
which became effective July 1, 2011. The 98-page law targeting pill 
mills modified several existing practices related to prescribers, clinics, 
controlled substances, pharmacies, drug distributors, and even the 
state’s PMP. The Florida law significantly restricted onsite dispens-
ing by practitioners and required the return of existing controlled 
substances and their buy-back by wholesalers. The statute also went 
so far as to list legitimate medical practice requirements, practices 
that are often absent in pill mills (for example, conducting a physical 
examination, taking a medical history, developing a treatment plan, 
creating a controlled substance agreement).35

5. risk evaluation and mitigation strategies

A fifth and final governmental intervention concerns the FDA REMS 
initiative. The overarching purpose of REMS is to ensure the safe 
use of approved drugs and biologics so that the benefits outweigh the 
risks.36 One of the primary tools to achieve this end is education.37 
While the FDA Amendments Act of 2007 provided the basis for the 
FDA to require REMS,38 these types of strategies have actually exist-
ed in various forms over the past decades (for example, the requiring 
of patient package inserts by the FDA in 1970 for oral contraceptives). 
The 2007 law enabled the FDA to require REMS as a condition of 
a drug’s approval and subsequent approval if postmarketing surveil-
lance indicated the need for a REMS. Current REMS could include 
medication guides (the most common), a communication plan (for 
example, letters to healthcare providers or professional societies), an 
implementation plan for manufacturers, timetables for assessment 
of the REMS, and/or Elements to Assure Safe Use (EASU), the last 
of which could involve special training or certification, dispensing 
restrictions, and patient registries).36,39 Faced with increasing evi-
dence of harm associated with the use of prescription opioids, and 
concerned about the need to ensure appropriate access, the FDA cre-
ated 2 sets of shared opioid REMS. One set of REMS would cover 
transmucosal immediate-release fentanyl (TIRF) medicines, and the 
other set, extended-release/long-acting (ER/LA) opioids. While the 
REMS for TIRF medicines include, among other things, medication 
guides and patient registries, opioids falling within the ER/LA shared 
class require only medication guides and voluntary, not mandatory, 
education of prescribers. The FDA decided to not make education a 
condition of renewed DEA licensure out of concern that mandatory 
education would increase costs and perhaps result in the substitution 
of less effective, non-ER/LA medications.36 Manufacturers of ER/LA 
opioids will bear the cost of educating prescribers consistent with the 
FDA Educational Blueprint, as well as the maintenance of websites 
and call centers that currently exist to assist prescribers with informa-
tion and patient registration (if necessary).40 A list of opioids falling 
within the ER/LA shared class and their REMS is available at the 
FDA website.36

The preceding 5 models represent a small sample of the many 
different types of governmental interventions in prescribing.b Each 

model has the potential for overlap and may not be mutually exclu-
sive (for example, criminal law enforcement could lead to noncrim-
inal sanctions, and PMPs could detect criminal behavior leading to 
criminal prosecution).c Moreover, each model has the potential to not 
only reduce harm but also result in medicolegal iatrogenesis. Main-
taining the principle of balance in any governmental intervention is 
essential when creating good public policy,4 and it is a policy that can 
and should be influenced by prescribers.

At times, the government may indeed be the problem in-
stead of the solution,41 but in the end it is our government. Fortu-
nately, there are many things that prescribers and policymakers can 
do to help bring about balanced policy and avoid medicolegal iatro-
genesis. First, prescribers can get involved in the regulatory and poli-
cy-making process. Prescribers, or any healthcare professionals, have 
the ability to influence both legislation and subsequent regulation. 
Contacting their representatives, state medical associations, and reg-
ulatory boards about the need for balanced prescription drug policy 
is a good start. Scientific evidence is always helpful, but we must also 
realize that political evidence and political considerations may carry 
their own weight in the policy-making process.

Governmental intervention in prescribing will always exist (as 
it should). But each intervention must strive not only to maintain the 
balance between ensuring access and preventing harm but also to be 
influenced by the active participation of all stakeholders, including 
prescribers. 
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