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Foreword .· 
By James N. Thompsoo., MD 

Presidmt and CEO, Federatitm of State Medical Bo11rds 

H ippocrates' seemingly straightforward directive to 
"Fuse, do no Ii.arm" is anything hut simple in today's 

mc:diC?i practice. Nowhere is its complexity more evident, 
and vaing, than in pain management with controlled sub
scan~parcicularly with opioid.s. 

Patients in pain who rely on opioids for analgesia and 
improved function deseIVc: access to safe an~ dfcctive 
medication; to deprive: them of optimal pain-reli~f certain
ly docs them harm Yet these same life-restoring medica
tions carry the potential to do grave harm to patients who 
may be at risk for addiction and abwc:. Significant quanti
ties of prescription opioids are divc'rted into an illegal black 
market that puts millions of~n-medical "recreational" . ,-
we rs at risk of addiction and death-many of them young 
adults and teenagers. Very few physiciaru are complicit in 
this criminal diversion, and tllerc: are no proven methods 
f~r preventing patients from deceptiv~ly ' acquirjng pre
scriptions-pain, after all, is a subjcccivc: o/ffiptoni for 
whkh there are no foolproof diagnostic tests. But the fact 
that some patients will deceive a physician in order to 
obtain prescription opiOids for non·m~di"1.i use requir~ us 
to be vigil.ant when prescribing these potent and poten~al
ly abwablc: medications. 
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Responsible Opioid Prescribing: A Physician's G uide 

Physicians cannot single-handedly eliminate the diver
sion and abuse. of prescription opioids. But we have a 
solemn responsibilitJ-to our patients and to society-to be 
vigilan.t in reducing there risks. Too few physicians have edu
cated themselves about the simple steps they can ~ to 
become more responsible opioid prescribers. 

Sadly, many ph}'3icians have sought to reduc.e the risks of 
opioid prescribing-including the tangible risk to a physicians 
own lie.ensure if he or she pl"C$cribes outside the standards of 
medical care-by simply not treating patients in pain, or by 
not treating them widi controlled substances. But as pain treat

ment becomes increasingly intertwined in the larger medical 
mission of patient care, it's in~ingly important for physi
cians to become sophisticated about the risks and benefits of 
opioid therapy-;--che risks of diversion, abure, and addiction as 
well as the benefits in managing awtc and chronic pain. 

Physicians who prescribe opioids are obliged to comply 
with both state regulations and the federal Controlled 
Substances Act. In 2005, ·there were approximately 
720,290 Medical Doctors (MDs) and Doctors of 
Osteopathic Medicine (DOs) registered with che Drug 
Enforcement Administration (DEA). All physicians should 
be familiar with the clinical practices that will help them 

. comply with State and federal Statutes. , 
The Federation of State Medical Boards (FSMB) has 

commissioned this book and is distributing it to physicians 
to offer clear and concise guidance in managing the risks 
of pain management with opioids. Incorporating these 
strategies into your practice will help you fulfill your dual 
responsibilities to your patientS and to your srare and fed- . 
era! licensing authorities. 
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foreword 

This book grows out an iruciative launched :\·decade ago 
by the FSMB to create its Model Guidelines for the Use of 
Controlled Substances for the Treatmmtof Pain. These con
sensus guidelines were form~ared with input from the 
major stakeholders on all sides of the issue, including lead
ing pain and addiction specialists, medical societies, state 
medical boards, and federal law enforcement agencies 
in~uding the DEA These guidelines, which were subse
quently updated co a Model Policy in 2004, nave been 
praised as "well balanced" by such groups as the Pain and 
Policy Study Group of the University of Wisconsin.* 
Twenty-eight state medical boards have adopted the 
Guidelines or Motif/ Policy verbatim as their state guide
lines, and ten other states have adopted guidelines with 
"mil l I s1 ar anguage. ~ . 

The FSMB's Model Policy distills safe opioid prescribing 
imo seven concise principles: 

1. EvaluatWn of che Patient 
2. Treatm~t Plan { 
3. Informed Consent and Agreement for Treatment 
4. Periodic Review 
5. Consultation 
6. Medical Records 
7. Compliance With Controlled Su~stances Laws and 

Regulations . 
Although the Model Policy represents the most concise 

consensus guidelines for safe opioid. prescribing, uncil now 
this document has not been translated into practical terms 
for clinical practice. Consequently, few physicians cµ-e 
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familiar with these guidelines, and even fewer utilize them 
in their practice. · 

~s. book answers that unmet physician need by 
explairung how to incorporate the Model Policy into your 
real-life practice. Its author, Scott M. Fishman, MD, is 
Past President of the American Academy of Pain Medicine 
and a true thought leader in academic medicine, clinical 
practice, and public health policy. Dr. Fishman bas worked 
closely with the FSMB on establishing the current Model 
Policy and has been a champion for safe and effective pre
scribing for pain management. 

After reading chis book, you'll understand simple steps 
you can take to comply with State and federal regulations 
regarding controlled substance prescribing for pain. 
FSMB's website (www.fsmb.org/pain) will keep chis book 
~pdated and offers valuable links to state-by-state regula
no~s. and o~e~ useful websites to help facilitate pharma
covtgilant op101d prescribing in your practice. 

The term "pharmacovigilance" is one ·Hippocrates 
would swely have grasped. It derives from the Greek pbar
makon, "drug;" and the Latin vigilare, "to keep awake and 
alert, to keep watch.• In modem parlance, h refers to 
watchfully monitoring and managing the risks of ad,·erse 
events .and side effects. of any medication, regarcJJess of the 
cl~ of dru?. Becoming a pharmacovigilant opioid pre
scnber requues chat we understand the risks specific to 
opioid analgesics and take simple seeps to manage them. 

Armed with the information in this essential handbook, 
we can each reaffirm ow commitment to "First, do no 
hanq:11 • 
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lntrod.uction: 
Pharmacovigilance ond 

Good Medicine 

Over the past decade, two important public health 
. uen~ have becqme entwined like the twin serpents 

in the caduceus: (1) i.ncreasing clinical attention across all 
medical specialties to the.-undertreatmcnt of pain, and (2) 
shifting patterns of drug abuse from illicit to prescription 
drugs-most notably a dramatic rise in diversion :ind non
medical use of opioid pain medications within the United 
States. The collision betw1een the War on Pain and the War 
on Drugs. has created a "perfect storm" of controversy. 
And, fo! better or worse, physicians are being enlisted to 
fight on both fronts: combating pain while simultaneous
ly reducing the risk of diversion and abuse of, as well as 
addiction to, pain medications . 

Many of us bristle at adding "pharmacovigi.lance~ and 
"risk management" to our already length}'j task list. But the 
combination of potential therapeutic benefit and high r~k 
associated with opioid* analgesics leave us no alternative 
but to become more soph.isticated risk managers. Millions 
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of legitimate patients rely on tltcsc ·medications for pain 

relief and functional improvemcoc, ~o we must include 
them in our ccpcnoilc of poccntial medication therapies. 
Howc:vq, we ca.imuL i1"1ure the poccndal risks associated 

with the use of comcolled substances, including addiccion. 
Managing risk is what we physicians do every day with 

every pacient, whether we're considering procedures, med
ications, or non-medication interventions. Every treat
ment plan carries potcnt.ial risks, as does the decision not 

to treat. Managing risks associated with opioids is funda
mentally the 3amc u phannaco~igilance concerning · 

adverse reactions to any class of drugs: essentially following 
sound principles of medical practice and prescribing and 

achieving transparency in treatment decisions. The differ

ence with opioids is that ~esc drugs arc increasingly 
divccred or otherwise abused. · 

Scope of the Problem 
A statistical snapshot of prescription drug abuse and diver
sion in the United States reveals cl1e scope of th.is alanhlng 
public health crisis: 

• In 2005 (the latest year foe which data are available), 

more than 10 million Americans were abusing prescrip
tio11 drugs-which is more than the combined nWDber 
of people abusing cocaine, heroin, hallucinogens, and 
inhalants. .... 

• The Cente~ for Disease Control and Prevention rcpocr 

that prescription opioids arc now associatc:d with more 
drug ovcrdo.se deaths than cocaine and heroin combined: 
between 1999 and 2002, there was a 91.2 percent in~ . 
in the repo~g of opioid analgesics o~ death ccnificaces. 1 
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• Conrinuing a decade's long trend, in 2005 more 'hew 
drug users began abusing pain relievers (2.2· million) 
than marijuana (2.1 million) or cocaine (872,000). By 
comparison, in 1990 only an esnm:iced 628,000 people 
initiated illicit w e of pain killers.2 

• Data from a set of selected states show that almost 

13,000 incidents of prescripgon controlled substances 

were divcrred by theft from 2000 to 2003. In 2003 
alone, 2 million dosages of six opioid analgesics were 

reponed stolen from the supply chain, mainly from 
retail phannacies.' 

Behind these 6guies lie millions.pf individual stories of 

per~onal tragedy: untimely death, fractured families, shat
tered dreams, and· wasted lives. Certainly the same spec

trum of ~s can be found in the wake of any abuse'd drug, 
but the magnitude of the cwrent problem makes it imper

ative that physicians become vigilant risk managers who 
demonstrate transparency in the decisions behind the c.are 
they deliver. -

Much remains to be learned about the nature of pre
scription drug abwe in the United States. For example. the 

exact contribution of prescribers to prescription drug 
diversion and abuse is not presently known. Because the 

· rise of prescription drug abuse lias 0$.cred alongside 
increased use of opioids in legitimate pain relief. it is 

tempting to assume ca.use and effect. However, prelim.i
'nary evidence does not support this conclusion and more 

information about how prescription drugs are diverted is 
·Crucially needed. If we are co have responsible and effective 
responses to prescription dr ug abwe, the problem must be 
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R&ponsible Opioid Prescribing: A P~cion's Guido 

considered in its full context. To avoid penalizing those 
with legitimate needs,. solutions must factor ia the full 
complexity of drug abuse, addiction and all of the related 
social and medical disorders. In particular, we must ·be 
careful with implications that prescription drug abuse is 
mostly related to prescribers and their patients, and be 
careful with implying that limiting medically appropriate 
use may have significant effecrs on reversing this disturb
ing crcnd. 

A Counterva!ling Need 
Concurrent with the epidemic of prescription drug abuse, 
pa~ents and patient advocates have . been pushing to 
address the equally legitimate cause of undertreated pain. 
Although these:: efforts began in the relafr-::cly circum
scribed spheres of end-9f-life care and cancer-related pain, 
medicine has appropriately widened its perspective to 
include all debilitating pain that has lost its purpose as an 
adaptive alarm signal, regardless of the source. 

Significant effort has been made to reduce che incidence 
of uncreated or undemeated pain in children, older 
patients, and in all other vulnerable patient populations. 
And ac lease at the level of clinical guidelines, policy state
ments, and organizational goals, che following gene~ 
principles are widely accepted: 
• P~ management is integral co good medical practice 

for all pacieni:s; 
• Opioid therapy to relieve pain and improve function is 

a legitimate medical practice for acute and chronic pli.n · 
of both cancer and non-cancer origins; 
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Introduction 

• Patients should not be denied opioid medicatiolis ex&pt 
in light of clear . evidence that such medications an: 
harmful to the patient; 

• The use of opioids for od1c:r than legitimate medical pur
poses poses a threat ro the individual and society; and 

• Physicia.a.s have a responsibility to minimize the poten
tial for the abuse and diversion of controlled substances. 

If opioids liad no medically redeeming value, the issue 
of their abuse would be tragic but physicians would have 
no role to play in minimizing abuse by changing their 
behaviors or monitoring their actions. Tue current need 
for ~dance on opioid prescribing arises from the fact 
chat, as addictive and life-descroying as opioids can be for 
som·e, they are life-enhancing anJ non-addictive fo1 others. 

Fout key factors contribute to the ongoing problem of 
under-treated pain: 
l. Lack -0f knowledge of medical standards, current 

research, and clinical guidelines for ;lppropriate pain 
treaUDent; 

2. The perception that prescribing adequate amounts of 
opioids will result in unnecessary scrutiny by regulatory 
authorities; 

·3. Misunder~canding of addiction and dependence; and 
4. Lack of understanding of regulatory policies and 

processes. 
To these factors might be added a fifth: the lack of clear

ly written government regulations and professional guide
lines for prescnbing, or assiscance with how to easily and 
efficiently incorporate these approaches into the hectic 
daily practice of physicians. 
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Responsible Opioid Prescrbing: A Physician's Guide 

Filling an Unmet Need · 
This book is intended to help the responsible clini<;ian 
understand and implement practices that support rational 
and traruparenc opioid prescribing. The following chapters 
examine each of the seven steps in the FSMB's 'Model 
Policy; 
1. Patient Evaluation 
2. Treatment Plan 

3. Informed Consent and Agreement for Treatment 
4. Periodic Review 
5. Referral and Patient Management 
6. Documentation 

7. Co.mpUance With Controlled Substance Laws and 
Regulations · 

Each of th~e steps, which are only briefly described in 
the Mot:Ul Policy, are here given an expanded discussion 
from the perspective of real-world clinical practice. Most 
physicians already perform many of the key steps recom
~ended in the M_odel Policy. This book focuses on cxplana
aons and techn1qu~ that specifically addr~ the issues 
that arise when prescribing opioids. Sometimes this simply 
means adheri~g co existing standards of care. At other. 
times-such as in the creation of function-based creaune~t 
plans-a signilicam puadigm shift in perspective ~ill be · 
presented that translates into novel models for creating, 
monitoring, and modifying treatment goals for your 
patients in P,ain. · 

( 

Prescription drug abuse and underaeaccd pain are both 
serious publi~ health crises, but the solution ro one need 

/ 

. not undermine the other. The least we clinicians can do is 
make sure that the casualties of this clash arc not suffering 

10 
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; ;lini. 
patients who legitimately deserve relie£ Infori;ned c -
cians can take simple steps to ensure char opiofds are p~ 
scribed safely and rransparendy-and in the: process, tho~c: 
prcscribcrs can justify their decisions sh~uld they 
encounter the scrutiny of regulators. · 

Regulators and law enforcement agencies, such as the 
Drug Enforcement Administration, have wged prescri~ 
to be vigilant when prescribing abusable drugs, particular
ly for patients with known or suspected risk of abwe •. 
Clearly, effective solutions must address the current state,of 
inadequate education that most clinicians receive on safe 
and effective prescribing of controlled substances. This 
book is intended as a much-needed step in that direccior;i: 
Unfortunately, simply knowing the tenets of the FSMB 
Model Policy will not be of value without a basic knowledge 
of pain, substance abuse, and their treumem. Altho~gh 
this book will not serve this role, other resources a.re avail
able, many of which are recommended. in Appendix A. 
Moreover, this book will not substitute for maincaining th~ 
desire to relieve suffering or the recognition thac an impor
tant part of mitigating pain is simply being present v.;ith 
your patients and showing the~ that you care. Although 

. the clements of care described here are critically important 
for maintaining appropriate de~very ~f concrollcd s~b"' 
stances, unless you also incorporate cbe personal part, of 
care, your patients will continue to feel alone and uncared 

. for-and may even resist ueaancnc. . 
As a physician who specializes in Pain Medicine, fm 

optimistic about the future of pain treatment. The confu
sions and frustrations that currently characterize pain man
agement may simply be the growing pains of a wiser: saner, 

.l 
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RC$pOMible Opioid Pre=bin9: A Phylicia~'' Guide 

and more uniformly effective patient care app~oach. 
Appropriate concerns' about the potentially hannfuI or 
addictive aspeas of opioid medications can be balanced 
with the equally valid needs of optimal pain relief with 
adequate risk management. Medicille is all about manag
ing risk while improving health and easing suffering; the 
safe and effective use of opioids is no different. Opioids arc 
ancient drugs that have been boch glorified and demonized 
in past centuries. le is time we found ways to harness ·their 
very real gifts while curbing their very real dangers. 
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Chapter l: ,· 

Effective Patient Evaluation 

"A medical history · 211d physbl examination must be 
obtained, evaluated, and docwne!lted in the medical record. 
The medical record should docwnenr the nature and inten
sity of the pain, current and past creaunenrs for pain, under
lying or coexisting diseases or C<?nditions, the eff~. of the 
pain on.physical and psychological function, and history of 
substance abwe. The medical record also should document 
the presence of one or more recognized medical indications 
for the use of a conuolled substance." . 
-rSMB Model Policy 

A t the core of the requirement to evalua~e. patients thor-
1"\.oughly is a paradox: although a phys1aan can take a 
history, do a physical examination, list past treatments, 
probe for a hinory of subs a.nee abuse, and note coexisting 
diseases he or she cannot measure or even confirm the 
pain ~t a patient is experiencing. Desi>ite modern' diag
nostic and evaluative tools, such as MRI, ultrasonography, 
and clecuomyogDphy, pain remains an mtestable hypoth
esis. Perhaps one re:i.son that physicians are rductant to 
aggressively treat pain has to do with che often frustrating 
fact that we can't prove th:it someone is or is not in pain, 
just as we can't prove the presence or ab5ence of pain .relic£ 
However real pain is to a patient, it remains subjective to 
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the physician. As Elaine Scarry nous in her book The Body 
in Pain: "To hear about pain is co have doubt; to experi
ence pain is to have certainty." In the end, physicians must 
accept the maxim "Pain is w~at a patient says it is.• 
Anyone complaining of pain is suffering from something; 
the physician's job is to try co figure out the cause of the 
suffering and to formulate a plan for reducing it. 

Today it is widely recognized chat pain is never simply 
~physical" or "psychological."The mind is4/w4_)S involved 
in a patient's experience of pain, and it can magnify or 
diminish pain perception. The almost complete oveclap 
becween the medication groups used by both psychiatrisrs 
and pain specialists attests to the inextricable links between 
mind and body that make meaningless the cliche phrase 
"the pain is all in your head." (See the graphic below.) 

The Overlap of Major Drug Groups Used 
in Pain Medicine and Psychiatry 

PAIN 

nsoids opioids 

beta blockers 

'· :· ... . ' ., -. . .. · 
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Pain measuremenc se21es. such as the famili:\l' 0 to 10 
numerical pain scale or the ~faces" pafo rating scale, can 
provide some degree of guidance about a patient's exp~ri
ence of pain intensity, but all arc open to wide variations 
among subjecrs experiencing similar problems, and wi#lln 
a subject at diJferent rimes. Multidimensional instruments, 
such as the McGill Pain Questloonaicc or the Brief Pain 
Inventory, provide a broader picture of a patient's experi
ence. but are,usually more cumbersome to administer in a 
busy clinic setting and, in the end. suffo the same limica
tions as all other ammpcs to measure piin. 

The ~ ~y to begin assessing a patient's pain is to ask 
about it and listen. Th.is may sound trivial. but, in the hmly
burly of daily clinical life, it is essential All too often p~ysicians 
become overly focused on quantifying, categori.tihg. and 
deciding how best to treat pain as a single symptom. In the 
process, they may not ~ pertinent questions that relate .to 

theirpatienrs' global experienc.e of suffering. and they ultimate
ly distmce themselves &om their patients. In focusing narrow
ly on a disease or symptom, ph~icians can lose the "big pic
ture" of the whole peison and thus miss important diagno.rtic 
dues that could lead to more e.ffcctivc inrccvenrions. 

Three relatively simple steps can vastly improve ta.king a 
history from a patient in pain: 
• Take control of time; 
• Focw on the patient, not the pain; and 
• Use reflective listening skills. 

These seeps can reconnect: the clinician with the patien~. 
improve the efficacy of analgesi~ treatmenrs. and increase 
personal s;tcisfaction. . 
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Step 1: Take Control of Time 
In some ways, thii suggestion may be largely outside our 
control. Physiciam are increasingly pressured to 3ee more 
and more patients. The aver.1ge patient in pain, pa.rricular-
1! those in chronic pain, cypically has a complex prescnta
tJon and histories. Clinicians musr be relentlessly thor

o~~· looking ~der every "rock" for clues. -~d being a 
chrucal profess1ontl means we withhold judgment uncil 
we have ample evidence. This is an unavoidably time-con-

. suming process. Thus, a patient in pain is alm~st auto-
matically a "difficult case." , 

Unforrunarely, these challenges can lead clinicians in 

C:Uctly the ~ong direction. Instead of allotting iqc~ed 
ome and patience to the diagnostic task, physicians con· 
fronted with "difficult" patients m:iy spetd up and, either 
consciously or unconsciously, rush to judgment in an 
e_ffort to min!111ize time spent with an emotionally se.ru>i
nve, demanding, o r frustrated p:;itient. Full adherence to 
the Evaluation component of the FSMB Model Polit:11 in 
th 

"J' \ 

~ er words, re~uires a commitment co spending enough ; 
nme and attenaon to what the patient is saying both ver
bally and through behaviors. 

Step 2: Focus on the Patient, Not the Pain 
~ taking a history about pain, physicians should ask q~es
tJons .not only about the pain irself (its loc:ition, incensiry, · 

duraoon, ~tc.~, ~ut also about the pain's collateral damage ~ 
to ~e pane~ts life. To use a musical metaphor, you need · 
to listen not Just to the lyrics (the self-evident pans of what 
the patient says), but to the music as well (the less obvious 
verbal and nonverbal messages about their feelings, 

0 fe;w, 
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• expectations, goals, etc.). Clinicians need to ~ a1en to 

subtle warning signs of ttouble and take the time to ask 

follow-up quc;.,tiol13. 
Pain is usually inmwoven with unpleasant experiences, 

such as fatigue, nausea, depression, and anxiety, among 
ochers. These arc absolutely vital corucctioos fur a diag
nostician- if you mis.s them, you'll m.is5 understanding the 
true dimensions of a patient's pain and po~ibly some of 
the most useful avenues for alleviating Ills or her sulfering . 
For example, depression can dmmatically alter pain per
ception-almost always for the worse. Patients may not 
offer unprompted information about their depression out 
of fear that the physician will think :heir pain is "all in 
their head." If you don't ask direct questions related to 
mood, or pick up on the sul;>~lc sigm from the ·patient's 
answers that suggest psychosocial deterioration, you may 
not rccogiUu this significant factor in. the experience of 
pain. Similarly, many other aspect$ of a person's life can 
affect ~ or her pain, such as the use or abuse of licit or 
illicit dru~, high 3crcss levels at work or home, or physical 

deconditioning because of a lack of activity. 

Step 3: Use Reflective listening Skills 
Patients in. chronic pain are frequentlr, more emotion~ 
than they might be otherwise. Pain undermines our abil
ity to cope with the ups and downs of normal life. Pain 
can make any of us defensive, short·tempered, or even 

hostile. Not only are these patients experiencing pain 
but, by the time thc:y see you, they may have undergone 
previous treatments that either were ineffective or ~cer
batcd th~ir sympto~. In some cases, the tension may be 
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palpable and, in others, it may simply be suppressed. It 
must be emphasize'cl chat above all, the patient in paia 
wants and needs to be believed and validated. In a sen ... ~ 
then, treatment actually begins dwing the pr~ of 
assessment. 

An effective strategy for collecting a comprehen.cive his
tory and building a successful patient-physician relation· 
ship is r~aivt listming. This means listening ruefully 

and n~n-J~dgmcn_tally to what your patient is~ then 
reflecting 1t back tn a slightly modified or rcframed man
ner. Aside from allowing the clinician to confirm the accu· 
racy of their beliefs, th.is gives the patients both the indica
.tion that they are being heard and a chance to correct mis
taken beliefs or perceptions chat could affect thek care. 

Using a reflective listening scraregy may be easier said 
than done. If a patient says something ac odds with the 
evidence, or uses threatening or hostile language, one's 
natural reaction is co imm~diately defend oneself, rebut 
che charges, or deny the underlying assumptions'. Thls 
qn quic~y _crcare confrontation or a power struggle that 
can be difficult to overcome. It is much. more effective to 
take a moment before responding, and then to conscio~ 
ly try to simply restate what the patiem just said. For 
example, a patient may angrily say "Doctor, tho~ pills 
you gave me don't work-I cold you before that I neea 
something stronger. n Even in cases where you suspect the 
patient may be angling for stronger and possibly riskie~ 
~edications for spurious reasons, a directly con.fronca-· 
t1ona1 approach would probably be ineffective. A better 
response might be something like "You seem to be irritat
ed with me because you don't think the medications I 

18 

Confidential 

.; 

" '. 

·: 
.i._; 
~: .. 

' . 

,•' 

Elfeetivo Potion! Evaluation 

> .. 

prescribed are working for you." Reflective;. listening 
responses such as this provide several advantages: 
• They arc less likely to evoke or exacerbate patient defen

siveness; 
• They encourage the patient to keep talking and ~eveal 

more about his or her true motives; 
• They communicate respect, caring, and compassion, 

and enco~ragc a therapeutic alliance; and 
• They open an oppommiry for the patient to correct mis

understandings or clarify exactly what he or sh.e means'. 

Although. reflective listening can be particularly helpful 
when a patient is emotional, it is a useful approach for fol
lowing up on or probing answers to questions that you ask 
during any patient encounter. 

Elemen~ of a Comprehensive History 
Comprehensive evaluation of a patient in pain usually requires 
moving beyond the typical list of questions asked during a gen
eral history. In mOSt cases where pain is the chief C:omplaint, it 
is certainly appropriare to begin a conversation by asking about 
the pain, but then it is usually advantageous to move on co the 
broader context and impact of that pain. Here are some points 
that may be useful to cover in an initial ~uarion: 
• Location of pain ' 
• Character of pain (i.e., shooting or sting!ng, continuous 

or intermittent, worse at night or in the morning) 
• Lowest and highest pain on 0 co ·10 scale in a typical day 
• Usual pain on 0 to 10 scale on a typical .day (anchored 

by verbal descriptors) 
• How _and when p~n started 
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• Exacerbating aJtd relieving factors (i.e., stress, alcohol, 
other medical concerns) 

• Effc:ct of pain on sleep 
• Effect of pain 011 mood 
• Effect of pain on functioning at work 

• Effect of pain on qu!l!ity of personal life, such as rela
tionships, sex, or recreation 

• Is the parienr involved in a legal or protracted inswance 
process connected to his or her chronic pain, such as a 
motor vehicle accident or disability case? 

• What does the patient expect from medications or other 
treatments in terms of analgesia or recovered function? 

) 

In the course of your conversations with patien~, be alen 
to signs that they are minimizing their pain. Although it may 
seem c.ounterinruitiYe, some patients fail to convey the true 
nature and severity of their pain, which can, albeit imintcn
tionally, undermine the effectjveness of their tteaonent. They 
may not want to disappoint their physicians or offer a ~ 
traction from treating their primary disease; they may think 
they should just "suck it up" and endure their pain; they may 
think pain is inevitable with their illness; or they may want 

to avoid acknowledging chat their disease is progressin& 
Some may worry that if they mention their pain, their qoc: 

tor ~ see them as complainers or even as drug-seeker:s' or . 
addictS. Many people also under-repon p.Un becawc they 
f~ that pain medications will d~ their cognitive abilities, 
lead to addiction, or result in unmanageable side elfects. And 
last, some patients may believe that there is value in suffering, 
it is their due, or that.in some way they i;leserve to be in pain 
to expiate some formof"wrong-doing" or "sinfulness." 
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If you suspect a patient is minimlzing his ot her p ain, 
reflective listening can help the patiem see what you see 
and allow you co probe for the reasons underlying the min
imizing. Ac some point, you might scratch your head and 
say "I wonder if you are the silent sufferer type?" Very few 
are offended by being described as "stoic," which is usual
ly considered something of a compliment to many 
patients. Being s~en as someone who is doing his or her 
part ro bear the suffering is usually consoling. Regardless of 
the reasons for minimizing, this approach can help you 
take a hiscbfyoy allowing patients co feel that they will not 
be judged negatively and can speak freely and candidly 
about their pain. ' 

Screening Patients for the Possibility 
of Addiction or Drug Abuse 
All patients complaining of pain are suffering from some
thing and deserve a physician's empathy and compas~ion. 
But a small minority of people see~ng treatment may not 
be reliable or crustworthy. The problem for the clinician at 
the front lme of medicine is not that such patients are bad 
people who are committing sins; it is that the help that 
such patients are asking for will not remedy their problem 
and inay be harmful to themselves f1Dd others. T his 
approach evokes the professional responsibility to first do 
no harm. It is b~ solely on r isk management that 
requires you to maintain constant vigilance without 
impulsively rushing to judsment. Th.is is not unusual for 
physicians. For instance, there is an old adage that if you 
don't suspect a pulmonary embolism, you'll never ·c:arch 
one. The same ·level of suspicion (without ju<,lgment) 

END00051384 

P-03605 _ 00015



,., 

Re$pomible Opioid Prescribing: A Physicion's Guide 

applies to the assessment of the patient in pain. If you do 
nor suspect the pain may be caused by a nerve injury, you 
may never catch neuropathic pain. If you don't suspea the 
possibility chat someone who asks for an opioid by its 
brand name might have a problem with drug abuse, you 
may miss a valuable opporrunity to help the patient. 

On the other hand, allowing suspicions to foster judg
mental conclusions may be cqw.lly harmful to the pacienr 
and society. A physician must, therefore, maintain a dis
creet but keen vigilance for potential harm from any treat· 
ment. In the case of treatmencs that include controlled 
substances, this must include clie potential for deeeprion 
.and abuse. 

Although it may sound contradictory to cxhon ph~i
cians to be empathic and supportive while simulraneously 
probing aggressively in search of the truth (including infor
mation that the patient may not want to reveal), th.is is not 
such a difficult balance to achieve in daily practice . .You can 
maintain a tolerant, nonjudgmental, and concemed pos
ru.re yet remain persistent in your quest for the v;:Jid infor
mation required for prudent decision making. 

Whenever a clinician considers treating pain with a con
uoUed substance, such as an opioid, risk of abuse or diver-

' sion is always a possibility, no matter how remote ·.and 
muse be assessed. Exactly who to suspect and when ~~ be 
proactive in invescig;uing risk factors is an area of great 
debate. To date, no convincing data exisr to support die 
suacegy of focusing on any one specific population or set· 
ting-which means :hat physicians must be vigilant with 
all ·their patient.S. The term "universal precautions" has 
been applied to chis approach and, in pain care, assumes 
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that any patient in pain could have a drug ;Wuse pr~b
lem-just as any patient requiring a blood draw fur a slill
ple lab test could have HIV. Gourla! and ~eit _(2006) 
argue that "since there is no one behavtor that 1S [diagnos
tic] of a substance use disorder, and SUlO: the prevalence of 
addiction in the general population is not i.nSignifi~t, it 
is prudent to thoroughly inquire into substance use m all 
patients, not only those who are being treated with th~ 
opioid class of drugs. Failure to do so. m.ay leave ~ po~n· 
tially tr~table condition, such as addicuon, undiagnosed 
and umreated. "1 •• 

Tr~lting everyone with the same screens •. diagnosti!; 
tests, and administrative procedures can be viewed f~om 
one angle as an attempt to remove bias and essentially 
level the playing field so every~ne is treate.d equally ~!i 
screened thoroughly. It also could be perceived as under: 
mining the patient-physician relationship. Despite def en~ 
siblc efforts to be as consistent as possible to all, as well 
as to ~ast the broadest possible surveillance, some patients 
or clini~i311s may sec the universal precautio~s a~pro~ch 
as a sign of disuust or evidence that the pa~ent l~. bem_g 
presumed guilty until proven innocent. Dealing Wlth this 
may require clear education for patients as ~o wh~ such 
procedures and practices are nccessapr and rn their best 
interest. · .. 

For the actual assCS$mCnt of a patient's risk of having a 
substance abuse problem, several tools have been devel
oped but, to date, no single tool has been widely endorsed 
or thoroughly validated. CAGE is a classic rapid s~ecn 
developed for alcohol ahuse that can easily be rnodifi.¢.fqr 
any ab.~ablc drug. This brief questionnaire (which can be 
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· incorporate~ into a .~elf-administered wrinen assessment 
form) asks whetlier a parient has ever: 
C: Wanced or needed to .Cut down on drinking or drug use? 
A:. Been Annoyed or Angered by others complaining about 

the pacienc's drinking or drug use? 
G: Felt Guilty about the consequences of th · ' . -:-- e panenr s 

drmking or drug use? 

E: Taken a drink in the morning as an "J;;ye opener" to 
. decrease hangover or withdrawal? 
. A single positive respo08e suggcsr.s thaL the clinical deci
~ton to _prescribe opioids to the patient must be considered 
Ill relaaon to a potential for abuse arid addiction. It does 
no: r_nean that opi~id use will become problematic or that 
op101ds. are _conrramdicared, just that you should carefully 
deteri:rune if 1!1~ therapeutic benefics of prescribing an 
abusable drug 1s in the patient's besr interest. If you deem 
a ~mroUed substance is appropriace, you muse exercise 

. parucular care in crafting yow patient-physician agree· 
ment (whether verbal or written) and your risk minage
ment plan for mohiroring and follow-up. 

Many other tools exist to help screen for addiction or 
a~use and ~e listed in Append.ix A. H~ever, no one to~I ' 
v.:m be enmel! rdiable and the astute clinician will recog
a.!ZC ~at tix: signs of abuse or addiction may not be readi
ly or. '?1"1~diat~ly apparent in the typical clinical sering. If . 
susp~c1on IS raised for a given pacienr, information about 
prev1ous problems with substaiicc abuse may be obtained 
from a collateral source, such as a f.unily member, fiiend, 
or other health ca.r_e professional. Treaunenc is not required 
~o co~ence lllltil the physician is comfonable with the 
mtegnty of the siruation. Undemanding the signs and 
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~~-~ . ·~-:~ ;:. symptoms of abuse or addictio~ ~ hel~ ~de q'u~~ons. 
• 1r. · . · Feeling rushed to make a prescnbmg dec1s10n may m tr.self 
.f ·: r~ect a clinical problem (not related co the issue of ab~e 

·.'~: '. · or addiction) that is worthy of review and discussion with 
·'f ~ . ": · dte patient. 
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Necessity of a Compreh~sive 
Physical Examination 
Although Medicare · and other inscirucions have defined 
what constitutes a physical c:x.amination for purposes of cod
~g· and reimbursement, e:xactly wh~t ~mprises ~ ~ppro
priate or acceptable physical exarrunanon for pa10 IS not 
wcll-defined, largely b~use it will differ from case to case. 
Regulators who expect to see a physical examination as part 
of the evaluation that leads to appropriate p~n care involv
ing controlled subSta11c.es assume that a basic, if not focused, 
examination· is warranted. The exact components of chc 
examination are left to the judgment of the i;Jinician who is 
expected to have performed an examination propartionace 
to the diagnosis that justifies a tteaanent. . 

. For instance, it might be expected that a pauent ueat
ed with opioids for chronic low back pain will hav~ at · 
least received a basic examination of th~ lumbar spme. 
Such an examination m.ight reveal· pathoJogy that could be 
amenable to other ~cacments, perhaps some with less r~sk. 
Even if the physical exam does not offer clues in the .case 
of some pain disorders, this cannot be c?~rme~ un~ an 
examination is completed. Unless due diligence 1S evident 
with a documented physical examination, a physician's 
decision to begin a treatment chat carries risk may be 
questioned. 
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Exceptions 
It's not always possible to obtain a thorough history or 
eviluation for a patient. In the emergency departmenr, die 
operating room, at night or on weekends, a physician or 
swgeon may not always be able to verify the patient's b.is
tory and past medical ucatmenc. In such circumstances 
physi~ans mwt balance the need for vigilance abou; 
potenaal addiction or diversion with the need to treat the 
patient's pain. As with most treatment decisions, an 
approach based on risk versus benefit must determine the 
a~propriat~ response. Physicians are commonly fuced with, 
nsks assocmcd with treating as well as with withholding 
,treaoncm:. Too often, it is impossible to know which risks 
are more likely and the clinician must choose to either avoid 
suffering and treat, acccpting the potential risk for abuse or 
di~ to prevent po~ential abuse and not treat, accepting 
the ask that the panent might suffer unnecessarily. Such 
decisions must be based on the long-term impact of the 
aeaanent, its dwation, and "the potential for diagnosing an 
adverse outcome were it to occur. For example, it would be 
acceptable p~ctice in the case of a complaint of pain in the 
ER to prcscnbc small amounts of an opioid analgesic that 
~ould get the patient through to the following day until a 
~cian with a longirudinal relationship with the patient ~ 
11vailable to follow up. The potential harm from undertreat
cd pain, weighed against the limited potencial harm of a frw 
opioid pills, may suppon this determination. 

Assessing Risk and Benefit 
Physicians must" routinely balance the potential risks and 
benefits of any crcaonent plan. But in the face of the co~-
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plexity of pain, as well as the speaer of scrutiny 'from 
healthcare regulators and law enforcement, it's easy to 
become paralyz.ed and decide that the least risky course is 
to not treat the pain aggressively or at all. But doing noth
ing can be the riskiest decision of all. For example, consid
er the case of a 76-year-old woman wno comes into an 
emergency room with rib fracrures. Adequately treating 
her pain is not just a matter of relieving her immediate 
physical problem: inadequate lung inflation and efforts to 
suppress coughing because of pain increase her risk of 
pneumonia and death. While most o.ses aren't this clear or 
dramatic. ongoing pain erodes quality of life and slowly 
deconditions a person's physical, emotional, and spiritual 
well-being. Both directly (via inappropriate activation of 
stress-related hormones) and indirectly (by indu~ing inac
tivity, insomnia, anxiety, or depression), pain compromis
es the body's defenses and leaves sufferers vulnerable . 
Uncontrolled chronic pain also undermines the manage
ment of any pre-existing chronic condition, such as dia
betes, cardiovascular disease, and psychiatric conditions 
s.uch as anxiety or depressive disorders. Chronic pain in 
combination with depression increases the risk of suicide. 

Looking at the complete landscape of pain and ics col· 
lateral damage, it is clear that the decisi~n whether or n,ot 
to treat pafo offers physicians rio riskHree option. If the 
risk to the patient as.sociated with a given treaunent out
weighs the risk of withholding that treatment, then other 
less risky treatments must be considered. Although physi
cians should not feel compelled to use any treatment modal· 
ity (including opioid analgesics}, the risk of non-treatment 
must always be factored into any pain management 
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decision; not treating pain is often ·not a "safe" option. This 
may seem obvious, but physicians .fuce patients in pain 
each day and choose what they perceive as the lesser of 
evils: less treatment as a means to avoid "risk." 

Another risk posed by nontreaunenc or undenrearment 
of pain affecrs the physician, but not the patient directly. 
Physicians have been succes.5fully sued for not treating pain 
aggr~ively. For example, the 2001 Bergman vs. Eden 
Medzca! Center case involved a physician who was found 

~ty of ~elder a_bus~ arising from alleged ~de.r-prescrib
mg ?f pai~ medication. This jury brought a $1.5 million 
verdia agatnst ~is physician, and the jury was a single vo;e 
away from levying fines for much higher damages. This case 

· led ~e California legislature to pass a law requiring the 
~ed.ical Board to publidy declare its policies on how it 
investigates · physicians in pain cases and requiring all 
~ifornia ?hysici~ to have mandatory continuing med-
1cal educanon on pam and end-of-life care. A more recent 
California case, in which a .physician was accused of cider 
abuse for under-treating pain, was settled just prior to the 
Stan of the trial for an undisclosed sum. In this case, the 
~edical Board formally and publicly sanctioned the physi
oan for undertreatrnent of pain. Even though such cases 
represent .ra~er extreme sicuations, these Jegal precedenrs 
sound a warnmg that there are risks ~ociated with uader
tteating. 

This does not imply; however, that all patients must be 
trea~ed aggressively with opioids or any specific treatment. 
I~ sunply means that all patients complaining of pain 
deserve adequate. assessment and treatment based on con
sideration of risks and benefits to the patient. When trans-
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Summary . 
This chapter has reviewed the key elements of effecuve 
patient evaluation. Despite modern diagnostic and evalu:i
tive tools, pain remains an untestable hypothes1s. 
Nonethele.1s, the evaluation and history taking of pati.ents 
in pain can be improved by: takin~ control ~f yow ~e; 
focusing on the patient, not the paw; and us1~g reflecuve 
listening skills. Be alen to any signs that a p~ne~t may be 
minimizing his or her pain. And when cons1denng use of 
a controlled substance in pain treatment, take a substance 
abuse history, and as in any therapeutic interventio.n, pay 
close attention to the risk management plan. In dolilg so, 
the risks involved in not ueating must always be factored 
into any pain management decision; not treating pain is 
often not a "safe" option. 

References . 
}. Gourlay, D., and'H. Heit. Universal precautions: a ~at

tcr of mutual trust and responsibility. Pain Medmnt:, 
Mar.-Apr. 2006, 7(2):210-211, author reply 212. 

29 

END00051388 

P-03605 _ 00019



,, 
t.! 

~r 

I
·,; . 

. 
~! 
: 

·r.;; 
ffl 

Responsible Opioid Prescribing· A Phv• : ' G . · ,.1c1on s uide 

30 

Confidential 

·.: ,... 
i r.-·. ~ · ., .. . ~ .. " 
... .: .. 
13 ,·: ..... 

:.~": : 
• f •• • 

... . ·. ~ . . ·. 
·; . · ~ . ~ .. : 
.~. 

~-

' ! 

d :: 

~.: .... '· . ·:-. ... 
: . 

-~.; ... 
·t/ .. , . 

1·· .. 

" ..... 
... t· . . .. 

~ 
\'. 

..... . 
·-: ~· 

' , 
·:_ 

Chapter 2: 
Creating a Treatment Plan 

"The written ueaanent plan should state objectives that 
will be used to determine treatment success, such as pain 
relief and kproved physical and psychosocial function, 
and should indicate if any further diagnostic evaluations or 
other treatments are planned. After treatment begins, the 
physician should adjust drug therapy to the . individual 
medical needs of each patient. Other treaanent modalities 
or a rehabilitation program may be necessary depending on 
the etiology of the.pain and the extent to which the pain is 
associated with physical and psychosodal impo.irment." 

-FSMB Modef Policy 

Because· measuring pain is fundamentally an untestable 
hypoth~is. the use of subjective reports of pain relief 

as the sole outcome of treatment will be difficult to meas
ure objectively. Indeed, the very notion and practice of 
"pain relief" often contains a hidden assumption: that it's 
poMible and desirable to "relieve"i ·pain completely. 
Everyone lives at eertain times with· varying degrees of 
physical and/or emotional pain or discomfort. ·People also 
differ significantly in their pain tolerance and have individ
ual thresholds at which pain impairs function. The rare 
cases of peopl~ with a congenital inability to feel pam 
demonstrates (usually tragically) the profound disad\ran
tages of a life with "7Cro pain." 
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. Ir~~cally, the rra4itional 0 to 10 pain scale used so often 
·~ clinical ~e perpetuates this misconception: that the 
ideal or. attamable condition is "zero pa.in:" It's a small step 
from this subtle assumption for doctors (and their patients) 
to asswne that the goal of pain tre2tment is the eliminarion 
of pain. This chapter will review some of the picfalk of this 
approach: Eve~ the primary goal of pain mlromim may miss 
:in essential po~t the direct sensation associated with pain 
ts not ~e only ~ponanc variable associated with a parieQts 
complamt of pain and may not be the most important fea
ture of the ov~rall p:esencation. A cricically impon:anr pa.rt 
~f undersrandmg pam, as a means of formulating an effec
tive treatment plan, is to look beyond the pain sensations 

thernsel~es to ho~ ch?se sensations ue affecting and possi
bl~ erodin~ a patients quality of life. Specifically; how is 
pain affecting the patient's functioning in daily life? 

From Anafgesia to Functioning: 
A Necessary Paradigm Shift 
Since ~ain imp~~ all domains of a patienti fife, complete 
evalwaon of pam mvolves looking in co the #ar that these 
noxious signals are having on ph~ical and psychosocial func
tionin~. Th.is knowledge is critically important for creating 
~e sol~d treacmenr decisions and management plan envi
smned m the Model Policy. Shifting from analgesia alone (or 
wti-d.imensional pain intensity scores) to a function-bas~ 
paradigm offers the following tangible advantages: 

. • Treatment goals become more objective and ve.ri.fuble 
(not relying on s_ubjective reporo alone); 

• Individual differences among patients, both in tertl'.s of 
pain tolerance and functional goals, are respected; 
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• An individualized evidence base is created fo"r making 
appropriate risk/benefit decisions on pain creaoncnt 

options; and . . . 
• Prescribing decisio.ns (including decis10ns to .w~ a 

patient from a drug regimen) are tied to mul~~en
sional ourcomes, many of which may be obiecnvely 
demonruable co the clinicians and the patient. · 

Mo.5t important, a function-based .trea~ent. saat~ 
offers the promise of increasing your paaencs .q~1cy of life 
and subsequently decreasing the bwden of their pam. Under 
normal circumstances, pain is an alarm thac warns us of 
impending or actual ~arm. It is designed to gr~b .our a~en
tion, and when pain is severe enough, co make it un~oss1b~e 
to attend to anything else. Thus, when ~e alarm 1cself is 

injured or malfunctioning, pain does not nu~ off normally 
and the constant drain on attention undernunes the affect
ed individual's a&ility to attend to the other aspects of his ~r 
her life-often aspects that make life wortl], living. Chroruc 
pain intrinsically diminishes one's capacity c~ ~ction and 
subsequently erodes the basic elements of daily ~e. s~ch as 
physical activity, amccnttarion, em?tional. stability, inter
personal relationships, an__d sleep. ~s canl m!turn, degrade 
role function, such as.at work or home, leading to depres
sio~, anxiety, and insomnia, among o~er como:biditi~. 
While significant pain worsens funcnon, re~evmg. pam 
should reverse that effea and improve functron. Smply 
"feeling better," \liithout improving functioning in some 
aspect of an individual's life, may reflect an inadequate. out
come. The most successful chronic pain managem~t 
includes reg-..ining collateral losses associated with ~at pam. 
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This is a. paradigm shift for many physicians, most of 
who~ have been trained to focw almosr exclusively on pain 
sensatton and intensity-believing chat the sole outcome is 
~o redu~ or,e~in:ne a pacient's incensiry rating. But reduc
ing a patients pam score &om, say, 9 ro 3 is only one piece of 
a .n_iuch ~er puzzle. Particularly when treating chronic con
dioons for mdefinite periods, it is not enough that patients 
~y .they "feel better." Depending only on such a plliely sub
Jectlve outcome can easily lead a physician to overlook evi
dence chat a medication is ineffective or is producing sJde 

· dfecrs chat may be reducing the patient's quality of life. In 
s~me ~cs, pain relief may occur without significant func
nonal gams but on more thorough assessmen~, function may 
be found to have deteriorated. The possible reaso11.1 for this 
are many, including side effect$, use of analgesic medications 
fo~ secondary purposes such as sleep or anxiety rather than 
pain, or even frank abuse or addiction. Even if a medication 
~ effective for a .certain sympropi, its side effects ~y present 
nsks that outweigh benefits. A broad perspective and a com
prehepsive history are required in order to 3S.5imilate the 
salient facts that inform more carefully reasoned treatment 
decisions. Reliance solely on patient self-reporting also, of 
course, makes ii; easier for patienr:s to deceive clinicians and· 
themselves about their treatment outcomes, including when 
problems relate to drug abuse. 

Setting Functionaf Gocfs 
Evalu:iting tr~tment effectiveness by linking pain relief to 
funcnonal g:un makes many physicians uneasy. It is under

standably ~cuit to subjugate a patient's positive subjective 
report of unprovements in pain intensity to objective evi-
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dence rhat functional gains have or have not been achieved.: ··' 
or, worse, that actual harm is taking _place. But analogous ~.1~;. 
uarions are frequently encountered m other realms of medl: 
· c For example if a diabetic also has problems with chron-~. ' fhis 

· "''~culins' corticosteroids may effectively ease some o ~- ' th .ks or her symptoms. But corticosteroids, amongst o . er ns. , 
worsen glucose control with serious consequences tn a di~) 
betic. Diabetic patients who would argue that they s~o~d ~~ 
chronically rnaimained on corticosteroids ~e~use 1c JS ffi~ 
only way they feel well challenges the phys1aan who ml:ISt 
make a rational cliiiical decision in the concext of the SCVC£~ 
toxicity of chronic corticosteroids in diabetes. No reputable 
physician would normally ~ccomrnodate such· a rcqu~ 
except under highly select arcurnstances (e.g., end-of-life 
care where comfort is the principle goal of treatment). Mo~ 
would clearly recognize that the risks outweigh ch~ b~nefi~. 
The physician is forced to say, "I'm sorry, but I cant give~~~ 
this medication even though it makes you feel better because 
it's going ro harm you .in the long run." A patient ~ho C?~:
tinues using an opi,oid medication, but whose qtiality ~f ,life 
is either unchanged or ~ctually wor~. may well be m .the 
same boar-and our response as phY,Sicians must be . ~ 
same: "This treatment is not working well because . . .. w~ 
can do better so !els find a more effective way to both co~
trol your pain and improve the quality of your day-to-da)' ~e 
(or help you become more functional)." . ·,, 

As illustrated by the case example below, some p~t1e~~ 
may report large changes in µieir pain score even .as ~~ir 
qualicy: of life erodes. ' .:· 

Contrast chis case with the patient who reports that .~~! 
pain dropped from 8 to 6 but is no longer,bed bound~)~ 
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Case Study 

Mike was a 38·yeor·o!d construction worker with lumbar disc injury. 
Alter !amineaomy and fusion surgery, the expected bone regrowth did
n't ocwr ond the fusion surgery was repealed. This fusion appeared lo 
work, but his poin continued. Several nerve bloclc P'O«dul?.li failed to 
bring relief. · ' 

Alter sewral housebound months, Mike sought help ot o nearby 
pain center. He locked energy, slept through eadi night in his reclining 
lounge choir, and wos often irritoble and short-tamporocl ~ liis wife 
CJ11d childrer• He complained that the hydro<odone he was prescribed 
wasn't warlcing anymore. His wife reported that Milce•h'ad used various 
drugs in the ·post and currently used bolfi alcohol and cannabis. 

His physician negotiated a realistic function·bosed treatment pion for 
Mike. His initial goals were lo sleep in his bed ogoin, offtnd a function 
at his son's elementary sdiool, enroll in a poin educotion class, and 
begin o program of gentle but long l!!rm physical therapy. Four weeks 
lat.tr Mike had titrated up his opioid dose os prescribed. "'nie medica
tion is reoly worfcing doc," Mike said. "My pain's gone from an 8 too 
2 most af the lime." 

But under questioning it become clear II.at Miko hod not octuoDy 
mode progre~ He was s111l sleeping in !fie lounge choir. He missed the 
achaol science lair. He had only seen the ph)<3icol therapist on<e. He also 
wasn't sleeping well ••• even though ~. felt ~leepy most of the lime. 

· The physician realized that fhe ~ction he was experiencirv was 
intwfering with his progress toward func1ional goals. 
· After considerable poliont cduc.otion and negolio1ion, Mike agreed lo 

loper off the opioid and try a new regimen of a non-omphetolline stim
ulant in rhe morning ond a Jedoling medication for the evenin& This 
nomialized his Jeep/wake cycles ond left him with more enerw clvring 
the day. He used non-opioid analgesia for his pain. · 

Four weeks later, Mike hod attended fiYe meetings of o chroaic pain 
.support group, and several sessions witfi o pain psychologist wlio 
fought him skills For coping, distraction, and relaxation. His wife repan
ed fhot he half been reguforfy Ofltn&ng physic.a] thefopy. Twefvt weeks 
later Mike looked relaxed ond alert. His pain was not gone; he iaid it 
~riecl lnm about o J too S (out of 10) from day to day. But hesoid he 
could live with that. He was moving around, making slow but s11iacfy 
progress in ph)'Jical therapy, and b..comin9 ~idly ociM. He was Len
ef!llng from o palitive feedbock loop: o relatively minor rtduction in his 
pain led to impl'O'lemenls In function. This, in tum, further reduced the 
impor1ance of pain in his th>, which further lncrec~ his fundiOA 
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• . .Y • • • lf . and is starring to engage in 

. ~~ .. : able to bathe herse ~amc'1 l this is an example where ~· :· , mall amounts of exerase. ear y . should 
· ' · • s d · n in palll score •\ . . : . th pacient with the greater re ucao . . th the 

,... · .. . e .c..!•ure and the pauent w1 
i;, . . • d as a creaonem rcW A 

... v · . · · be vtewe __ _J •

15 
• a treatment suc.cess. ' · ' d ~:"score rcoucnon .,,. . . more mo est p..... . . (' two points on · .\ . • . d · · n in a pam score 1.c., 

. , ·. ·:: 20-percent re uctto · · ficant but itis 
:: .. ~ . . ~;· ,· the standard pain scale) may not se~m ~!{~ces significant 

·· .. :·. ~.!"· .. _: : .. :,-~:,. : . · a perfectly acce~table g~ :;;d ~~ ~e chart below. 
' benefits for a pauent, as us 

I •• 

, 

:.&. . r .. . 

>. .. : .. 
.. 
' ....... 
" · .. 

·., 
~ 

Activities Impaired by Increasing Pain SeveriV 

Relate 
Walle Walk 

. Sleep Sleep Sleep 
Active Active Active Act,ive 
Mood Mood Mood Mood 

Work Work Work Work Work 

Enjoy Enjoy Enjoy Enjoy 1 Enjoy Enjoy 

3 4 5 6 7 8 

>>>>>>>>>>>>Worst Pain Roting>>>>>>>>>>>> 

I 
, A$a>cd in anctrpainpalicncs Aud. Med. Sit>fapmr, 19')4,23;129·138. Solll'Cel Clecbnd, C.S.. and K.M. Ryon, Ann. 

th ·cal O to 10 pain scale as The illustration rdlects e typ.1 fr 3 8 It clear-
. . ran~nv om to • . . aces funcuon at scores o-o ch · 

it ID1p . fun . . progressively impai,red as e pain 
ly shows how co.on ts how seemingly modest 
rating increases, and conversl ely,. c dramacic functional 

d . . ain can oans ate Ul o . Id 
re ucnons m P . . duced A pacicnt to 

rawigs are re · · improve~en~ as paw ·11 d e his or her pain by 20 that a specific treatment w1 re uc 
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percent may be unimpressed by chis goal. In some cases of 
c.!i.ronic pa.in, me spiraling loss of function may be a para
mou~t concer.n, and halting a pattern of progressive loss of 
funcoo~ and ocher losses related to pain may become a 
functional goal in itself. 

A single pain score may be important to patients as they 
~~Y. have learned through other medical exp~riences that 
It .JS unp~nant to the~r clinicians as a quantitative >1£dsticlc 
wuh wluch to effeCT?-vely communicate with their health 
care providers. Bue pain is so subjective that a single value 
on a single visit may have much less utility ~an pain scores 
used to help monitor changes over time. If the treatment 
outcome is framed, instead, in terms of the reclaimed func
tion through a few-point reduction on the pain scale, they 
may be much more likely to see this as a major positive 
ou.tcome and commit to this rreaunent goal. Reductions in 
p:un scor~ arc nonetheless important and must be hon: 
ored ~d incorporated. Subjective pain relief is valuable 
:u1d. desirable. However it is a potential proJ:>lem when sub
Jectl.ve pain reliefis used in isolation and as a sole determi
nant ?f tt':'1tment outcomes for a chronic condition. In 

. i:hron~c pain ma.uagemcnt, it is often best used as part of 
the prunary treatmenc outcome with the overarching goal 
of functional improvement. 

. Function and Controlled Substances 
Switching to a function-based paradigm for creati.ng treat
ment plans has particular value in the area of controlled 
su~rances, ~ecaust function offers a useful way to differ
enoate a patient who is truly addicted from one who has a 
similar appearance but is not. This differentiacion is 
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··+ :;:~~·. . . 
. ::;~ . . .. :: . grounded on the fact that addiccion (as ;-veil as pain) I:ads 

· ·~· . " '· dv.:function while pain relief should unprovc funcnon . 
. ,· to ,- chr . . 
- ~; . . When given adequate pain relief, pe~so.ns in ~O:c pain 

. · :;· =in or maintain function in thei.c lives. Adcl.icnon, on 

:.';: : ~ilier hand, involves drug use tha1 causes dysfuncri~n 
:· .. .,:, in one or more spheres of a person's life. Addicts have a di~· · 
.· ·-~ ease that impairs their ability to control or modulate th~r 
: ~; use of a drug despite the dysfunction an~ harm that 1t 

~ · · incurs. In the setting of active addiction, function does nu.t 
«j' :". ::-·_«. improve with exposure to the drug. Althou.gh m~y cases 

. .. where analgesic uials do not lead to funcoonal '."1~rove
ment are caused by something otlier than addicuon or 
abuse, the lack of functional improvement always indicates 

~;~ . . a problem with the treatment or some other &.cet of ~e 
"'· : i . · patient's life that deserves attention. At the very le~t, l!l 
~:; .:·: · · case.s where analgesic trials do not lead to funcno~al 

);:: . . improvement, re-eYal~cion should occur, u~izing a . dif-
. \'.~ · '.· .: : · ferencial diagnosis that considers subStance ITllSUSe, diver-

. . -c, ;. . sion, -abuse,. or ciddiction_ 
. ·l~' .. ·. 

I ' 

'· 

.: 1 ... •. 

. ; 

·I 

A lack of function or dysfunction that is manifest in a 
h · · func tre2tment progr:un m2y turn out to 1ve us roots tn -

tion-limiting sid~ effects, such as sedation, or may be 
caused by untreated affective disorders that are commonly 

· associated with chronic pain. However, sometimes the 
manifestation of dysfunction will represent addiction, 
diversion, or abuse. a distinction that may be difficult to 
make without ~bjectlve measures. Pucrfog functional goals 
at the heart of a trtatment plan. in other words, can shed 
valuable light on the sometimes confwing PC:S~ntations of 
patients in pain. (The subject o f addiction versus 
pseudoaddiction is covered in more detail i.Q. Chapter 4.) 
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As mentio~ed i~ the previous chapter, che phrase "uni- ){·; :~:0::' :'.longstanding deconditioning, recovery re~uires recondi
:ersal_ preca~uons has been borrowed .&om che field of .;~~· ,~-:::.~, ; ' noning that may take weeks or mon.~s. ~anents .should_ be 
mfecaous diseases. The rerm refers to a standardized ::>r .: ·.:'..·::"·~. educated about this need for recondit1onmg and it mus~ be 
appro~ch to r?e as~essmem and ongoing management of ~~S; -~- ~·; . . sfressed that the process is . a maratho~~ not a spnn~. 
all paaents with. pain. Just as it is impossible to predict if ~'i§! : ;: . ·::Y Experience shows that if a paae~t can achieve ?ne goal, his 
patien':5, (?r the1~ body fluids) will harbor. an' infectious ~~~1 .. ~ ·.-': .· '. qr her motivation and attitu~e improve: making ~e next 
agenr'. its un~oss1ble to predict with any degree of certain- . '.":.:i :. ;~~:·. oal that much easier to achieve. As with other life pur-ty wh1ch p a · · ·n b '"' 1' · '-· · · g · " . . a encs tn pa.in w1 a use prescription medica- ·. ·.'?_' . 1_--:".' suits, "The key co success IS success. . 
ttons. ~sing standardized assessments and approaches for ·~J1 }).>:. Here, for example, is how a set of functional goals co~d 
al/ pa~1ents, such as wrinen agreemc:nrs, random drug ;~;:~ ~-~· .. ~~" be set up for "Mike," the construction worker fea~red m 
screening, or screening instrumenrs for risk of abuse -~-~~4 ) ':f:. ·. the case study earlier in this chapter. Although Mike was 
makes it-possible to offer a broader safety net that avoid; '~f.1 ..!t: .. focused exclusively on his pain and need for relief, the hug-
pore~tial dispa.riti~ in care, helps meet requirements for :~·~ :'.{~~t. er goal for any physician (after sufficient medical evalua-
~nfo_rmed consent, improves patiem educarion and panic- ;i;f~ : ) ·:: ·.; tion for a treatable lesion) should be to find~ scrategy that 
tpat1on'. and minimizes Qverali ·r.isk. If logistical or financial ,. '.ti~ _:~:;};' - would improve his activity level, restore his self-esteem, 
constraints. lim_it the ability to pursue chis ·broad strategy, ;i _{;~;·; and rebuild his quality of life. Often ~e b;st pla~ t? start 
an alternattve ts to apply randomized screening only on ;~,~ ."i;('': is with a simple yet important question: What IS lt that 
high risk p~tiems or patients exhibiting aberrant behavior. ·~t ?:~-; you're going to do on this medicine (or treatment) that you 
!f owever, ~mce we are nor adept at determining who is and ·i~ :+) can't do now?" Sometimes patients won't. kn.ow. how to 
is noc at risk for opioid abuse, such approaches have risk }i:/: ::.; .-·. answer at first because they are unused FO t;h.inking m t~rms 
fC • • • ' ,. ' "I d ' kn I ~r ~tigmatJztng patients and potentially creating dispari- ~ : .. ~.:,.- of functional goals. They might say, ont ow· · · 
oes m care. ·:,it) ·:~ ' , just want to feel better, that's all." 

~~ "'t As just explained, this is an understandable response, Getting Started 
You _don't need expensive interventions or high-tech diag
nosacs to ~mb_ark on a function-based treaunenr plan. All 
you need is a pe~, paper, and the information you've 
gleaned from a basic conversation with your patient. The 
functional goals of a treatment plan must be achievable 
and realistic. Progress is usu:tlly slow and gains are made 
one step at a time. In the case of chronic illn~s maked by 

confidential 

;W ·: :.: but it does not help to develop a set of realistic functional 
\~ :._ ·:. goals and some "hard" measures by which to evaluate _out-
·~;f.i comes. For example, upon further questioning ~i~~ mi~t 
::~ · ·'. want to sleep in his bed again instead of the reclining chair, 
-~.. attend a function at his son's elementary school, attend a 
~;-~ pain education class, and begin a p1:°gram of gentle ?ut 
~;-~ . long-term physical therapy. He InJght agree ~o bnng 
:(:. ·- records from his class and physical therapy sessions and .. :~ 
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have.his wife confi his :· -~_.·~ ~..J;" : '.• . h . irm progress in ch ji · ... ;r: • ,; !).'" ..• . 
P ys1cian and patient would e o· er areas. &;Ji·:~~ ;: · .:C~~·f~ctional goals must be set collaboratively between 
map by which tO measu now have the Start of a road ·.~ f,' .~;~.,_~ patient and doctor, be realistic and achievable, be mean-
WO ldh re progre.ss and th h · r.. • . . •:•r.,'.f''<· · d be ifi bl · 

u . ave evidence on which ro base, e P ~s~cian_ :~·;>-;~·+; • .;.~ 1ngful. to the paoent, an v~r- a. e; _ 
. This approach also lays the foun . treaunent ~ecis1on$;_ :") , ;.J.:r,:·• funcoonal goals muse be reVIs1ced and_ recalibrated at 

s1ons about chanoing the daaon for making deci--.;.~)': ,.,.~;· •.. -~: regular intervals by both doctor and paaenc; and 
b' course of. or ev • ·· · • ·.,,;_(· ·· f th d · · rreatmenr in cases where oals ' en tenninanng .:;_!.t~ :·~~;~~ .... Because patient values and the functions ey esue m 

outweigh benefits, or in g are nor mer, adverse effecis · .. ~~ :;.~~t '~L~· life vary, each patient will have a unique set of function.al 
ingl d . . rare cases where a pcrso . kn ·""'"··~ · ~·· '·: . . : , . . . Y ece1ving a physician t . . n is ow~ ,"(:,1 :·!~~;~ ··;; 'treatment endpoints. 
poses. For persons wh . odprocure op101dsfor illicit pur: <;:;{r• ~-f;:<:o:},· .>: . 

. o lnten to b dru : ,,,.~ · 'o\>'i d • ·'- ' · 
prescribed to them parti . . : use: gs chat are being :.·~~: ··(!·~·::1 :. '.:.Although using fi.mctional outcomes may add some work 
ta . fc ' ctpaung In a program .th -~~· ,. .... . . . . 

rions or objective functional . WI expec- ':J~1~ f::;:~y. to the start of a tteaunenc plan, it will pay-dividen~ over wne. 
able barrier. Many such ind' 'd 

0~,~comc.s will present as. izc:_:·5~ .;:'l);. ::· A.s note::d above, a functional plan need not be onerous, com
rath th iv1 u;us may seek ca ls h ~+"' •\ ·1 .. h, . . d. di 'd 
. er an undertake the effort of . . . re.e ew ere \·:~£ \i:f-.: plex, or elusive. Onthecontrary;aco~o~nsean m .VJ -

aonal outcomes charade. parcicipaong in a func- : ,.;,i~ :,~:,i;f~:: . ualiz.ed approach should result from asking sunple quesoons, 
. j~!~ ~;_;y;t · respecring the ~aticnt's ~ues~ and targeting ~als of impor-
Components of an Eff~·e li _ I . :.·~-;._. •.:!.;:-. tance co the pat1enr,srarungwiththe mosramunable and pro-
A fun . b ..-..uv reo., uent p an . ">...,::J ·•• • • . b . 
. caon- ased treatment para.di m 

0 
. . :;"~·;. :.~fi. gressing over time to greater challenges. Goals must e pcn-

cian and parienr many benefits lar ffer~ both rhe clini- .-~ .i~· odically followed up and outcomes assessed, using the res~cs 
mcnr course from the often ky ~ liberate a trear~ ..... ~. -~ ::~=. . to derermine .the direcrion of future care. At some point, 
man mur terrain of c.liro • . v'I--"" '?:··· fun . d ch di 
· ~gerneot. As you integrate th.is a co . rue pain :-1~ :-:~::":. . ~en~ may pla~ at a ~rntln l~~ of . ·.coon an ca : 
prac~c~ keep these principles in mind·PP ach mro your ~ii~ •:; . ruoan, m coosulra.uon with the paoenc. Will have to use theu 
• Elunmation of all pain (i e • ,, · . . · ~:C.: .. -:;' . clinical judgment to determine whether this is acceprable or 

th.er possible nor desirabl~· ., zero P:1Jn) 13 usually nei- .'Ji ;·.' changes are needed. Even after a plateau bas been reached in 
• A patient's pain score is jus; one f . . }:r~ __ · which Stable medications are ~ffict by stable function at an 

to overall sracus and potential r 0 many vanahles related }: acceptable level, ongoing periodic review with follow-up func-
• Tveat . a1s ror recovery· ,.. b abl de · ment ~o should nor be ser . .' . ~: ·. tional assessments a.re necessary to e e to tect · any 

of changes tn pain scores· pn»Mn'(y m the form '; decline:: or improvements that may occur over time. 

• Seemingly insignificant' · i 
acrually be cxrremel si n :~arn-s~ore reductions may :~ 
func~Jon; y g J.JJCanr in terms of reclaimed . , 

·~~ 

F , . . 
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Summary 
Chapter 2 explored how tu c.:1catc effective treatment plans 
for patients in pain. In formulating a plan, targeting direct 
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sensations associated with pain are not the only important 
feature to ~ocu.s on. Com piece evaluation and, planning 
means looking beyond the pain signals to the effects that 
those signals have on physical and psychosocial .function
ing. Optimal outcomes include "feeling better," but are 
best .objecci.fied with improved functioning in some or 
~uluple a.1pects of an individual's life. Switching to a func
tion-based paradigm offers a useful way to differentiate a 
patient who is succeeding with an analgesic treatment 
~om some~ne who is not and may even be abusing, diven
rng, or addicted. Attention should be paid to even small 
r~d~ctions ~the pain score, since they may be extremely 
s1gruficant m terms of reclaimed function. Sustained suc
cess will require that functional goals are revisited and 
recalibrated at regular intervals by both doctor artd patient. 
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Chapter 3: 
Informed Consent and Agreements 

"The physician should discu.ss ~e risks and benefics of 
the use of controlled substances with the patient, persons 
designated by the patient or with the patient's surrogate 
or guardian if the patient is without medical decision
making capacity. The patient should receive p rescriptions 
from one physician and one pharmacy whenever possi
ble. If the patient is ar h igh risk for medicatioh abuse or 
has a history of substance abuse, the physician should 
consider the use of a written agreement between physi
cian and patient o utlining patient responsibilities, 
including: urine/serum medicacion lev~ls screening when 
requested; number and frequency of all prescription 
refills; and reasons for ·which drug therapy may be dis
continued (e.g., violation of agreement)." 
-FSMB Model Policy 

T ike all treatments, effectively treating pain requires a 
.1.Jplan that will often hinge on a careful bilateral negotia
tion with the patient. In medicine, any treatment plan 
spould constitut~ an implied agreement between a physi
cian and a patient. formalizing a treatment plan by putting 
it in writing can serve many helpful purposes, not least of 
which is obtaining and documenting informed consent. 
(The general subject of documentation will be covered 
more thoroughly in Chapter 6.) A written patient-physician 

45 

END00051396 

P-03605 _ 00027



Responsible Qpioid Prescribing: A Physician's Guide 

agreement can serve to achieve a complete and uniform 
process, as well as help deal wich any potential curves or 
bumps that may occur along the road. Such an agreement, 
ofren termed a patient care concract, can cover many differ
ent facets of care ranging from risk/benefit assessment and 
informed consent to administrative policies or any other 
educational issues that the clinician believes should be 
emphasized. 'Wiitten agreements can also improve the coor
dination of care among a team ofhe:Uthcare providers when 
they all are required to sign the agreement. (The ariicles in 
the suggested reading at the end of this chapter provide 
more derails about these approaches.) 

Any written 2.greernent should document all the major 
points you have covered and agreed upon with the patient. 
Some pain-management centers use an agreement or contract 
with all patients as part of their st.andard practice, because 
selective use of these tools can be perceived as potentially 
reflecting prejudicial bias. Some programs apply these agree
rnenrs or contracu with all patients who chronically receive 
any opioid-conra.Wng medication, and some have even pro
posed generalizing the practice to include a written agreement 
with aU analgesic tieaonenrs. A dearly-written understanding 
of the agreed-upon treac:rnem regimen helps to enlist patient 
adherence, even in regimens that do noc include opioids. 
Although opioi9 prescribing may include more risk-manage
ment and monitoring obligations than non-<>pioid analgesic 
regimens, any treatment regimen carries vazying degrees of 
benefit versus risk. Regardless of whether or not a physician is 
prescribing a controlled substance, there are tangible advan
tages to incorpora~ risk education information .into a dear 
and transparent agreement process. 

confidential 
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·' >: 

Informed Con•cnl and Asreemcnl$ 

. . nh . g that the term "agreement" is perceived . It IS wo noun l · than "con-
• b ptab e to pauents . by some to c more acce . . tten or oral 

. - ~ " thoughfromalegalscandpo111t,anywn "d 
tract - d ctor and a patient may be cons1 -
agreement berween a o . hould treat them as 

' . . . "· 

ered a "contract" and both. parues s reemen~ you use are 
ch Be sure that the terms in any ag . bl and 

su . . eptable attama e, understood by your paue_nrs, ace , . 
consistent with your pracuce. 

Components of on Effective Agreement&· t cun· ~·~~ 
dd some up- on Crafting these agreements may a f ad that ~ill 

'd number o vantages .. patient care but proVI es a · Written 
benefit any patient and any treatment regime~. 

agreementsth: . tn' a coll~bot'ative decision-rnaki?g 
• Engage e panenc ..... . 

· process; with specific fo nc.,. As . . framing expected outcomes "bil 
• s1st in . , l d respons1 -tional goals and clarify the paoents roe an . ; 

i in attaining these goals; · ! · • ( d his 
ty . . . al eminders to the patient an . • Serve as mouvauon r d with 

. ) of the specific goals agree upon . . or her caregivers •:-

the physician; · f tr~;~ 
• Serve as informed consent formb~r ;pv::;:~v~ce as to 

aches (Be sure to o ~ -
ment appr~ : fi d consent, and adequate doc'!::
what consntutes m orme ) . hi h vou 

. thereof. in the J'urisdiction(s tn w c ~: mentanon . ' :: 
. '-: \' .. 

pralcu ·ce.)'.d misunderstandings or distortions of under:. 
•Hep avo1 . · 

standing over time; · · . akin about 
P . d a foundation for later dec1s1on m . g . : 

• rov1 e . . 'f fo ctional goals arc not changes in medications I n 
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a~eved, or even termination of treatment if problems 
ame (such as aberrant behaviors that cannot be other
wise managed-see pages 61-64); and ' 

• Potentially . enhance the therapeutic relationship 
between pattent and doctor by enabling clear communi
cation and expectations. 

. Although example.5 of standard informed consent agree
m~ts for o~ioid treaanenc are available at professional 
society websites such as the American Academy of Pain 
Medicine (www.painmed.org), many variations of treat
m.ent agreernen1S arc p<>ssible and they can be tailored for 
sp~i.fic types of treatment. (Some sample agreements are 
available through links provided at www.tSmb.org/pain.) 
They can offer £xed language: or include "open" areas co be 
filled in with specific and unique aspects of the patient's 
treatment plan. For example, a list of functional goals can 
be ge~erated within an agreement (written in· by hand or 
~ed ~t~ ~ computer-based form and printed out for sign
m~. Climc1ans may want to consider adding any of the fol
~owmg common elements co their treatment agreements: 
• Educadon about the risks and benefits of the agreed

upon treatment; 

.• Clarification of goals for treaanenr decisions; 
• Statements relating to expectations around individualized 

goals and agree<i-upon processes for documenting progress; 
• Need for the patient to inform the creating physician of 

relevant information (i.e., side effe.crs, iise of other med
ications, changes in condition); 

• Smtement of time frame for which the agreement is in 
effect; _ · 
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... · . . . 

• Requirements for including or communicating. with 
'.-.additional healthcare providers involved (e.g., prunary 
: .. care physician, pharmacist, psychologist, physical chera-

.· pist, etc.); · . 
• Who receives the agreement, where the agreement is 

. kept, etc.; . 
• Statement of patient privacy rights; . 
• Administrative policies and expectations (e.g., m1~ed 

appointment, follow-up, appearing without ,a~pomt
ment, single pharmacy req~emerus, expectanons of 
how emergencies will be handled, etc.); and . . 

• Specific terms for administr~tive or o~er termm~uon 
(e.g., abusing medication, mlSSe~ app~munen~s, vtolat
ing agreement, inappropriate .b~hav1or, no lillprove
ment, pregnancy, tolerance, toJOc1cy, etc.). 

Treatments involving controlled substances may be well 
served by including the follow~~ add.it~<?n~ elements: 
• Patient responsibilities on imprope£ use o.f c~ntrolled 

substances (e.g., overdosing, seeking med1cat10.n e~se-
where, selling medication, stopping med1cat1on 

abruptly); . 
• Limits on replacing lost medication or ch~gmg pre-

scriptions; . . · 
• Limits on drug refills (e.g., phone allowances, mailing or 

faxing policy, normal office hours, etc.); 
• _Agieement to comply with random drug screens; . 
• Education on side effects (including tolerance and with-

drawal);. 
• Education on addiction risks and behaviors; 
• Pharmacy issues (e.g., one pharmacy, in-state pharmacy); 
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• Additional risks r a • . ..... .. !·: ·, ~ - '. -
\e.o., mteracaons with th A~·-- . : . ~ •.. . ,, . 

masking conditions, drivin safe . . 0 er -"l?; " "· .. ".,. · .. effectS and the challenges of achieving functional improve-

• Legal considerations (if ap:licab~ ~~g. pregnancy);. :)~ : ·; ··. menr. Moreover, they will bear the amsequenc~ of any 

• Need for single prescriber for all 
0 

i ~e of stat.e l~ws); ·• r ~ · ". ·"· . .. :adve:S~ o~tcomes. A pa'.e.rnalistic approach, wh:re the 
and P 0 d prescnpaons; .... ,! .. ~ .. .,.: phys1c1an 1S the sole decis1on-maker, may resulc m half-

• Terms regarding specific d' . · .-} · : ·'. · beaned patient acceptance without investment or full 
scribed: long-acting ge.ne . mbe icadsttoo (e.g.. type pre- ' ·:· . .; ". -:: 

1 
eommionent co the aeaanent. If expecced outcomes are 

' nc ran etc) ,. -. · · · • ' ' • . :;:~ . :·.: · · ~Ot achieved, the head of this treaanenc regimen-the 
Effective Communicarion :-,.,.: . 1 .. ; .~'physician-will chcn be rcspowiblc. Although ic may be 

In addition to includJng all relevant · . · :,.~::: :':'..:) . consi~ered noble for the clinician to shoulder the respon-
treacment in a wricren agreement ~p~c:S of a proposed :! ;,~ ;~' sibiliry, it is usually noc in the b,cst interest of the pacienc. 
cuss che r'.sks and bencfi~ of the u;e ~/;cians should dis- ; ... :i: ·: ::,.:': · The incentive foi: success must be with a patient who :!ear-. 
stances w1ch the paciem (or with th . Y ~nuoiled sub- .:, -.t-, . .. . . ly understands chat m:auncm success or failure necesmaces 

guard.ian if the patienc is without m::c:;~nr~ ~urrog;1~ or './: '. ·:··, .. . :. his or her participation and invcsonent. Although the 
capacny). Patients must be given th ecmo~-malcing . ?;i. ::f. ~:- · physician has ulcimate responsibilicy for the ueaunent 
questions, and physicians should " he okp!'o,,nuntty to ask :5(: '.~·;·!> pla.a, he or she may be well served to take the position of 

c ec m 'th · '"' ,.. • ·· 
to ensure they understand what th ;:.1 patten ts • ~:W ·., ·:.. the cxpen advisor and consultant. The pacicm is best 
trcaonent that is simply handed ~ ey .are . mg told. A .~/ served by being put in the role of chief executive officer of 
her input · h 'ch 0 a pauent without his or -~:..=· .. ;;·: · h.is h · • or w J is hastily explai d "th th . ~:;; . . or er treatment regimen. 
to be misunderstood by a p r' ne wi·l.l e 1>9renoal .:~ Effective communication and patient education .arc 
R . . a tent w1 not uffi .... · cvtewing the consent form and n ' . . 5 ice. )~ ·. integral paru of "best practices" from both an ethical a.r,i.d 
formalicy co be buried in the ch ot tre;tJng It as a mere f .: . legal standpoint. A patient who does noc fully underscand 
pe fu d art trarurorrns this fio ,.., f r nctory ocumenc wich the sol f ~ a · ;:· the potential risks and benefits o a procedure or treatment 
the p hysician's pncticc to a livin e purpose 0 prorecong \·. cannot be said to be truly "informed" as required by both 
standing aboui: the agreed upon g cornersftone of under- ~ .• t; law and the ethical guidelines for medical practice. 

· . course o care th · · assi~t m treaancnr success. at may ·:.f:. Inadequate communication on the part of a physician and 
Smee any beneficial treatment al . ::;. the fu.ilure to educate the patient about the ueaanenc reg-
d ways carnes s . '· an more aggressi,·e treatmenrs usual! ome ns.., ,:'i. imen, in 9thcr words, can have seriow consequences. 

$haring these concerns d d . . Y carry greater risk, 
ly important T he . an ec1s1ons abour risk is cricical
the work of .tr paaents, after all, will uldrnauly take on 

eatment adherence, tolerating possible side 

so 
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Summary 
Key elements of informed comcnt and agrcemep.ts were 

reviewed in this chapter. 
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Rc>pon>ible Oplcld Pr~bi~: A Physicion's Guide .;:_:;~:, ~~._ 6~-~}~. ~----------------------------------------·.;...~ 8. ;¥~~--.~. ~ 

. . . ~!~~r i~1~::-~- . In medic1ne, almost any treatment plan consurures an : -~·~ -;::.. ,.~,," ;_. ' · 
implied agreement becween a physician and a patjent. '-{~ · ::t:f,.: :; :' 
Regardless of whether or noc you arc pmcribing a con- :.--:~~ ) r;:> .. ;· 

Chapter 4: 

trolled subsraoce, there are rangible advant=es to incorpo- · ~.'i,W.. ·. ~-:t?·r.,, h uld . dically r~·iew the course of 
., ~ ... '!;. • , .-, • ~ h . . s o per10 ~ • 1 rating risk education information into a clear and cranspar- :~:~ ~· 1·(7'::~The P ystcian d . __ ,.ormation abouc the ecio -

. ' '-t .,., -~ 'I . eaanent an any new lfll• f h al h ent written agreement. Be sure that the terms in any agree- '.-.. :~?; :~.:,~·-•.:·~p~ u h . the patient'$ state o e t · 

Periodic Review 

• i- :tr-~ ;::-.·.~·. · · f t c pain or b ments you use are completely acceptable, anamable, and ~=;i·~ .~;;.,:,.·~··0gy ~ . modification of controlled su s~~c~ 
. 'th . . h d full "~-.. .. . . ,.,. Conunuauon or els th hys1ctans consistent w1 your practice. A pauentw o oes not y .. 1~· ~ .. ,:~:·:··· • cment therapy depen on e P . . 

understand the potential risks and benefits of a procedure :~:;t :·::'!;~ '.: foralp~ mruoiafg p rogress toward tre.atment obJCCtdJvesb · 
• .,.:1. ... ~ ' r ev uat1on b · d' Y or treatment cannot be said to be truly "informed" as ~~-; :'.;."'~:·~' s ·· . f tory response to treatment may e in tfucate. 

· d b b th l d ch b' · · f · · ·,;.-t " !,. ·' a tis ac · · · cxl level of ncnon, rcqw~e y o aw an c et 1ctl gwdelmc:s o medical ?t':!i ,;,~i._f!.-:' the patient's decr~ed pain,_ mcreas_ ·ve evidence of P"ct<:"', You cm ''°'" ~"'""' 'll".'m<nu '""' bdp 'J!! !.'l'i;, ;;, imp<ovcd ~·:'~<y of life', ObL~~d be moni<a<cd 
meer informed consent requirements using templates that ":~ ~!~~ improved or dimlJllshed ~ctton s b ther care-
. vailahl lin b -" · fr th ifi f '1'l~ ;t<-..f c · from family mem ers or 

0 are a eon e or y tauonng one om e spec c.s o _ --~~ ~:£ .t and in1ormauon . . d . . the patient's 
• """~· t..:- , h uld b s1dered m erermmmg your pracuce. ;; ' .'"•:[;· givers s o e con . , ogress is unsacis-

Suggested Readings 
I. Fishman, S.M., T. Bandm3.n, A. Edwards, and D. 

B9rsook. The Opioid Contract in the M:mascmcm of 
Patients on Chronic Opioid Thm p ic.s. f. Pain and 
SymptQm 'Mamgement, 1999, 18(1):27-37. 

2. Fishman, SM., G. Mahajan, S.W Jung. and B. Wilsey. 
Bridging the Pain Clinic and the Primary Care 
Physician through the Opioid Contract. J Pain and 
SymptomMan~gement, 2002, 24(3):254-262. 

Confidentia l 

.-,, • ·~... eacment. If the pauent s pr f 
~ "'11<;.~:.. response to tr . . h uld assess the appropriateness o 
. -~.i 2f.,_! factory, the physftCthJall S 0 nt treaunen't plan and consid--~· t .... - . ed use o e curre 
.;:,.~ ·:..;:; conunu f th th rapeutic modalities." ~~ -~·~ er the use o o er c 
~J~ :·~· -ESMBMockl Policy 

-i J . p=~~i;:.~:op~:::.~~~=:oo~~~ 
-~ . . -·alu· acions made are tailored to the patient~! d gwh 'caly 

.:.:1:: ... • , • ·cal · d ent For examp e, a P ysi 

.-J.:, the physicians chm JU gmb . . d at each follow-up 
--~:""ti'on may or may not e reqwre .· .d .. ,~: ...,..,,......... dical li ng boar -some 

I· • • (Check with your me cens1 . '). 
:.':1 v1s1t. . . h . cal examination at each visit • . :c· states may reqwre a p . ys1 . 
:~ 
:". 
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When conuolled substances are involved, physicians must 
attend co predetermined treatment outcomes and be alert 
to a wide range of potential adverse effects. These include 
the common physical adverse effeccs of opioids such as 
sedation, constipation, urinary hesitancy, dry mouth, nau
sea/vomiting, icching. sweating. and hypogonadism, as 
well as more subtle behavioral effecrs such as mood 
changes, signs of drug craving or seeking, or impaired 
function in spheres of dajJy living. 

Monitoring a patient's progress toward a sec of function· 
al goals (as opposed to simply asking if he or she "feels bet
ter") requires a means of measwing the progress (or lack 
thereof). This neither means that physicians have to 
become privare investigators, nor that significantly more 
work is required as long as the goaJs and means ·of veri6ca- . 
tion arc clearly sec up from the beginning. The key is to 
work with patients to create a sec of realistic treatment 
goals and a mcaru of charting progress towards cpese goals. 
!he major responsibility of attaining those goals and pre-
senting the evidence lies with che p~nmt. · 

k discussed in previous chapters, patiencs in chronic 
pain s_uffer col.laceral losses that are manifested through lost 
function and decreased quality of life. Reviewing a 
patient's functional losses and desired gains is an essential 
part of determini11g an initial treatment plan and is critical 
to establishing useful measures fur progress on cecum vis
its. Functional goals should noc be extravagant or difficult 
to detect, bul they should span as many domains of a per
son's life as possible: personal and social relationships, 
work, physical activities, hobbies, and spirirual activities. 
On the next page are examples of some simple functional 
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Periodic:: Review 

Functional Goal Evidence 
Begin physical therapy Lottor from physic:ol therapist 

Sleeping in bed as opposed Report by fanily member 
to lounge choir or friend (eilher in-per3CJO 

or in ~ting) 

Porticipotion in poin support group le~r from group leader 

Increased odivities of daily living Report by fanily member 
or friend 

Walk around the bbck Pedometer re<ording$ or 
written log of odivity 

Increased social odivities . Report by fumily member 
or friend 

Resumed sexual relations Report by portner 

Returned to wo~ Pay stubs from employer or 
letter confirming fie patient 
is off of disability leave 

Doily exercise G)irn ottendonco record; c;r 
. report; fro!T' kimily mem~r 

or friend ' 

goals and ways they might be verified during periodic 
review. 

When validation requires a repon from a spouse, part
ner, family member, or &iend, itt may be useful, if ·the 
patient is willing, to have that person accomp~y ~e 
p7.cient to follow-lip visits. Of course, no validaoon 
scheme is l 00-percent foolproof-if somebody really 
~ts to fool a physician, he or she will find a way. But 
experience suggests that dysfunctional or even deceptive 
patients reveal themselves at some point-and repeated 
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fc 
-~ ~ -~ --~ ··· 

R:quesrs or the kind f ·d . '' 1 .. -~:· ,.:, ·· 
o ev1 ence JWt mentioned fc th - ,r:'? ~ '~:;:.: :.'· ... 

unmasking earlier in the co"~ f orces is · ·;. } ~:~y:. '.:the creaanent of so many other medical condicions, peri-
l ~ .. e o treatment S h · - · · ~. "ii"~ · ·· · · 

rare Y are able to keep up a ch d f d · uc patients . '.~:~ 1 ~--,;.':: .. .-od.ic review may mean that you and your patient collabo-
tl
. al . ara e o ocumentin fu . ,, ' . - ~:. •. ' . . . 
on unprovement, n<>rncuJ 1 jf th . g n~- '?:;.::I~ ;\.~· ·::. 13tivdyagree to conunually move the funcuonal goalposts. fun . r-~ ary ; eu general 1 cl f " -~ ,.,., , _, . . - h 

cnon is decreasing. If paa" 
1 

. ev o -.~~.;,~ ... :-·~; -·. · in these circumsrances, the p ysician is akin to a sporu 
cncs are oak.in fc . • '1 .... M ' • • , 

access to an abusable prescription dru ch g or ~ .:Js' 1~'t-.,'.'~~~· If a p~cient has achieved a go~ pr set of go~, you 
ply go elsewhere when they see fun g,_ eyb may well ~un- ; .;;.:; .. S!: : should recalibrate the goals co moovate the paoeot to 

h a cnon- ascd h ' I.: ·--~ ·" , ··· or w: en asked for evidence of approac : .-i.:;..~ ··~: ;:_. ·reach the next level. For instance, if a patient, after three 
B 

progress •,• :-r. • ~ , . .. 
ut the purpose of v - ':.. .: _ • i :!S'. ·l~'.::.: ~. months of incremental improvement, has been able to . I a.t.1<1a-.g treatment a1s . . ·-·. '"' ~... . .. .. 

sunp Y to detect abuse of pre . . d go is not ?i!~ ;_.;;;_ ... <' return to swimming laps once a week, you might set a new 
can r6 __ :_J h scnpnon rugs-tho gh . '•:Ii;~-~ :-:. ' f . . thr . if , 

"'"'wuuy elp. The r-- ' purp { . . u It .,;i; -~i .;~);;'. · . goal o swunmmg ee omes a week. Conversely, you ve 
c.. _ c::a.i ose o purung • eth" · ' ... • · · a lwietionaI goal a'""ement 

1
• . te into '. ~;i1l >;~~ · set an initial goal that is too ambitious, and the patient is 

chi . L 0 - - s to monvate pati .t'fi1· ... ~ " · · 
~ eve weir goals and to provid t:h h . . :ncs to :~;~ ·;·~ :;.:·: becoming discouraged by the lack of progress, you can 
info~tion ~eeded to dererm.ine ~a e. ~e:•oan with the \~j ;~'f=: :· revi..<e the goal ~ownward or ch_~ge i_t all to~ether. . 
ment lS "'.orking or nor. & coune of treat- . ~ (.~~§1-; A ~iru:non dil_crnma !~r phys1oans is a .paaent who resists 

The ~den.cc you request will v with th . · .f~, . ~i:~·~( engaging w physical ac~vi.cy toward funcoonal goals because 
your cluucal Judgment will dicta ary ha . e panent, and . /iJ. 1!<.;: they report that any actMty huns too much. In ~uch cases, 

re w · r ev1de '11 b 'Ii.·~ .• ,,,. · 
necessary; for how Jong, and to wh d . . ~ce WI e :;;1t; : ;£.;;:. rather than feeling forced to increase the dose of an opioid 
~d. Remember ~at me patienr is i:t e;~: u M_I1 b~ nee~- ·rt .~:~~r medication, physi~ may wish co ~ea step back and ~ 
or ~er thera~eutic outcomes, and !c ~f ~nsible f~r ~s ~ :~::· evaluate th~ funcuonal goals. All ~aoen~cn thos~ with 
ty is co provide you with eviden p fJ. responsibili- ;~ .~·,._'.. end-stage disease-an do some kind of physical mouon ac 
M · ce o us or her p ~f:'.· · ·· · eettng this pan of the "deal~ . fun . regress; ~,2 :,>·,, least some time during the day. It may appear co be so min-
and of itself. If a patient is unab~: d ctional ou:com~ in ·:;~~ ;-:. imal that it doesn't "count" as an "activity," but it may 
the progress ouclined in an agree 

0 ~~enc or achieve ·;2~ -· :~, nonetheless be a starting point for a functional goal-it all 
to reassess and possibly rnake ad:~nt, 15 suggests a need .;~=m .... :::.' depends on how you define function .. Patients with a c~o~-

J mencs. >:.y · • • di · · · 'all d edi gl cl • • '°!>~ · ::. 1c pun con non may min y nee an exc.e n y gen e 
Re'ileWing Functional Goals ~. ~ · but ~istent ex~ plan. This plan may need to specifi-
Alchough functional goal-setting is cri .call . ·}~ · call.y isolate and avoid using the most painful areas until 
the outset of a treatmenr plan it is , 

0 
Y ~porcant at : ~· .. some degree of physical conditioning has bec;n established. 

Goal · · ' nt a one-ome event •i· -secnng is a process that evolves ch · '.(J .. Patients in chronic pain are not in a sprint-they are run-
long-cerm therapeutic treatment coursacroAs~-s . echspm 0~ a : · · ning a marathon that requires careful pacing and. CO!_ltrolled, 

. e. JS e case in ·~; graduating exercion over sustained periods of time . 
. ,. 

Confidential END00051402 

P-03605 _ 00033



: . 
'. ·; 

., 
.. ~ .... . 

.... ·. 

Responsible Opioid Prescribing: A Physician'• Guide 

The patient who says that he or she can't exercise 
bec:a.use of pain may simply be signaling chat their exercise 
~s starting at _r:oo incense a level or they a.re fearful of injury, 
mcreased pain, or even le»ing their id~city as being "dis
abled." These myriad psychological barriers to initiating an 

upward cycle of improvement axe beyond the therapeutic 
~each of presc1iprion drugs or nerve blocks, reinforcing rhe 
unportancc of a ream approach to integrated behavioral 
and rehabiliracive pain management. 

Almost all patiems, however, can find some movement 
that doe$ nor cause pain. Finding that movement may not 
be~· but it usually is possible. Doing that exercise for a 
while, and doing it repeatedly, can begin the corrdicioning 

pr~ and allow for gradual increases in activity over 
time. Trying to do too much too soon will l~d to failure, 
but this should ne\•er be an excuse for doing nothing. 

Monitoring Adherence 
Monitoring adherence to medication regimens is an 
imperfect science, but it remains an essential pan of the 
over~! process of periodic review. There arc, at present, 
mulnple ways to assess adherence but no single best 
approach exists. The simplest way is to jusr ask paciems if 
they have been taking their medications as prescribed. 
Other methods include diaries, written agreements, 
tablet counts, and laboratory testing. Effective adherence 
monitoring wually involves combining several of these 
techniques. 

Traditional methods of measuring adherence to medical 
therapies include cablet counts, diaries, and patient inter
views. Such methods have a number of advantages. as well 

Confidential 
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Periodic Review 

as drawbacks. Gross tablet counts are_ ofi:~n unrdi~le 
because tableu may be discarded or possibly, m ~e case·~·~ 
opioids, hoar4cd, divcned, or sold, and offer n~ ~rma~ 
cion about the pattern of medication use. In ad~uon,_co.~-

. can be lost or intentionally withheld. Pauent diancs 
wncrs . · u1 l ' ' 
arc questionable representations of reality, paroc _ar Y 
when rcflcccing use of opioids or any other potenually 

abusable or psychoactive drug. They also m~y "have ~~ 
undesirable effect of keeping patients "runed m . to the~ 

. th than allowing them to "get on with their paJn, ra er b" 
li " Patient ihcervic:ws are subject to favorable recall sas 
o:csdie pm of the patient, as well as forgetfulness, e:;pcci~y 
when the interval becwecn drug use and interview cxccc~ 
two weeks. . . 

Laboratory testing remains a popular pan of assess.mg 
adherence co a treatment regimen involving controlled su~ 
stances. However, such testS can be compromised by variab~.:. 
ity and limitations in obtaining specimens, ~tody of spe<n: 
meru, laboratory methodologies, and inccrpn:ong lab.oratory 
data. EfFcctive use of laboratory rnetl:.o~ologics req~. un
derstanding many details of physiology, pb.armacol_o~ and 

· l hich arc topics beyond the scope of tlus discus-tOXlCO ogy, W ,, 

sion. Laboratories vary in their testing thresholds and ~
dards. Ph~cians must, therefore, understand these details 
before using the lab data with confidence. . ; · 

Some Jal:is, for example, only report values that. are fo~d 
to be above a ec:rtain preset threshold. Thus, a pauent might 
have ~ rnc:a.surablc level of a drug. but since it docs n,ot 
exceed the given threshold, it is reported as a ~negative• ~d7 
· -rL's might lead the clinician to suspect that a prescn~cd mg. i ru . 
drug, which should be present at the time of cl.rug scrcerup.g. 
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~absent beca.use of diversion wh . fa . IP~ • . : ~;.;~. -. 
s1bly being taken properly by th en, ~ ct, che drug is pos- ~. · : . · : / . r· ..,,Ul· re no further analysis. It is imperative to know the 

th 
e panent A bl · · · ' · ·· · -:-i o er end of che spectrum . h · p~o em on the ~~':' . · ::. ··sensitivity and specificity of screening testS for conuolled 

de IS w en a paoent . . , . . . · .. · . f c " . " d . mo11Strate compliance with a . . . wants ro . :., . . : · ·: ·: s'ubsranc:es, as many potnt·o -care screens ior opiates o 
it only . given medic:anon by ,..i..:~...: . ' . . i' . .. l d . .d ch th d . d " . prior to a scheduled screen--a . - ... 115 , ~\. ; -:~..._ .• ioi: reliab y erect any op101 o er an co eine ~ 
white coat compliance." pracoce known !JS ·;. :. '~':- morphine, or may not report if levels are below a cenam 

The presence and level of d : ·.('. , ~ ~; :: 'i)lreshold. Therefore, they may give false-negative resulrs 
serwn~ urine, hai.r, and saliva Frugs ~ be detected in ::..; i; !~} .· f~r · semi:synthetic and synthetic opioid analgesics. 
Ian . . or rouane drug ·1 . ·f .• ' . fu th di d b nfi ce, urine screening is most c I survc1 - -:.': _ ·•. , ; Positive samples may be r er Stu c y a co irm-
such screens arc seldom q . o~o? y used even though ::='i' -.: .. ~,': ~~ory test. . 

P
l _,.. uancuauve (1.e. th"" alJ . · '~. , i · ,;.. . . _. . Y COnnrm the presence 

0 
b ' ~; usu Y s1m-. }!: · .. ·-. :, Confirmatory studies are necessary when the conse-

dece . . r a sence of a drug) S . .-· . . .. .· h 
rm.mation o~ecs quantitative data but · erum ';"~ · .. \ .. : . quen~es o: a false-po.sitive '.~ult are si~ifi~t, or w en 

ess~ J..n most. clmical siruations. Use of may nor be nee- ·· ... Jr~{:::'. idcnoficaoon of specific op101d agentS is re'lutr~, su~ as 
op101d anaJges1cs in clinical . . scru~ levels of ..• J:tl· ~!, ,._ .. morphine and codeine, rather chan a class-specific op1ate-
b d .J.. practice 1S tardy . .,.. d " {'. . . 'f4.. I ase on <ne wide interpatJ·en . . . JUSttne , · .~~ ~ -:'.·; ·:· positive finding. In such· cases, it is advisable to use a abo-
ffc . t vanaCJon . . : <: ' •• ' ... e ective analgesic concentration the . m mmunwn :· ~ -.:.~ _-;; ratory that complies with the Subsrance Abuse and Men~ 

of tolerance to analgesic or oth' ~o~dsible deyelopment · ~j;:~ .L/ Health Services Administration (SAMHSA) standards and 
co .d rabl . er op101 effeas d .L ... ,-;I·· .. . c b .. . nst. e e mtrapacienc variabili . I . ' an me ~::-... ~~: ··.. to use accepted chain of custody procedures ror o uurung 
kinetic data to pharmacodyn . ty; re anng pharmaco- ·· :.~J·~ . ::,1;:·: and hand.ling specimens. (fhe SAMHSA standards are 
hcnsivc laboratories are expana.;;1c ethc:CS. ~any cornpre- ._. ~:i~ •j; ... :, available at: www.workplacc.samhsa.gov/) 
serviCC$ and Juru' ·~:" mg Ctr urme .coxicology :~'(\ ·:t,' .; · ~·gscrumanal · ...... . · ·· 

Urine is the standard d ft ysis to special needs. · }t:. _.::.; 
. I an o en exdus· : :: _. . :: 
m aborarory screening fi ·. tve spec.men used . ·'·· . ..... :. 

.. ds or rouane drug eill ..... '· .. 
0~101 or ocher controlled subst surv ance of .. ,~~ , :. 
urme testing indude relat' ances. Advantages of ' \· .. . 

ail bili
. Jve ease of sample . . . . ~ . . : 

av a ry of rapid, inex . . acqwsmon, . .- · · 
and longer duration o/ens1v~'.s1mple testing methods, .... ·:r~ :; . 
serum. Unfortunately ~ pos1nve result compared to ~~ . 

Tc 
. • urine screening · ·,'.~ · · 

csang of opioids in . . is not perfect. 
urme lS generall f . ' 

screening method d Y o two types: a 
fc d an a confirmatory t S . -
oun to be negative b th . est. p ec1mens 

- y e scrcerung method usu~y 
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Managing Non-Adherent Patien~ , 
Suspicion chat a patient is non-adher!=rit shquld prompt a 
thorough investigation of underlying causes, not a summa
ry rush to judgment. We all must acknowledge that in 
managing challenging cases and difficult patient-physician 
relationships, the problem is not always. just wi~ the 
patient. The way we interact vvith the:;e patien.ts ·will 
impact .the relationship and influc:nce treatment outcome. 
The difficult patient may raise a host of reactions in µie cli
nician and recognizing chese reactions is crip.cally impor
tant to delivering the best possible care. 
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··-·· Opo;d '•~ri""'' A""'""""""~· --~~ :f~f.s::.:..:·----------------M-:-·-:--ic_R_""_i--
Be aware of che distinction between pseutkaddiction and ::.fi · .1'!);~, ·:; 

adcilction. Patients who are receiving an inadequare dose of>~:;:; ; :.,_;,:.!;.: f : · · · d' ativ ' (Behavtors 
(Behaviors LESS m ic e . d' catiVe of addiction] 

. . . . " ,, . . . ,;·~~"\: 1 ·:.. ""': : . op101d med1cat1on ofren seek more pain medicatrons to .: ,i·::4· :":", .~.: : 
dd' • I) In I 

.of a 1dion d . Bought pain mediccfions 
. . fxfress anxiety or esperation from a street dealer obca.in pain relie£ This is called pseudoaddiction because -;~~ !.tt-;. 

healthcare practitioners can mistake it for the drug-seeking-' :;M~ !f '.;:~ 
'·~, ... #f ~ behavior of addiction. (Reca.11 that addiction is when a per: ·l~'.FJ ~.';. {t ~ 

son loses control over che use of a substance, uses it com-·.~~ ~.1it 
pulsively, and continues to use ir despite harm and dys~ :' ;:~~ f'.'':;'.~ . 
function.) Some common signs of pseudoaddiccion result- ::m ;~~~1;..: 

' . ·. recurrent symptoms . d 
. aver . . Stole money to oblam rugs Hoard med1cotions fro 

~. _ I , . Tried k> gel opioids m 
. Token ~meone e se s pain more than one source 
. mei:licotions 

' I . eel doctor Perfonned sex for drugs " .. Aggressively compom to 
~: fur more drugs ing from inadequate analgesia are: ·:~i~'. \:,::.c 

• Requesting analgesics by name, -".J.if;, ::f ~]'.~ D d. . uJ . b h . >.l:"!j• . • ,._ • Clemkan mghin?r man1p at!ve e av1or, · .;~~ ::'.~~fa 
. Seen two doctors ai once ." Requested a ~pecific drvg 

• oc ware . g, · ·{~;; !:~'-::t}.,. 
• Taking opioid drugs for an extended period, )b}I :~{::;: 
• Obra.ining opioid drugs fiom more than one physician, and . i.t;~ ':~~'.· 
• Hoarding opioids. . :J;j;j '. ~f:, 

Nore that these same behavioral signs can indicate addiv ·A~ ,'.f;_~f:: 
tion. One way to discriminate between the two is to observe :.~~; ~.i'.i:".) 

bl fun al f ·A;<\\, ..-il· as closely as possi e the ction consequences o opioid )[~ . ~C:t. 
·use. Whereas pseudoaddiction resolves when the parienr ·jJ;~ "'.~'._. · 
obtains adequate analgesia, addictive behavior does nor. :~~? ~ 
Consultation with an addiction medicine specialise or psychi- . ;g : : : ::'. 
acrist may be necessary ar the point· when addiction becomes ·:p1 ·;,; 
a concern. As always, high vigilance and tempered judgment ;~;~ :.> 
are required \tjth certain signs that may or may not indicate ~. _;~· .":. '. 

· an abuse problem (See the chart on che next page.) .~~ ·; 
Ir may be tempting to assume char patients with chron- ;.~; · 

ic pain and a history of recreational drug use who are nor }~j 
adherent to a treatment regimen are abusing medications. ~,' 
Bur other causes of non-adherence, such as those dis- ,., 
cussed above, should be considered before a judgment is .;,: 

·...., 

Confidential 

or medication without them knowing 

Used more opioids than Performed sex for money 
recommended to buy drugs 

Drink more aloohol when in pain Stole drugs from others 

Express worry over changing to Prostituted o~ers for money 
0 nl!'N' drug even if it offers to obbin drugs 
polentially fewer side effeds 

Prostltuted others for drugs Expressed concern to physician 
or family members that pain might ! '' 
lead to use of street drugs 

Asked for second opinion about Prescription forgery 
pain medications · . 

Smoke cigarel1es lo relieve pain Sold prescription drugs 

Ever used opioids lo treat other 
symptoms 

. d Abcmnt Drug·Rdattd Sou= J>.mk. S.D., K.l. Kinh, K.B. Domghyd,an~, ~~~~~=cc/\bwt. ClinkRi/. f'tlln. Dc.havtor.s In Mc:cUcally JU hdena With and Wl o 
2006, 22(Usue):l7~181. Vee p.65, no. I) 
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Re$pOllsible Opioid PrelCribino· A pi..-· . , G d . . .. , .. rc·1on) llf e 

a c. 10r any reas h . . · ·" : ~" . ::,,· ._ on a p ys1c1an' . . . ·' r • .. , . . 
aroused, he or she has a dury d bl" s suspicions arc : ~; · · ;i~'. I: ·ltevising che pacienc-pbysician agreement as needed to 

an o 1gation · ·· · ..... ,.., .• ,,. · · 
or her vigilance through closer b . .tO increase~'": '. '"_!

1 
'· : ·::'': • • reflect changes in trc:atmenc regimen, functional goals, 

· o servac1on m d -- ·. · ·• · · · · · mg, and greater involvement f I . ' crease cesc- . :· . ;:" ; ·";\ .; or other aspea:s of the pacienrs condirion; and 
portive clinicians. This appro: ~~nsu ra:;;. or ocher sup- .~ :~i· ' \~ .. · ·• Com piece docwnencarion thac offers transparent 
the management ofany paa· c .. lShno uurerenr chan foe ~ · ".:l, ··l. -.:-. · .descriptions of the risk-1 involved in the ongoing ueac-
. . enc in w om · " .:-<' .. _. . · · · . . . ~ 1~1~ &om a drug chcrapy. Use of the /ous~pecc cox- : ·:'<.i· .~'.~>·~ ~enc. pl~, the nsks of noc caking such aCtlons, and the 
sie1az1 agreement detailed P . I typ of pattent- phy- . ..E.' •;" .. " · oogomg nsk management scracevv. revious Y 'd ' . -· , .. .. .. . OI . 

p rocess and may make . 1 . can gu1 e such ~ :?:~ ii~ .-i'· ·:~ .· 
. al unp ementauon Jess co fr · · · ~ · ~ - ·. · 5 

tlon or conrrovcrsial n onta~ -. ~.-,.." :'",~:: -~ -. ummary 
· · · ~ }~· ·;;~~~--This chapter examined the need for periodic review of 

Componenb of Effective Foflow·U 
1 

• : .: ./~ . /i.-< · ·ef~cmcnr ou!comcs for patients in pain, parciculllf ly when 
Progress coward treatment al . p - :,,:s.·· .. ~ :. ·ooncrolled substances are involved. Physiciaru mwc dosdy 
Reversals and patient frust . go s 15 seldom smooch. . ;";~f :~:~::.f · :l~end co expected treatment outcom es and be alert co a . 
to help parienrssee the 

1 
ra~on are common. Your goal is :A:r~ :f:. · ; ·ide range of potential adverse dfccu. Monitoring a 

troubleshoot problems oHg view, support ~cir efforts, and ::~:$1. i.~f.~: .. patien t's progress coward a sec of functional goals requires 
. di . . ere are some tips for effi . _, .... peno c review: ecnve ... :.;:~ : ·~-:=;_ a means of measuring the progiess (or lack thereof). But 

• Care~ and compassionate listening; . ;:f;f, ·Jr; the responsibility of attaining those goals and presenting 
• Actennon co the entice patients, not . ust to ch . • . -.;~~ .;~~·:. the "hard data" may be best held with the patient. The pur-
• Referral to relared health fc • J eu p~m; :. · ~i .. ~.~,.. pose of validating ttcauncnt goals is not simply co detect 

port a treatment 
1 

pro CSS!On 5 as !1eeded to sup- -.'·fl~ ·: ~f; · abuse of prescription drugs, it is to mocivace' patients an<;l 

mental health prSe:o~e~t 0t:;edial ~pecialis:S, ;·;l7°t ;{: help you determine if treatment is wo1)9ng or is problcm-
workcrs, support group etc.). p y therapms, social . :;<.1 , ~~! acic for any variety of reasons. Sometimes functional goal-

• Ad' . ' , .,.. ... . , •. JWtmcncs co pam medications if. di d ;-:,,--; ::· ·: . posts must be moved in order co maintain a patient's moci-
sonable in the tar m care and rea- .,_ ~ ".'. vacion. In the course of periodic review, swpicion that a 

linking continua::~ :;~ext of ~e p~cient's situation- ~:'..~~-~:.~ :.:;.t,:·.~ patient is non-adherent should prompt a thorough inves-
r~onably im ed fun es: me cations to evidence of tigacion of underlying cawcs, not a summary rush. to 
acceprable lcverov ct1on or scabilization u an ?J ·: judgment. It is easr co mis~e pseudoaddiction for the 

• Mbeodifications, if needed, of functional goals G als ~~ . : r~ thing. One way to discriminate becween pscudoaddic-
scalcd back if progress is lackin · 0 can . _,, tion and addiction is that pscudoaddiecion resolves when 

more aggrc.ssive if progress . 'd· g, or can he m:ide :..·' the paucnt obtains adcquacc analgesia; addi...Uve beha..,iot 
· JS rapt ' ~ .J does not. 
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ug~ested Reeding~ . ·.:.. ·~ .: . ·~-\~:·: ..... ~.... Chapter s· 
l. Michna E RN . -. ·- . · ,,.": ·i-. .. :. . • , ., . Jamison ED 'Ph . ,·-; . .. , .. , ... ,._ .~: 

Janfua, s.s. Nedeljkovic, s N · · ~· F.L. Ross.,b~ ..... . : · /~;:~ Referral and Patient Management 
AD. Wasan. Urine to"; 

1 
· arang'. · Palombi, aJ'ld ~ "; · .,~:>?~ :· :.=·-._.: 

. . ... co ogy scrcerung - · · • •: ".;.. · 
1~ pai~ pacien~ on opioid ch fr among chroii-.. ·} ... ~:-..~:-.' ~~The physician should be willing co refer the patient as 
dicubility of abnormal findin erapy:. _equency and p~' :. i :· ·~:, ;, :!JC<:~sary for additional evaluation and treacrnc.nt in 
23(2):173-179. gs. Clinical]. Pain, 200~,'i}; ::::'~ -}.;~~~er to a~ieve treatment o~jectiv~. Sp~ial attention 

. _-; · ·n · '.(f:.~' ;}p9uld be g'.ve~ to ~ose pauencs wi~ p3:1n who are at 
2. Katz, N.P., s. SherblU' , " .-;:. :· y.;. :~:;.(: :n~~ for rned1cauon misuse, abuse or dmrs1on. The man-

Vielguth, ]. Bradl ne, M. Beac~, R.J. Rose, j.''..""(:;, . -~IT,i;-"4g~ment ~f ~ain in patient~ with a ~is~ory ~f substance 
moflicorin and u ?• and _G.J. Fanciullo. Behavioral',..- ~i .~::;u~ _abus~ or with a com_orb~d psych1atnc ~sorder may 
receivin fon nne ~oXJcology resting in patients .. · .. 11r:~£; .. ~e_qu1re extra care, momtormg, documencauon and con
Anal ~ 

2 
g-rcrm op101d therapy. Anesthes' . d '..·-''~~ ;,tf'. .-.'. ... ;sulration with or referral to an expert in the management 

gcsia, 003, 97(4): 1097-ll 02, ia an , ; .. <f'~t: .. ~ ·of such patients." 
• - ~ ~..n·..;; FSMB Alr .J.,,, l ' 

3 · J"'.:'Jo. t".~~· . - ~·~Oac •O ICJ v_ N ·· ;c--...,..,t ~ ,._ 
· 1'.atz, . and G J .., ·ull · .. ~ .... ; Nr.7-:-/· ..... ' · · J;·anc1 o Role of · · · · · u· .... · · testing in the · urine toxicology" .. ,_:v:' ;;c.;;: . . 
Clin. . management of chronic .o j 'd th .- .l; ~~" . ·1~'~ 

icaJ]. Pa.in 2002 18(4 S p o1 erapy. .., .. i, 9 .-: ... r;_.' 
' • uppl):S76-82. <~\~ .~t.~~ · 

. . .. :::·/·~ ~ i:r. 
. 4. FJShman. S.M., B. W.ils · ;,~·~ ·~ff< 

Band.man and o· B ey,k.J. Yang, G.M. Reisfield, T.B :·..-~.i :·,;~:. Paticnw in chronic pain C4n p rC3cnt an atrcmcly com

plicated picture. As we've seen, thejsuojective nature of 
pain is difficult in and of itself, but the collateral impact of 
patiencs' pain may disrupt their work =d personal lives. In 
addition, patients in pain may have comorbid physical or 
emotional conditions for which they may be taking multi
ple medications. This complexity can challenge even the 
most broadly trained physicians, and can lead them into 
~agnostic and treatment areas that lie outside their expert-

' • orsoo Adh . · · • .. ·'- ? ~.--
drug surveill · chro . erence morucoring and · · ;f -~ : 
Symptom M ancc J.n . rue opioid therapy. ]. Pain and ;·:·~: f. 

:t.nagcmenr, 2000, 20(4):293-307. ··L.; :,~ ._ 
j~ .;:.:-.--

~.' ~~·;· ·~~.: 
~.;.' ·. · . 

... ~:~ .. 

-,. 

~· 
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ise and professional comfort. . 
The tradition of medical referral crists to address th.is 

reo.licy, In cru-ing for patients in pain, referral to special
ists or sub-specialists is common- and, indeed, often 
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Re3P0n$ible Opioid Presaibins· A Ph . • , 'i _;.:~ ,p.f:: ··. · . . . y...:1cn s Guide -' :_. ,,. . •· ;;,7 • • , J:t, ·~ ~:.. Referral and Palien(Management 

necessary-for the rvn ·cal lin' · · f .?::F<'' · · ·: ,. · 
• -J r 1 c 1c1an Ve Ji f · 'I' · .i t.<:'". · · 

practice effectively without h l . 1Y ew 0 us can ·;. '>··" ... ~·and how it may affect treatment decisions and patient 
colle wh c P on a reguJar basis fr · ~ ·" ·· · ' · I · · ul al clirectl h agues o offer more specialized kill . om : r . . :~:~.: ·. management. n paroc ar, ways state y w ac 
and capabilities in cenai ' ~ s, pecspectiv~. _ ·t: -.:. \:.- :_:you hope to achleve by your referral. . 
Recognizing our own din·~ ari: . an ';e possess: '.. :~· ~/~ ::: 4·. Know your consullanb. 
important facet of med·cal1 r ~oons IS a. vitally . : · · . . ,i ,.': __ · . Survey your most knowledgeable ailleagues co develop 
ch 1 proress1onal's B · · f.' ., . ... · Think . ronic pain affects every s h f . 1 ,m.. ecau.se ·'~ ~ ~ ·. ;·.: ~ . (and keep updated) a list of potential consulranrs. · . 
c1ans should expect chat J: ere .0

11 
a paoenrs life, physi- : J ?i' .~ :; "out of the box" about consultants (i.e., those outside 

fj ll ey w1 need to request h I · . ·· · · · · · · · · · · · ) rom co eagues with expem· . di c p : '• ;r ! ·v .. : · .' yow lllSOWaon, at a uruvers1ty, or ill pnvace pracocc: • 
se in vers dis . Ii . •. , __ , .. 

as mental heali:h, addiction h 'cal e .. 0 P. nes, such .. ·:tf _.,._ ,: ·.-... Cultivate professional relationships with such consul canes 
th di-- ' 'P YSJ rehabilmmon · -~ I•·• · "-- 'lli · b h _,. · · 

0 
er me ...... or surgical sub .al • or any .. ·:'I; ·· ;".':,. :. to'"" cacc wput y p Qnc, cmau, 0 1 w-pe~on mccWl.§5· 

H spea cy. '<~ .. •'. , . ·s Pl . adv 
ere arc a few basic r . · : ·· ·~ . >.:' :~:: • an 1n once. · 

referral process: eqwremencs for facilitating th~ _ ,:j; -;' £. '(· When trca~g patients w ith opioic!s it is ideal to have 

1. Don't delay. . _ ' J .. ~~~ :~~:). bo~ a "go-.to" pain spec.ialist and an addiction specialist 
Almost all medical cond· . · ;-' \'I. ··•·' •· available 1f consultauon becomes necessary. Un-

dd 
iuons or problems ar · f \iJ.·· • ~.J: :: · · · ta e early in their di:vel th . e easier to ; ::.:i{ : ·: •. :· ,- forcunatcly, these two types of specialises arc often m 

I
. opment ra er than lat Th' -- - " •· '"· · h l d h · · · 1 6 d app JCS w ith parricuJar . th · er. IS .. _-.; •; ···~·< s ort supp y, an many p ys1e1ans $trugg e to n spc-

. gravity to e case of hr · ··· • i.(-' "4~ ··• th .c rals al I d f PaUl treatment with contr ll d b . c orue _.,;,!, ·::l :~ cialists to accept eic raer . An optim C¥ o care, 
time can be waned if a h 0 .c. SU stances. V~uabJe -.':~.'!-5 :J/" when possible, would include consultants who can assist 

1 
all P ys1c1an stubbornly tri - ·.f .. ·· 'th · d · · ·d SO ve problems by h im h l£ cs to ·'.. ~! ·,uL. you wi your panents an conunue ~ give you gui -

2 I t • a1. or er se • · ... ·~ .1 • • aft f th · d · nves rn me pre-referral process. ;~~ '?1;• ance er most o e patients have been rerume to 
Try to obtain the basic info . th . ·-·,) .. ::.:·.. ,. you for chronic treatment. Ifit evo)ycs that a patiep.t is 

will d 
rmac1on ac a consul - ·1·· .• ·' • • fi : thi d nee to efficiendy --'uat . tant ·.-.". · ._!', to rcccLVC ongorng care rom a. consultant, sun cr-

1;v<tJ e your paoe Thi ! . J ~ ~, see~ obvious, buc sometimes obtainin nt. s i;nay .):~ ·:).::· standing shoul~ be worke~ out b~een you and the 
medical records, prescription ds · gl the required ~;·; : . •. consultant. so that the panent receives dear messages 

b 1 • • all recor • or ab results "' .. · . d 1 e og1sac y complicated. can 1·r.:: '::c . an c ear treatment. 
-3~ Be as specific as possible in you · - · ~i _ ; 6. Expect your consukant to communicate with you. 

Th 
r request · ., · . 

e more vague the icferral th l · -.e_t ; : This may seem fundamental to any coruultatiQn, but; 
· · ' e ess usaw the su1 : ~ti · · . canon. Tell your consultant exact! h h con • 1... . problems can ari,se when the co~sulcant treats your 

help you and your pacienc, and I ~w e or she ~ ·.~; patient without communicating the treatment plan 
your documcnucion about th en fce transparent Jn ' · with you or fails co keep you informed as ueaunent pro-

e reason or consul . ' taaon · · gresses. This is a two-way st;reet , of course. You must be 
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RefetTol one! Patient Manogement 

... ·:;·;:. -~~;. "Id-mannered and polite ail dis ch . • • . )j • Even the most mi . d av able to cuss e plan and progress with the con- ... ·; ;.. .•:·: , •comp caoon. J din and even obnoXIoUS un ~ 
· b · '. ·' f become acman g ... sultanr, as well. Ofcen ch1s can e done with an . -::~ .. '~: . : peison can . l deprivation, hassles assoo-

exchangc of notes, bur more immediate contact by .. '1·:. ~ .:r;i-· the lash of co~ran~ain, s ~p maze of healthcare bur~u.
phone and email may be most expedient and preferable. · -."'! '. '':.:~~, · aced with working_ ou.~th : 'cal limitations that make 

. . -, . .. .... . d &ustranon w1 p ys1 ' h .. 
• • .. :-.-···"."' . aa..-y, an . . . ·.·cs such a.stying ones s ~es,_~ Referrcf for Patient Behavior Issues . · .. :.: , ~ ;_. · , even the sunplest acuvidi~ '

1 
descructive behaviors, s4c:h 0 fth h · · d -. ... ~. · .·,. ...,.1 They can also spay Ii ne o e more common reasons a p ys1c1an may nee co :. ' -'.., -: ; stn1.&&'e. lf jJ ·on extreme noncomp -

' - · · " . -. f · · d se -mut at1 ' seek help by referral is with parienrs who are difficult ·.-/· ;·:};,:' as threats 0 swci e, d . "d -
5

, .. e ';;: 
. · ·· ,, "'f,· .. · "th . nt an op101 rm "" · f because of their behaviors. Primary care clinicians or spe- ".· (.·,' . ._":.X.- ance w1 ~eatme ' eh . d t exist in a vacuum,. 'o 

• . , .. • t b aV1ors o no cialists must both main rain an alliance with their patients : "(, .' .f.;- Aberrant pa.taen h . . can weaken the rclatio~-d bo dar. -.L • ~ bi h d health · · · :t :: Somewnes the P ystCJan · · · all an sec un 1cs WJuun w c goo care can pro- · .· .~:·; .. :,.:: · course. k of daily practice, it IS d d h b 'd d th · 1 . hi ... ·r' " .... h' 11 In the pressure-coo er d ' cee an arm can c avo1 e . When e re aoons p ·.!, ". ,:- ,;:· s tp as we · . . n warmth, an ones 
: ". .. ~ l ucncc compass10 ' . becomes strained by constant demands or other difficuJ. ~.~! : ;: :.: too =r to osc pa ui' h sieians can be perccive4 as 

· · b he! fu1 b · · d h · '"" · • f humor h a tes t, P Y · ties, 1t can e p to rmg ma secon party, sue as a : .:·: "·,"., . sense o · . 
11

. 'bl r rushed. In any Sttua;· 
. . . ' .. "' . g, urunte ig1 e, o .f pain consultanr, who can offer an objective perspective and -:.-.:,: ;!,p arrogant, uncann . , be t behavior the source. o h 

L . . b . fl b th . ' • d ~~; .·,.,:. . . { . g a paUCntS a rran > • • -w o na:> not yet een m uenccd y e panents mu:e ._-,._·,, -~:.~~- uon invo vm . "th 'th the atient, the phys1c1an, (JC 
. . b h . (Effi . . .·.; . th difficulty hes c1 er w1 P 'b messages or mcons1stent c aVIor. ecave pam manage- ·' ';i• : '.""· e 1 b' . of personality atU1 utcS 

. · ~: .. -. ·. e.. ) in a com manon ment consultants should offer strategies that preserve the .. ~ -,~:~ (most oncn 
1 

f tressful circumstances • . :l
1

• If. f b ch th . . l . . . . . / b dd d . comp ex set o s ' . se ·esteemo o epaaencandanystaffmvo,·ed.They . :,i ... J • .-, cm e e ina . . . • . 

should assiduously avoid pointing blame or embarrassing ~r .\-.." . Diffi It Patient-Physician Relationshi~ 
the patient, physici~, or staff.) ·\: "( Mcm~ging C~ difficult patient behaviors is legig-:-

Patiencs dealing with chronic pain can exhibit a range of : ·~'. . 't Although referral ~r bl it is also true that physiciaqs ~ 
behaviors that can challenge the most poised and prof~ -~.;. ·:.:,, mate an~ often desth~ e, ractiees and l~n ways to deal 
. al di . . p . . . h ., • .. . k o improve euown P -" to s1on rucian. ac1ents m pain may ave many reasons to ·~i :: woe t. ·a11 difficult sirua'tions. Ideauy, w~ try 

b~ angry, argumentative, misrruscful, anxious, and :·: ·· · early with potena thy . t-physician relationship ~ 
depressed (Depression uid a.ruUecy disorders are two-to- ,· ;;, · · act we~ befor~ ~ . p:~:re referral is a means to av~}~ 
three times more prevalent among patiencs in chronic pain ·::· degene:aced to el:~ouy}:l aberrant patient behavl<?r ~ 
than in the general population.) These patients may strong- ' 7 

· the panent. Inde~ • fully dealing with such bcbv_.. 

ly d;,,g..., wiclnhe phy•ici"'" "'"""'"' O<tt<aunont "'d '·: mainly dull~~'"'::,, difficult bd>avion will .. ~F 
can have idiosyncratic reactions ro procedures, such as a . , iors can be rew g: c reflection, to be rooted .~ sever~ provocation of pa.in in the absence of any procedural found. upcn eompassionat ... 
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_R~_pon_si_b_1eo_p1_o_id_Pr_escn __ .b_ing_ : _A_P_hr_•_ic_·,o_n'_• o_ uid_e _ _ ___ __ ... :..:!I~~~~~;~:~ i:?J.~f~::~~::. ___________ R_e_fe_rr_ol_c_n_d_Po_ti_en_1_M_o_n_og_e_m_e_n1 

~- ·~~ :~~·~ 
patient fear, ~cration, bias, ~ety, past trauma, or sim- . ::~:~l ~-;~J_.-;:iOg inw therapeutic action. A ~mmon-se~e solution is 
ply the corrosive effects of paw, fatigue, and stress. In -~~ :.:'5>. ~·sually available if you take the wnc to find it. . . 
~any ways, the patients d!splaying the most severe beh:iv- ·i;~.ii. '.~~{. ·, :" Herc are some prac~cal rules of thumb for dealing with 
io~s . a:e the ~nes _most tn need of a physician's help. : ·:.~i. i~¥.: aberrant patient behaVJon: . . 
DISiiking a panent IS never comfortable, but it's imponanc ·:. ~~~i .i.rJ! ;:1. Listen rdledively. Listen to the paoent in order to ~eter-: 
that you nor deny or avoid recognizing ,those feelings. '.;,~~k ~'\~L mine his or her understanding o: the ~roblem, ~~c, 
Self-av:=eness can allow. you to effectively isolate the :~~. <~t;:.:·'.: or expectations. tt?m treatment, u_idudm~ any ~eligi.ous 
potcntJ~~ harmful reacuons that accompany such per- ~~ :~~.[;~ : or cultural factors that might be mfluem;mg his or her 
sonal dislike. Mo~eover, awareness can be the tpol that ··~~l'!:I) "f)i!~,\" beliefs. Ask questions that confirm or corr~ct your 
:illo~.s yo~ to retain the ele~ents of care that make youc :·.~* ,;,~1; understanding o r assumptions abouc th~ cas~ . . 
pracncc viable and worthwhile. . · ·;"<~ }1:;;~· 2• Assime 0 non"tonfrontationol sfQnte. Dealing with a~- . 

Aberrant patic~t. behaviors, such as manipulation, ver- ~~·~ :/;f cult patient can easily spiral into a battle of w~ or ~ts 
bal abu.se, or hostility, ~ay p~omote clinical mistakes that .:~ ;r~ff. that will solve nothing. Try to approach paue~ts with 
: ould never be made m ryp1ca1 non-threatening in cer:ic- :~$f .. ~~ the assumption that you arc both on the same side. If a 

no~. The mos_t classic mistake is for a physician faced with ;;g~ ~~::~ patient says or does things you disagree with or feel are 
a ~o~t pat1e~t to rush an examination or treatment :\.~ ~~; groundless, pause and then reflect back w~at he or _sbe 
d~_1s1on ma desue to get to the next case or_'to p rompt the ~~~ '.;,~{~~ just said rather than a~c~maci~y rejecung, ~enymg, 
~a~~nt ro move on to somebody else who will we respon- 'It!'~ :·~>:~ dismissing. or concradicong. This takes pracncc and 
s1bil1ty foe his or her care. This is like driving in a rain ~?~ ·. ~(,':: .patience. If sometimes you "lose ic" : and find yourself 
t . _L I' d ... ~ I Jc:J.. b ck (li ral s orm WJui s 1PP~ ~oa s and, instead of slowing down, ,;¥.~ :1 ~;· stuck in a chickc1 of h eaced emotions, seep 

1 

a ce .-
you, speed up--thinking chat the faster you go, the sooner :f.Z2. i;.·'.: ly, if nec~ary) and collect yourself (Don c worry, tlW 
Y?U II be ~ur of the storm. This is obviously a formula for .::t. .~·~': happens co everyone sooner or lacer.) . 
dis~ter, c1cher in a car or in the clinic with a challenging i~ ::~;:.: 3. Avoid potema!i,tic interoction,. Remember that paaenf.1 
paaent. ..;:,~J q - · charge of J1eir own health decisions. Rather tl_lan Th · ._ " -· arc 111 • 
. e only universal rule in difficult siruatio:is is to . -~~~1 :;:: assuming the role as key d~i~ion-rnaker or all-knowing 
SLOW DOWN! Listen and watch more purposefully than . J~ -~~; . sage, physicians can hdp themselves and ~cir pacienf.1 
usu~. Take your own pulse-ask yourself what you are :~ : • · by framing their role as a partner or "mcd..ical consult-
fecling and why. Check your assumptions abour the case ~t : . .:'. ant." Tbii; means that 1..lie pauc:nt an dtuulic: 1.u au::c:pl 

~d ask ~he.cher !ou are being pressured to do somechlng :.~{. ~: or reject physician recommendations, scay wi~ .a. physi-
~1~ouc 1uscificanon. Perhaps you need to add a follow-up -~ / cian, or see someone else. This shifo respom1bilicy.and 
v1s1t or a consultation with another physician before jump- . ~-· .'. / the direction of information flow from the pcrcctved 
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"o~ipotenr" phy5ician dictator, wh · . · • ;-~;.. ·:-:-~·'.· :·.; · · · 
paneoc what to do to th " 0 : 15 1elling the-.:;-: · .. _ :. '.with adequate cransfer of records and informanon to 

who offers realistic :oluci"ones :uothng al~visor" physici~ '.-:( ; . ~,'it.~ . '. ~ist in optimal care in the furure. 
4 

1or e c 1 d ·' .. · • · 
• Include the patient in plonni .._ cot to a opt. :. . _, ; .. : · 11 • • ,7. Mainlain safety. Keep firmly in mind that immediate safety 
1 ng me lrealment reg' Th. 1 .. ' • ·" · · · d .L. h th argesc single determinant f ch imen . .. e· .:'i!'.;: ., '.~~···. ,, is the fust priority, an if patients uucaten to ann em· 
regim7n may be 2 par.icn~ a!J~su:ss 0~ a_ ueaanen<: :~§". :~/t.: .. ; ~"··~ves or o~ers (inclu~g you), ~ey may n~ to be ph>: 
carry tr ouc. Pacienu who . . CJ ~ wtlli~gness to · ~;~· ·:~~~i:::, " 1cally restrauled and asslSted by either the police or psychi-
trea I paruc1.pate 10 creating th · ·~ · i' ·· • ' · t:. • als Main · ced "chin ffi tmenc pan 2nd who d d . . e1r,;.(~(.'. J;·ii·· .; acne pro1ess1on . ta1D pro ures Wl your o cc 
rationale may be much mo u~'-elrsran Its underlying /· :/ i · ·· •·; :~., · · that promote easy exic &om a room in which you might 

th 
re UAe Y to adhere ~ · th il.:. " • · • ch ose who are merely told wh d 0 1t an . :;" ; .: i;~; ~ . "· f-cel physically unsafe or develop strategies through whi 

5. Focus on the big picture nao· at to od. . · · .. )';~~ -r~). ·: help can be immediately called for and received. Safery for 
· • ,.. ems un erstandabl fc • •·,,. ... " -narrowly on their pain illn . . Y ocu.s .j~~ :)°.;: . : patients, your staff. and yowself muse be your highest pri-

th 
. ds ' ess, or incapac1ratio d -'··'-'"' · ' ·'" i. • • • dvan wha ru1 d li . . etr woi or accio · .fi n an .: r:.·r,. :;,!· ·.'. ~ onry. Detemune JJl a cc t es an po aes govern 

Ph . . ns ansc rom that tunnel . . . .. ,,. , . .-~· .•. . . . . . . ys1c1ans can "puU back" to Vllion . . ,>. ::_; .. \ •. ~ ._.:. your .IIlSOtunon or pracoce settlllg, and Strictly a~ere to 
sirua . b sec not only the pres ... -~ J . . . , • • . nal li . 1a . such aon, uc the ker li1i . ent i,~ -.«::.: . any msoruoo po aes or state ws 111 cases. 

d 
o e context of the pati .· ;:':\·'· ,.:r Ed all -~-er li . d __ ..1 d . anrece ems cbac might be co 'b . em, ':!;'., .. . · ::;;·" • ucace starr on po c1es an proa:oures, an pracnce 

d th ch nw uung to the prob! . :r~·~' ;..~ • . . tial . bcfi th . an e pa from the present ain fu · .em, -~-)~; ": ;:, . · your response to pocen scenanos ore ey occur. 
based goal or ouccom p to a cure funcnon- . ::!·}~ ;.\.:•~ .: e. . J_,,_.. .. ... .. . ~ ~ 

6. Set limits for caeptable beh • N Al~ ,--5.f; · A specific type of difficult patient behavior that is more 
. the pain they may be in h t:rllaveoith. 0. patien~, regardless of -.:::t~· '--J:i;. . likdy to crop up in the conrext .of prescribing controUed 

b 
J C fight [0 insult ball .r>"• • ._. I • -

a use; threaten, or ph.mcally h h ' ver Y ·::! jl. .tJ.. substances is deception and discrust. Some patients lie, bur 
A ch ~ . ,,~. arm a ealchcare worke ., ,., '. nl . d Li ....:.1 thr th th t e rirsc instance of such heh . r. ,j;': ·.!J... o y someurnes oes a e represent a ~ eat to . e . er-
fo cl 1;_,_ av1or, you can set or re' •o• 'lo , · • d . hi d th ffe . f . rec ear w1llis. In such cases finnl lll- . :i;,;-. : :: apeuoc r anons p an e e cnvencss o a treatment 
lish (1) that the behavior is un · ' by! and cl~arly estab- )~ .:::;·. regimen. If you suspect a patient is lying and you feel the 

will 
accepra e and if repeated ·•" · .. · · · d -' 'th th · ., ... you remove yourself from th . ' . ' ~-f1 ~ 1:: · JSsue tS important, you may want to eai wi e issue 

b h . . e1r care until a cab! , · 1 " ,.,, e av1or is possible; :ind (
2

) cha ill ccep e . ·x : · · directly. In doing this, it is again helpful to frame yo~ role 
: ate whether ononing ""•e wi' thi t you w ~ave to evalu- " ·~ :, as that of a professional consultant, -with the patient in 

v ~ ~.... nyour practt · 'bl · ~ · · · iou could also turn,....,_ ove th ce 15 poss1 e. · ,.. · Charge of ultimate decision-making. Your role is not to 
. ~.. r to ano er ph i · · -.;.~ lllStances, since somecimes a di.ffc: ys cian m such :; .. · · judge or punish bur to present facts and find solutions. 
may work better with cenai . rem:ersonality type ) : • It can be difficult, but it is helpful to try. to see lies as 
fer must always be b~··d ono pthaaems.' ~c such a uans- -;·;: ·· ' revealing important information about the puient. Many 

~ e paaenLs b · ;':- - · en mterest, ~~ of us react to being lied to with offense and hun feelings. 

·74 
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However eve r · · . : ~~ :·~ ~:_::"-'·::.:..;~~:... ------- -------------
. ' ry c m1c1an will probably be lied fr ··: · • .: .. --;_._ . 

to ~e. Ic's a "ycUow light" SI·gnalin . to om time\:~. · , :~:;.bairv may also require professional consultation. In some 
of Jf. d g cauaon d · • · · ·· ' ., e n.s_e ' oes not require rejec . .' ~ m an~/-:; . : :.'·'.kites, there may be legal or regulatory requirements ror 
task ~s to try to find the truthtt:~r ,te~an~n: Y~~ .; ". -; ; , : ~·J::~~"ri:ru~ation of a patien~-physician ~elationship. In many 
harmmg the patient and without .out mgmanzmg or_:;,', .• -~:~·~!~a~ons,. yo~ may give the. paoen.t namc:s of o~er 
ter at the expense of th . malung yourself feel bet:: · .~, :t:·~: providers m his or her commwucy or contact informaoon 

c paaent. ·. -.::.: ·: i'.: . .:~.;. ::-; for the local medical society, from which the patient can 
Treatment Terminati·o · ,_.:,:, ~· ·.:~ · ~'1/obtain a list of providers. Last, ar discharge, you muse con-

Ab 
n " ' ' ' ~~· -,.d h th . will I ~ ' - . errant patient beh . . . . .~'- :•·;,. :-~1 · -~! er ow c pancnt to crate ucauncnt ~conunua-

th 
. aV!ors w1U occas10 all · · ·. \ ~ • ... · · 'th b d · · l · h d c pauenr be dismi d fr . n . y rcquJre that' ~~ ··.. ;-·:·:·:,.qon w1 out arm, an , m cases mvo vmg sue rugs as 

and should have a .. sse I om a pracace. Physicians cari ) :·.:~; '.lf.j~:.opioids, benzocliazepines, anciconvulsants, and :lllcidepres-
. ' zero to erance" p Ii t:: ·11 ' ~ ·I• . ..,....... . .. d th afc di . . . iors (e.g., selling pr"' . . . O cy ror 1 egal bchav- ,fij?,~· ··~:.~;\ • $ants, an o ers, s sconunlianon may require a taper-

' 

....,cnpuon medicac· - L ··' • • • y. ,. • .,.. .. ch dul 
ence, or forging phys' . . ions, lll!eateniog vio- . ·.:., £'·; : J•.r -~~ ing s e e_ 

cions. Ocher circumscan1c1can Stgnatures) or dangerous sicua>. ~\).. ~~~{~.:.:;" 
· . es can mak " dmin" ...... •· . 1: • ··Su · 

muiacion" necessary; such ~ . a 1scrativc ter-. • .~1·~~~ At·::-:~: mmary 
who refuses trea•-en' t c 

1 
'.15 anh opioid-addicted patient ~ ·~~!-:-~ \V;{~rThis chapter has disrussed the common need to seek con-

uu ror us or e ddi . .,,.,.!;/'' . ' . ~c". 
In such cases, ab:ind r a ct1on. ' ··':"-.::"~ ~&~f· · sulcation from allied health professionals when dealing 

patient should be info~;:~ must be avoided and the ~\~~· (>:"'{:. with patients in chronic pain. It has explored the related 
longer be treated by you. S h e reasons he or she can no .;:::~1 :;·~~"~ issue of managing the patient whose behavior has become 
a fuce to fa • · UC m~agcs may OCCUi d • ,"1-' -1 · <';<-'~ • • . - · ce visit and foUowed up .th fo unng ~,\);:. 1 ; .{f.· difficult. We h.ave seen that, although, ab~rrant pauent 
and it may be advisable to include wi . a rmal letter, ·:;; .~) .1~.\ behavior can be difficult, it also can be potentially reward
~urse. or mfaedicaJ assisrant. In the abs:nwccaonfess, hsuch as a .:f·, :;.): ing. Challenging behaviors usually arise from fear, frustra-
mg, since ce t fu sue a meet • ·; ...... • ·· s'bl ·n· o- ce opportunities may siinpl L. • - :

1
· +'./ :.,. :; . , tion, poor pain control, or the corrosive effeccs of fatigue 

' e, a ceru ied letter b Y oc JJ11pos- ·J.,·" ~ 1': d ch th . b h . " ,, ft term· f . can e used. You can sp 'fy rh :~ "'.'. : :..,~ .; an stress. As su , e pauents e avmg worst are o en 
•• ..,, o separation (e g 30 d ec1 e .-.. ,-.· . .. . , the pacie .

11
• 

1 
• ., ays after receiving the I : :\, ~. :··· the ones most in need of a physicians help. Working to 

nt w1 no onger be dm' d etcer, . ".,,. , .. ". d elf . d ul. . k f _i., Exactly how h' a Jtte to your pracci ) .-[~. .'~ · expan s -awareness an c avaong a networ o ower 
co ac ieve the bes ul r cc · ;,· ~ · ,.,.. c- • al h call r h I bl yourself, however .

11 
. . t r~. t ror the pat:enc and .• :;;.:: ·• .:. proress10'.1 s w om y~u can ror e p can ena e you to 

bly, consultation ~7~ reqb~re ~dividuaJizarion an:! possi- :: :· . : remain in control and retain the clements of care that 
a ioeth1cs comm· . k ,. . ak . tr • t:: • d 'fy agement specialist or an ittee, a m -man- · · . m e your pracoce enecttve 1or your pauents an gratt -

:All physicians ~e bo atdrorn_~· :·. , ing for yoU-<Ven when confronred by the most difficult 
. . un euucally not b d .~-" • . . 

patient m their care. ExaccJ h to a a.i1 on a .: e- " patients. 

76 

y ow you fulfill this responsi- . '· .. .... ~:!. 
. -·~ 
,·.:~ ... 
'' . .: 
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D
orumentation is imponant in the management of a?Y 
patient, and particularly so when opioids or other co'ii

uollcd substances are used as pan of pain: management. Not 
only is dear, consistent, and detailed documentation parc"of 
"best practices," it also is a necessit}' for reliable .. ahd l~iiri
mate assessment of the effectiveness of a .longirudinal 'treat
ment regimen. Although documentation is Valuable' as a 

· record of one's rationale for a particular creaunenc. regimen 
and off~rs obvious ~nefits ancl protection for" the uc;ating 
clinician, the focus here is on creating and maintaining a 
solid record because it is in the patient's best interest.". 

Given the impossibility of remembering th~ derails of all 
your patients, a written record may be the only wa:fio 
keep crack and to spot trends over time, whether they be 
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Responsible Opioid Prescribing· A Ph . . • G . :·~::: 
. ys1c1an s ,u1de . . ~ -.:."l,·~· · ~~f:I;f;...:_« ;...t-_· -------------- --Dcx_um_e_n_ta_tto_n 

progress toward functional goals . . : ::7.V ·-:j1t° 
subde changes in patient dem ' sevenr:l'r"of side effects, or ; ':i\ i .~·, F.· '. .~. }Iany computerized systems are now available for the acqui-
of d c:: eanor or arrect. In the . . . . , }". . . d . f edical info a nee ro rerer a patient to ·ai· evenr ·: .;· · · <:· :. sirion, srorage, mtegranon, an presentanon o rn r-. . aspeq !St car fu1 d '- . . ~· ·. · 
tatton will enable optimal continui 

0
; · · · e acumen; :. ~.r_ '.,'. i:~~:; · · ~rion. Mosr offer advantages that will benefit both patients 

. Everybody wins when clinical beh~or care. . . . : . :-·~ : ::. i~'.:. ~d physicians, because, among many ocher advantages, 
mg are as ttanspareni: as possible. and decision mak- . >~~, i.'.·t '. :: ~rds are kept up to date and information relevant to pre-

Transparenc documentation . th >·'. 'f; .~-}" ., ~aibing or treatment is instantly available. In the furore, even 
w.here a physician records as !is 

1 
e pan °: the process : .. Ji-: . ~.;~~:. inore sophisticated information systems may become available 

• 1-'b ceary as poss bl h · .... ,.,J, - · 
nsKt ene.fir analysis was applied d h . 1 e ow ch~ .: ,::.:r.; !k ·r , ·.that include customized and automated patient-edumtion and 

'cul an ow it played f( · .' ' ·· ~'" · para ar patient. This means tha nl our or a .: =··· ;~:~: _ parienr-assessment tools. Such systems offer the promise of 
care plan been documented but th t,dn~r. 0 ~ ~ the ba.siC -. ;·.:r-;~: · · 't.'f ·greatly improving practice efficiency and patient satisfaction. 

d th ' e eas1on making · · ·.. · , .• · · · 
an e rationale behind specific courses of pro~ . \;~l ._-~f..,~~. Clear documentation, however, is not dependent on 
~ave been adequarely considered Re b treatment als~ ·'l'·f· • ·: :~:{ ·computerization or electronic record-keeping; it's depend
mg an~ no~ treating involve risks. ~err:/r that both ~t-=. }if.:~~'.~'.'./ ent on a. co~uncnr to a~ievin? clear and enduring 
managmg nsks. Considering th . ks~ lallsd cannot avoid '·:iJ.'~ ·r~l..;; commurucanon in a systemaac fashion. Paper and pen or be ~ e ns an the co . . .u •. ,\. _,~ •• 

neats of any treatment is 0 trasttng .'°:''.'.':f · ~:=.!:.: •. the dictated word still can be sufficient. 
h a cornerstone of clinical · :-, ;{~I ii:;°::: ut many of us do note has' . . pracoce, :::;,.:,..-;1~;~{. , 
~verybody benefits when ~cal~. m 0111 ~:ai notes. : ;;~;~ ::~.·~~ Elements of Effective Documentation 
~~ as transparent as po$ible. Vlor and decmon niak- ... , ·8~: ~ \~;;k' As a broad guide, six basic elements of a patient's care should 
. · ui1.5 mcan.s that not only has the b . _; ·:.~::: ;~_.!,'· be documented in ~ting: (1) Asse5Sment, (2) Treaanent 
documenced the d · · aki' a<iic ca.re plan been " ·l-~.~~ · '.'.-:i!", · A~eements, (3) .Education, (4) Action Plans,· ', (5) Outcomes, . , ec1S1on-m ngpro d . :<-.-•·--.·r ''f>' 
behind specific courses of ees> an . the rationale _JN :-:!-.-~ . and (6) Monitoring. 
quately commuru· ed R rr~~enr also have been ade- . · :~';' ·. •;~;· Each clini · h clinical · dgm d · cat . emauun fc d ,, --~ . . ... oan as co use JU ent co eremune 
being considered and th . g ocuse 00 the risks . :'.·# ~~ •·· . how often each element of docwnencation is required co be 

e contrasting benefits f .,, :-- · 
menr is a cornei;srone of clinical . 0 any treat- · )~J j) repeated. Each of these should at least be part of initial cval-
riot emphasize this · pracnce, but many of us do ·:~,,.. ' :: uarions and considered for updating on periodic revi~ .of 
both oea · 

10 0~ ~cal notes. Remember that . \ ;:;'. ( . . . ttng and nor treating Involve . ks- h . . , ~:' • . . the case. Rcgan:llc:ss of the sysc~ used to docwnent clinical 
nor avoid beino risk m ""' ris P ystetans can- .,'.? '. decisions,. detailed, readily available, and transparent do. cu-
. th --o anagers. .1ransparent d · ., - · 
1S e part of · k oa.unentacion '~'.' · : memacion in the patient medical record must cover a broad ns management where h . . . . 
dearly as possible how th · k/b a P y:>ra an records a.s range of areas, including the following: (However, assc:;sing 

d h ens enefir anal"". Ii 1.- · · 
an ow it played our for a particul . J~JS was app ed . . ;_.; ."·': all areas is not required at every visit and depends on patient 

ar panent. . "'.· : '- and treaonent variables.) 
.i."' . -80 ... ~. i• .. . .· . . 

Confidential END00051414 

P-03605 _ 00045



=~o:::::::h::;: ~;J, ":J~ ~) > -·~••oo 
• Diagnostic, therapeutic, and labo~:~~~ults,· ·" ;-_::f ~ ;.;;). ~ ~~dards of care. Demonstrating whether a practice is within 
•Evaluations and consulrations· ~- -;~,:~· ~ --.{~;-~ .the standard of care usu.ally relies to a large degree on a physi-
• Records of periodic review 'f . . · · : .:. f., ·_·. -~~~" :.•'.·:cian's self-generated documentation of his or her work. It will 

rr s o paacm behavior ·d · ., .. ···, .. · ... · · · th I el erreccs, and functional 
0 

s, SJ I! . ~- . ·. ; ::~ ·.: :· be·duough this docwnentation that reviewers assess e ev uccomes - .,. . .· . , .. . 
• Medications (including date . d : <~: . \ : \~, >; ofawareness of risks involved in the delivery of care and the 

• type, osage strength d ' · 1 -· -· · · " quantity prescribed)· ' 'an =.;~.: ~ . :._,. ·-: -:iationale for the choices that were made. In medical practice, 
8 Pain intensity levels;' '.! ::,~j~ .~l'., '. ~ere are often no absolures on the exact treatment fur every 

• Lev:ls ~f functioning, and quali of life· · :.-·.' .. ~\-~ .'. ~t,; ,_ patient, and physi~ian jud~ent is often the rnicigatin~ ~; 
• Sub1ecuve complaints of th :r ' · ,.' ., : .;,'~:'.·, able. Therefore, understanding the elements of the physicians 
•Ob' . e panent; . .-·:·, .'-' .1 -:: - •• _. • • • , .. ..1-

~ecnve findings by the physic· . · ./.'::;:~ 0:;.::.": .Judgment, which IS best supported through transparent doc-
•Diagnostic impressions "~d 1~al' _ ·\'.c.'. ;-->~·. : umentation, may be all that a medical board investigation has • "·" poteno treaane t · _. . .• , ~,,,. · · 
•Treatment objectives n options; ) ·f,T J::>~,~ to go on to judge a physician's practice. Moreover, most med.,. 
• 0th " ··f':.J ·t ~, 

er specific aspects of rhe tr · ·'::· .' ~ i·• ; _f,: , ical boards will consider maintenance of adequate records .of 
eatmenc or treatm .. ( -;: ., t-.-• , .. · 

program; ent ._~ ~!t 1:::'.11.. parient care as a requirement in and ofitsel£ ··· 

• Discussion of risks arid benefirs; i?~h '}."~.'., Federal law also governs the a~propriate prescri~ing 'of 
• Informed consent; . )~t,.~ ,~:?f.: controlled substances and prescnbers are also reqwred to 
• Instructions and agreements; and · c:.H:-:l }>fi; know and abide by these regulations. The authority to p re-
• Plans for periodic review ofp . b L. • • : 0 _:;,_;~A;-' ,· scribe Schedule 11-V drugs is granted by the Federal 

ffc at.tent euav1ors s1d .,. -;: .:. ·~ 
e ecrs, and functional outcomes. ' c :..~~ : .~;,.'-'.: Government through the Drug Enforcement 

Specifics of Documenting 
Controlled Substance Prescriptions · 
Each stace has laws th th 
controlled .subsran at g;vcm .e appropriate pr~ribing of 
and .ab'd b th ces an prescnbers are required to know 

J e y ese regulati Each ' 
. (tided differe ons. states board of medicine 
duct of h ?~Y by each sr:ice) oversees the professional con~ 
cians wh~ =~cian.s, .o~ mo~ ~rccisdy, the conduct of physi
such a medi~~~g w'.thin the bounds of medicine. As 
fc ' ar review of a physicians practice will 
ocus on whether or not care is ddivered ·.1..:_ • 

Wlullll or outside the 

Confidential 

:·\· _;t ;_~~-: Administration (DEA.) The DEA, which resides within 
,·.;:',+.: .;~; . the Federal Department of Just.ice, describes- a number of 

•";!'-: .• . 

\~~~; ~->~ specific steps that pr:icticioners must follow to document 
::ei· };'.:· the use of controlled substances. These procedures may; or 
,:~~{~; _- ,~;:· may not, correspcind with st:ite-specific standards. Each 
;':'r~ } ;:, practitioner, therefore, must fully understand his or her 

~ -~:~4 "/•. state rules as well as follow the DEA requirements. · 
:;_f ;. · A revised DEA practitioner's manual was introduced .in 
--:::;~ _ . September 2006 and is available online at www.deadivei:sion. 
· '.~·: usdoj.gov. Ir summarizes and explains the basic requirements 
·_:::; for prescribing, :idmin.iStering, and dispensing controlled 
~) · ' subst:mces under the Controlled Substances Act (CSA) and 
·::::: 
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. .; .,. 
Responsible Opioid Prescribing: A Phy$ician's Guide . . :~.:~;; r' I 

<~ .;.~·.. gl b" f5 O in the 

Documenta~on 

.... · '· · · . mo .. 
' · .. " 1 • ·:. , . • th the aaent has a hcmo o . the Code of Federal Regulations. Although all prescribers of · ; ;.·~: · . ·;.~ clan writes at th p der cannot interpret thi.s as anerrua, 

controlled subst:inces must know these federal requircmen .. :.' ~:· : ··· .~'. ~edical record, .~co gh to suspect th.is finding. In 
.., - . "· '" if h he KnOWS enou a «>mplcre """"° U beyond <he "°pe of this book. n,. .. ·'1 ·; , ·~ "'" ' 0 ". ID h ,;a.n mw< ~"'1y d""""'.=' 

Append.ix includ~ lin.k5 ro relevant DEA weoor~. indut1;~,:,· ~-t : :. ~ order to code ic, edp Y. th.is case example, there might 

the 2006 DEA Pracnuoners Manual. Excerpts from that ':'.'·""' · } ··~ ·ancnu'1 10 c ddi. nal information su as 
0 

e . . , ~ " , ~ " · · · the recor -rn ch th r 

manual tha~ relate. to gene~ aspects of prescri~g controlled. ~··:;t ~ l > ~.~o. e a neend the type of anemia and its relauons P to · ;. '. · b d xor a no . hi 
subsra.nces, tncluding rcq1 nrements for appropnate documen.: . .. · ::.·; . . "· ;· ·specifics arou 'd di . that may impact the accuracy of 

. . . ~ . ., • . b1 agnoses uld d tation, are posted on FSMB's website: www.&rnb.org/pajn. :':'. · · ~) ~~ . .:;. other com~r . In eneral, physicians sho ocu-

. ·. : :'.';ff~ : ;"n '~. ;~c)ding ass1gnm~n~. g th hj~l..est dc<>ree known, yet A Cod• ;. ·· ' 1 
• .. " ch · suspicions to e o" c:r ccurate 1n9 ·.; .. , ·::-: ':.~~ ~-.. ~ent C1f f th b efits of transparency. N h 

. r -='d d ft •r .;; . '"<. th arnpleo e en . ?w ere ~e m1or?13tion systems more d~~c ~ o en ,};'.~t.{:t:ano .. er ex · 

•dfosynoranc ilia,, "' oho -= ofonnmurucu"g mili P•Y-; · "• i'' · .; 'i " . le p escribing , 
ers for authorization and billing. Although .learning the ) ~ '..:~~. ~:.·::~>. J>roportiona . r feel inclined to' assist their panents 

d""1!, _of"'"" "q""'""'""""' be fumudab1. pbysici"'! · h ,d ;~A/" a- p~;;;.;,~ of , ,&.lul~ drug _m,., m. 
who fail to adequately conform lO a documentaaon system ... .':;-., .- :~~~.:: by prescnbrng ed "'""''e an acute pam conditton. This 

. . . ~· .. . . ne to m--o ch can compromise b~th th~ overall e~ciency of.the sys~em ~~;, ·~· ~-'.:-'.~· ~aoen: may! the case for schedule Ill medications su as 
>nd <he c"' ohou p•uonu mene, Document>ooo ;~:;.:, ·''' .:· " P'"" ..Ju 1 cl.dole II drug"noh " OXJ"Odon~. · 
requirements and procedures may vary considerably across .,;f ;,~il ~ :~~:--~: hydrocodone ors . t with an acute backache rrught be 
· · · d ..J_, __ ._ · :_L .<.. 6

\'" • F rexample a pauen · hensev-msutuaons, an across aunuwsrrauvc or rcunowsement .; '·~\! :;{ :: . 0 • ' d h drocodone with acetanuno~ . 
• .L, • gl . . . . "l,.>j' H ,,, .. ... - oCJpated to nee Y this .nught systems Wiuun a sin e mst1tutton or pracnce. ·~~ .'.,:! :·;'"-; · an . ral days. In som~ c,ses, · D 

. r nA:~~ . ft . "·v.1· •" cal umes over seve . d two to ocurnentaaon ror c~.oo purposes is o en com pro- ·:, ·:;:: < ,,... e . f eight t:lblets per ay over 
• • • ' ,1> (" to a maxunum o ~- P . last nused by providing inadequate specific information to ·:. !\, ·~ ,:; am. aunt L. £ ~ m:Wmum of Sve aays. aJJ\ . -

.~,.·i; "·· .L ~ peroaps or... · accompany a code or assuming that the person reading the . .. :; "~ ";, '. :: . cnxee ys, . . d might suggest that the paoent d ( ft 
.. ·~• '>; '•' .. • b...vond chis peno · · ted eed OCUm<nt 0 en a •••·medioilly wJned codd}nndor- :.-. : ... ' ong ., ...,.t d. Al.bough m ... w '"'"C<J"'' n 

stands the implications of examination resulcs or other ·: :.~-- ~ .='. should be re uare . of 40 tablets, phys1c1annoo 
..,. ,... . ... .. uld dd to a maxunwn details of the history or treatment plan. It has become an .. :·:· ~. : ':· '.· wo a up. . tion for 90 

00 
150 tablets, per-

. · ,.. - ~· · -I... wnte a prescrip · · · the .JJ-tOO·•pp .... r ,,ru;,ty <ha, cod"' are Jimito<f in whar they /;: .!0"' rommo.~y k., ~sn.. innoe<ntly bdi..WS tt •. m 

can code, and physicians m~c understand basic documen- -"· -: haps W\th a h mo· re on hand if pam perstSts. 
~, · . (: · est to ave . · tacion requirements for coding. Cod~s are not allowed to .... :; ~:.:. paoen s mt~ th nt environment whe~e prescri~non 

". " . .. .. . H ever in e curre d eomes interpret and must depend on the quality of the docu- .. : ~'. ;~. . ~w ' . ingly diverted or abuse -sorn. 
men cation in the medical record. For instance, if a physi- .-:,:. · . op101ds are tncreas 

"'..'.· ·~ -
~.; !'; 85 
·.~ :\ 84 
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_Re_s_pon_si_bl_e _o_p_io_id_P_,e_oc_ri-bi-ng_:_A_P_hy_ii_ci_o_n's_G_u_id_e _____ ~:· ·., -~ •· .:-1Tu/.~:~;...· :_= ___ _____________ _ 

·,~ .. ) ~~· · 
from households where medicine cabinets wirh /efi~v~r~:< .~·- .:ft<:.: Chapter 7: . 
medi~~on are_acce.ssi_ble to children, teenager~, and o0f), ·~ \. ;:/S·C:·; liance With Relevant Law e~,.gifana: • "'JU"«J mo« Jun ~O<. This indo<\«\ '; . , . ! ; ~. omp . 
ta.1Ionng the amount of a scheduled drug to a reasonable·>' .. . . s~ ~.-. ; . d' or administer controlled sub f h 

. . ' ~ 1 

· · " • ii'T'. rescr1be tspense d · th .,,.,te and assessment o ow much you thmlc your pat1enc will nee(i : ". . ::· ::· io P h, . ;~" must be license m es... . 
· · · - · · ,., · · the p ys1c..... egulaaons Some phyO<Wu may «><Uid" rnh«luk m drug •ud, 10 ;; ; ; : ·· '.·' ··~"· , th appliable f<de"1 and •tare ' · 

hydmoodone to be •ilari,.Jy •.Fe, """"''e >fut·· '; · , :: ·'l".!1'P1Y ~• • .., refored to the U.S. Drng Enfo"':mdebnt 
· th · · · · · ., ·' .. · ·~-. Phys1c1ans ... · d uments issue Y hyd.rocodoac IS e mosc prescnbed med.icaaon in th~n ;,· ! · ~}:" : .. . . ration and (any relevant oc . n-

. d · · . ; · j. •, " .. ;-_. Admtmsc . fl rules governing co United States' an IS widely sought after and <livened for ·· ·~i .; ;:>'• ; th.-• .. · medical board) for speci •c u1 'on• ,, 
. . ... -~. ,.;: .. :; n,· e S£ace r blc state reg au ~· nonmedical purposes. Regulators recognize char mcdiclJ. :·\'.! .· :·,;~:::. · lied substances as well as app ica . 

judgment i~ ~ot a science bur is nonechcles.s required .f~[;;·~~~[· /.;~: ;~· ~SMB Modi/ Policy 
optimal dtmcal efficacy and over:ill safety-and thi~ .::_:,/: · 0:~~ . 1'.~ 
includes prescribing appropriate arnount.5 and refills tha~ a'rf .~i:'.~ ·::'·;:/ <-' 

proponionate to expecced clinical outcomes. · ":! .::':\:: ;~:!>:: ~ 
.r/-;t:;r,· :</,- · · ch d-

. . ~ ·>·:· ··":§, "&;;·~ "' ··. b ioid med1canons ares e Summary · . ·· ;.:(?;":y. l)·~f~ · k s useful as they may e, op b e they also have a 
~ . :c.~~ J;-._ ;.l · . l d trolled substances ecaus Although it comes near the end of the list of guidelines in .;.t~~-; \f~ e as con C ntly, they and the healthcare 

J'i ' · 11 . •·.. 'al for abuse onseque , th the FSMB Modd Poliry, documentation is an essential com- ',~ .~:·;"' ;:": ~.. potent1 · .be dffil. nister or dispense cm 
' " "-' · ,•'I~. r . als ho prescn , a , li ponent at every step of the process of delivering appropriate ~ 'f:$ ·t~])~ ·. pro1ess1on wb lex series of .fe4er~ and state P.O -

· Effe · d · · · -- • · a1J :-;;.> « • ·· · · e regulated Y a comp · th laws p;un <=. """ orumo»aaon • ~~ •o •uwomng :.:··f ;;_;·'" ". "'b"""= " wdl ., o " sraoe . 
· of oh< oth<, demeno of th, FSMB Mo,{,/ M<o/. Mo=, ~ .>~. '1/ · aa on eo~ttoll: heahhme praeti«. Sud. poh· 
complete documentation is essential ro indicare compliance ~!!.~ } :;;: and regulauons d at govern t drug abuse and substandard 

• J:....J al l . . ··~'i~·:t '·: '·;· • imende to preven h ~th <rate and ''"" '"I' >hat govem P"'<nhmg con- ·1'.~:Y'.: · a"'"'.'. . B in some ""'· they can ave 
aoUW subuan"': l.u• do-enratWn·;, eqofred fo, "P- ·jJ<:>r pn:•0<obmg pracn~ on':: their intended p~<po" in ~l" 
porung coding, billing, and reimbursements. .:::·,'.'.. ·.: llllpact that goes Io/. . medical practices and create 

''::: : .· ·- th can hamper egmmate · • ~ I •' ' at • I 

. ·; ·' .. . , r . vers and pattencs. th 
• ~~ : • !-- barners roe caregi . h been made in e 

References :';;; ., ·.. Alth0ugh "'"''d'fe P'~":n i:P" of snikiag bal-
l. Kuehn, B.M. Opioid Prescriptions Soar: Increase in ·--~ :. ~ : past decade to amenli .state. a ificant state-to-state incon· 

• • tv'T IJ Ab .. ·;... ·. d gulatory po c1es, sign . 1 Legmmare Use a. we " ""· j. ,<,,.,, MeJ. An.,., '-''. . . , an« re . olid" m•y aem P"'""' "' 
· 2007, 297(3):249-251. ·;::.: : ".i sistencies remam. Some state P -·: s6 :1f·: ' . 

. ! . .. . . 
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· ~ ..:·· 

confidential END00051417 

P-03605 _ 00048



ResponsibleOpoidP ·b· .~-,: 
Compiance With Relevant low - ___ _:,_:...:.:,'e::sc:".:::'":::'.9:_:: A:::.Ph~y~•i~ci~an~·$~G~u~id~e:.__ ____ ~~:; . 1. £; · '. 

~ ~ ..... ~.:l~ . ., .. :.-~~~~~~~~~~~~~~~~~~~~~ 
practice scandards that diffc c. . ·:7~.;;;:::; ~- .. ,. 
G 

. er rrom nauonal co · '· "' ' ' i ": ·"· ·· rowlJlg attc:ntion to these bl' h nvenno~,·, .i t · I;' .. ·ulations under which they practice. Tills may have: diver-
underoeated pam' "nd presc ~ar.ate pdruu IC ealch crises of,.~~: i . l .. ·g·e~c c;onsc:uucuu::;: On 1.he one: hand, :iOIDC ph.v:<iciall3 mav 

.... , npr1on b . •· · "!" ' "t" · • ,. ., 
to calls fur no re circumspect d g 3 . use are lea.ding · ·~S'. ·· ,J,:.";wnic their use of controlled substan~ in the mistaken 
Some sracc: laws have been and sp~ciiic regulanon,,., _: '.~.: .' .'r~'.:;belicf chat their state laws are restrictive or overly punitive; 

f
. . recen Y revised or are in th' · .,~ . .. J,l• ·:. th ch h d h · · b · · · process o revision. In some Sta h . e. : .•. :':£,: . ·:t'.:'.: ; on e o er an , $Orne p yslClans mty e pracncmg 1Jl a 

b I al 1 tes, owever there still .. i .... ~ .. "if,'. i . . . . th d <lards d this 

th
e eg uldan~ge in the profes.5ional and' business comda! .~ ;}t ~ .~i ~,~~ghnerb in:onscd1Stent w1 ciallacccpcc . ~tan by th. 3:1 , 
at co raise concerns b . .~ ::-~~7·'-.... =];' .. } Ill t e view ~ poten · y susp1a ous cir states 

• Limi~g the amounts 0{;,pioids that can . .~' ;J:'."i}~~ ·'...fJ;i:1~at~". agencies chat oversee mcdic..l practice. . 
and dispensed; be prescn~ t,'.-;;i:~ ~~.~~:i~' ... -. Phys1c1ans also mwt have a firm grasp of the federal 

• Requiting special govemme _ · d . . ' ·.: .; :i~t::• _t;~.'..:.S:laws relating to controlled substanCC/i. These laws axe artier 

• R 
. nt issue prescnptJon fc · · -, .,, <:%!' ··u1 d · th ,., d ral C 11 d S bs ( ) estr1ccing access to patients in ain wh · ~rms1 .; ·'.::'o=~ ;,3£;~. ate m e cc c ontro c u tances Act CSA, 

of ~ubsran~ abuse or addictive Lease; 0 have a history .'.~": ~~·~ l.J~ . which attcmp~ t.o ~:Wee the com~cting d:mands of both 
• Using anaquated and amb' l :;·:,i°§~L;; J· control and availability. Under this act, licensed prof~ 

confuse patients in P"';n wt'thtguousl anhguagc that can ":-i;~~i ::.~·;.1 · sionals can prescribe, dispense, and administer controlled 
· ..... peop cw oh ddi · .. ... >:r .. ..,,.,,,_ · cfuc:a.se; vc ave a ctr<'e (;'~~- ~b~~ substanGQ for legitimate medical purpos~ in the c;oW$e of 

• Requiring opioids to be onl · ~'y ;~ ;:-~; ~.. professional practice. (Note chat most opioid analgesics are 
Ya treatment fl :;.:"·~·" -.::~~· . O ast resort. · ~ .~i;;: .. ~:i ~ Schedule II dcugs although a few, which happen to be the 

language thar can enhance ain 
ttequently being added P •. management is now 

th 
. to State policies and laws H 

ere remain some srates in hich th . owever, 
· . . w e need for appro · 

p:un care u not well anicul d "' priat~ 
d 

ate . ror example 
o not recognize that COntr lied b • some states 

in some cases or cha . o su stances are necessary 
of the prac;ti~ of medit ~c~n management is an integral part 
. . me. 

It is imperative chat h · · 
'th th · P ysicians are thoroughly c.._ 'li 

w1 cu own Slates 1 d IiilllJ ar 
dards. (Access to th tws an regulatory practice stan
avaihble duo ese • aws, or summaries of the laws is 

eb 
. ugh the Federation of State Medical B 'els 

w me: www.fsmb.org/pain) Unfo . oar 
gescs that many pfr · . · . . rtunarely, evidence sug-

, ysiaans remain '""Orant of th -o·· e state reg-
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: .;~~~' ~:;: ·,: most prescribed, arc schedule llI dru~chedule I dcugs 
:; (.~: ::,::~ ~'. s~ch as heroin and LSD are considered to have no legiti-

"" -· .,. ?~~· / ~ mate medical uses.) ~e "':°nttol" po_rrion of the CSA 
:·;~-,r .::;t.. attempts to prevent diversion, establishes a system of 
, .. -;#:: L~ secure manufactu.reand distribution, rcquire.1 record-keep-

·~~-?, ·t ing pro(;Cdurcs, and sets up penalties (including criminal 
,;:iV ·:; .: prosecution) for violating its provisions. 

:-J~: .. '-. 
. ' . -:i:: ..... 
. .. . 

-'~.~;~ > • • 

·"'.=, 
... ::"; 
·· .· ... 

. ··-
'.• 

. ; 
.!";: 

. ! 

Prescription Monitoring Programs 
In response to the problems of drug diversion and abuse of 
prescription medications, the Federal Government and many 
st.ates have promoted prescription monitoring progmms 

(PMPs). TypiCally, PMPs collect prescribing and dispensing 
data from pharmacies, conduet reviews and analyi;es of the 
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daca. and disseminate the data to appropriate regulacofy·'i ~i~; ·: ~.\ '.. · rogra.m. Variation between states is still common. even 
and law enforcement agencies. Some have begun co make ·:.;;~· (~:·;,-:'·~- scace3 that border each other and must deal with 

these data av~hble .to clinicians and a few have even ma~· :- ~f'~ ; .~f~; : patients cro3sing state lines for care. , 
th_e data readily avadable at the point of care. Jr seems cerc · ;~~~~ .'.::'. ,. ; :· Certain char:icterutics of PMPs cm have a deterrent 
talJl cha~ more srates will be moving in this direction in the<·:· .• {';. ·:~·-· effect on potential criminal activities. For example, some 
future. . ..... -~-~.~-::~ ~.;:; . . ;tate authorities report that use of tamper-resistant pre-

~ollm~ing the le:id. of New York Stat~ in die 19 l Os, .. ~· ::Gi :_-:~~'. -. scripciun form~ 3igni6CWldy reduces or. eliminar:S ~rescrip
Caltforn1a and Hawaii enacted PMPs in the l 940s. By ·.:,-,t;::; /r: ~ tion forgery. Thus, while government-issued senalized pre
the 1980s, seven more states had added PMPs. These ;-'.,-:';J · 1-~J/ scriptions have largely been abandoned as useful i:ools f~r 
early. programs required ~at physicians use state-issued .}:~·i :·~:\ prescription monito1ing, the use of securi~ paper that 1S 

m~t1~le copy forms (duplicate or triplicate) to write pre- ··<~ ;;,·~'?'··.:. tampcr-rC$istan.t is increasing. These secunry-paper pre
scnpt1on~ for Schedule 11 controlled substances, and that };~~1i :){.- scription forms employ the same technology that has Lo~g 
pharmams r~t~rn one copy to the state after dispensing .'));·1@ :'.~}.:. been used on personal bank checks or o~ paper money-:
a ~u~. Phys1c1ans were usually required to obtain pre- .'.,~';:;.;. .:,.:i;.::· these include a watermark that may be viewed ~ta cerwn 
scnption forms from a srue law enforcement agency and ~.{.:' ;· 4 · angle, phocoeh.rom.ic fearwes that produce an unage such 
some states charged a fee for the form:; or limited die ·:r.·:J:.: .,Q~ as the word "void" if the paper is eopied or scanned by a 
:imount that could be ordered at any time. · · ;~1;~ ·~ l' light source, or even thermochromic fearures in whi~ the 

.Only one multiple copy prescription program still ·:F~ :::-:~~' paper changcs color when touched by ~m fingers. o.r a 
ex.ms because of the barriers to care that most cawed as .:-jr.:;; ··' ~· · heat source. In addition, PMPs that make prescnbmg 
well as the advent of technological solutions that :ise . · .. }: > ~ - information available to clinicians at the point of clinical 
computerized information. systems to take the burden of "~L~} 'j..~~ care may be useful for identifying "doctor shopping." An 
p~es.cripcion monitoring away from the front lines of -;_"'[ '~~ individual who is identified ~ doctor shopping ~hould 

. clm1cal care . . Most states are now moving to computer- · ·;·[l,! '.';.: have his or her treatment plan re-evaluated, may D~ed 
ized PMPs. In such systems, pharmacies transmit data t~ . ;~ir :~l't . additional guidance wd educ~tion, may be directed into 
the state on .controlled substances prescriptions. '·~~. _:· . ._; trearm~nc for chemical dependency, or may be prosecuted, 
Altho~gh. ~ere is currently' a federal program chat sup- · depending on the circumstances of the case. 
ports tnd.iv~dual states in their efforts to implement a -~~' ·: ::; To date, not all PMPs have been created equ~, how~er, 
PMP (Nauona1 All Schedules Prescription Electronic ·~-1: :~.'~ and some may have inadvertently erected bamer~, either 
Reporting Act of 2005). in practice, PMPs take different ·::.• overt or implicit, to the appropriate prescribing o(opi~ids 
forms because each state government is charged with . ·~¥ .'· . for legitimate medical purposes.4 Some programs may have 
determining the goals, structure, and organization of ics ~~ . sem unintended and subtle messages to physicians thac 
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~:~· 
Ro•ponoible Opioid Prescribing: A Physicion's Guide ,.. , · Compliance With Relevant I.aw 
-:------=---..::__.:.:.:_:..:.:=_---,~· ·.·:. .~· :~~L: :·:----------. . .. -·~: -- \~'.'\ ~ ... -
encourage them co be stingy with or paranoid about ·<T~ ":·~~~~ · '. us andlor potentially harmful. This pattern is known as 'b' . pre- . .. .. ·:r .. :oo . . . . 
sen m~ suong pam medicines. Daia show that physicianS ' j ~ ~.,. j • ·: ·;: che substitution effeet.s The problem of the subsucua~n 
recogruze s~ch m~sages and alter their praaias according- ··; . ~: :.~~·~) &ect is one example of how we may view a sec of ~ta relat
ly, often with demmemal resu113• For insr-.n,... C-"l' .. . t : ,, , : 

1 i-~ . t the drug abuse problem and draw conclusions that 
had ...., ,..,..., <UUOrnta · · • • . · · · wg 0 

the oldest PMP system in the United Scates which -:[ tf!i ~-.~~( "· 'ther factors in all of the relevant variables nor anticipates 
used =-"--d . li ' ... ,., . . ne1 b . u1 . 

seriai.ue ttlp are prescriptions solely for Schedule.ll f·'.:::;J .:~.?die full coUaceral imeact on the drug-a usmg pop aaon or 
dru~. On seve~ occasions, pain-care advocates cried to ·;~ .. 1-f :~Ci:'. :0~ patients with a legitimate need for controll~d subscan~. 
convince th_e .California legisll\curc to rescind the tripli~e-.. < ~~ {~::.·; .. Contemporary PMPs ·are not intended to 1.11terfere_ with 
pr? gram as 1t was widely believed to be a barrier co adequar~ · ·. ;~ · '."j :~·~- ~r medical practice, and attempts arc incr~ing\y bcing_designe4 
Pam manag 0 ch . . , ~ ·"1 . - Unlik PMI' of · ement. n ea occasion, argumenrs were. -':J. &i :':'-''~ ..- ro reduce potential barriers to care. e programs 
made chac'if California removed its triplicate-based PMP. i~ }S~~ ~~d;" che past that were intruSive at the point of clinical care, newer · 
wo~d see marJc:dly in':eased Schedule IT prescrib~g. ::'J.~~ · ~::·:{. eleccronic-based PMPs collect data behind che ~cenes of ".1"1-
which often. pro~1des op~ treatment for pa:ients with ·.;ii-& ~~;;,:,;_~ ica1 care. Likewise, contempo~ P~s typ.1cally do ~ot 
~ev~re chroruc pa.in, ~ut also mcrea.ic.s abuse of these med- . ;~.a ;.~~:;·: require physicians to ~bcain p~10~ approval to ISS~e prescnp
icanons. The asswnpuo~ ~that maintaining low levels of ~:~:·~] :.rt}.~': tions and they do not lmpose limits on.~e quannty that may 
Schedule II drug p~~ibing was proceccing citizens from ~:~;~ :~) ·.;· be prescribed. limitations on prescnblllg controlled sub
drug abuse .. The tnplic:ace PMP was ultimately removed ·~~ -~~J·; stances do exist, but are governed. by laws that are separate 
when the legislature~ able to see that while the criplicare ·/.~,' ~~. • from those related to PMPs. For _instan~, fed~ faw pro
~MP clearly resulted m low Schedule n prescribing, includ- ~tr : ~ .. · hibits prescribing refills on Schedule II dru'gs, and ~tly the 
ing. low .prescribin? races of sustained release oxycodone, :'._.~ /~. DEA has made adjusancnts to ~~ what ~~nsoruces a 
California had a disproportionately high me of Schedule · ':~ ; ·:~ , refill. likewise, some State laws may limit quannocs that can 
m opi~id prescribing and abuse, particularly hydrocodone .: :; 1: ;>.. be prescribed ~ one prescription, but sucJ;i limitations are 
(found ":1 products compounded with acccaminophen such :.~1. ·~. ;. complecely distinct from the individual scaces P_MP.. . · 
~ Vicodin, No~co, Lorrab, etc.) Ironically, hydromdone is . J~Si ~ ~. . More states are lil,cely to institute PMPs tn the ~ture 
~e most prescabed drug in the United States, prescribed in ::, '.{•. f.:·: because of the 2005 congressional approval of the ~auonal 
far greater ~~ers than. any other opioid. :{: .. :.: All Schedules Prest ription Electronic Repomng. A:c 
Th~ Califorrua experience w:is predictable. It is well- .. :, · (NASPER). This law instirutcd a program that offers Uldi-

establ'.5~ed that w_hen physicians are faced with barriers to ·:~ , vidual states funding for es~blishing P~~s '. Al~ou~h 
prc:scnbmg a Certaul ~e of medication, they will often pre- .. f - NASPER was hailed as a maj.or to_ol for ~1c1an~, it d1d 
scnb~ around that barner, turning instead co drugs that arc ·,: ~· not mandate that the collected informauon .would be 
perceived to be less scrutinized, even if chey are less eflica- '{ . directly available to physicians at tl\e time that they treat 

·l· 

93 

Confidential 
END00051420 

P-03605 _ 00051



Responsible Opioid PrC$Cribin9: A Physician's Guide Canplionce With Relevant law 
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their patien~. However, PMP data should and likely will · '.·:J.t;. : .. ~· :: ·., 0 What are the general legal responsibilities of~ 
be more available to clinici~s at ~e poi~t of care. Usi!l~ (::: k:'.·, physician to prevent diversion ~d abuse when 
these dara may prove to be mcreasmgly important in th · ... t, J-l :" prescribing controlled substances? "'·: 
management of patients who use controlled substances:· ~ · ·~:·;i :f· ; : 0 What additional precauiion should be taken 

· ; • '·' · ~,-: .. '. · · when a patient has a history of drug abuse? . .,, 
Federal Guidelines for Prescribing .. '.. ; . : :~X ~~: . :·· · '' 
Controlled Subs!CJnces ·.~'_. ~ · .. j.~ ·}~:) In the fall of 2007, the DEA ak> issued a final ruling 
& n~:ed i? Chapter 6, the DEA released an updated. ·~·:'dJ:. :~.J ''.· [Issuance of Multiple Prescriptions for Schedule .. I1 
Practmon_ers Manual in September 2006. It swnmarizes ;:::{;~ t~:. : Controlled Subsr.anccs in the Federal Register: November19, 
:u1d ~plams th7 basic. requirements for prescribing, adrn!n· :~:-_rt q~.~-. 2007 (Volume n, Number 222,P~: 64921-649~0)]. ~ 
1Stering, and dispensmg controlled substances under the· .·:·; !::·: ~-:,;r,. am.ends its regulations to allow pract1t1oners to prOVtd~ lll~ 
CSA.. The complete manual is available onlinc (wwW. . ::~ ~} :~~:::• : . dual patients v.ith multiple prescriptions, to· be ~oo· 
d d. . d . ) d .,. . .. , VI ul II u-_J ubsriuice 1 ea 1vemon.us OJ.gov an physicians are urged co read ii '· '.• .. :: :,<·. tially, for the same sched e contro = s · 

efull This . '"< . ,...,.. . sequen ' h . . . . d 
car Y· internet website is also of value for any .. ~:~.:.~ .. t~' · These multiple prescriptions allow a p ysictan to wme, an 
updates that may occur. Moreover, the DEA also issued a · ~+f~ ·'.~<: . nt to receive. sequential prcsaiprions for up to a 9.~ 
clarification of its policies relating co the use of concroUed ·.:(,''!i ~ ·W· adapancpply of that controlled substance. Tulis practitioners 

b fc • . ·· ~•·r, ~T" y SU edth da ' th . su seances ~r pam chat :appeared in the September 6, 2006 · ~> ·: ~;]',: may write multiple prescriptions. each dat e . Y e ~~-
Federal Regmer (Vol. _71. No. #52716- 52723, 172, 21 :;·i:a :•r¥ scriprions are written, but only one would ~ fur mµn~~te 
CFR Pan 1306.) This document is tided Dispensing .c:,~·1S . ~~· ,' filling while the others would Iia:ve seql!'en~ ~~ n~n~ver-
Conrrolled Substances for the Treaunenc of Pain. Select ;. ~l,; ;._;.;. lapping fill dates. The intervals are up to ~e prescri:beuo ~ 
~ages .that are posted o~ www:fsmb.orgf pain offer DEA · ~~f-~ "{~ it might be days, weeks or 1:11onth.s. For instance. .a ~res~?C:. 
darification on the following to~Ks: . ~;.~ :;> ., might state "do not fill until 30 days fro~ ~rescnp~~n ~~~ .' 
• Purposes and Strucrure of This Document .~.'t;. :~::·. or "do not fill until 60 days from prescnpoon <la.re '. ~ :. 
• The ~t~tucory Role of DEA in Regulating the ~ :,;~ :. :j~ · " .. ' ' · 

Prescnbmg of Controlled Substances ~.~".~ . · : 
• The Meaning of 1he "Legitimate Medical Purpose" ·i::/:: • .. :• '· 

Requirement . :~~ . 
• Other Recurring Questions ;-~·.1 .. : 

94 
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0 What are the porencial signs co a physician that :·t:·:" :· 
a patient mighr be seeking drugs for the purpose ~ ... -: · 
of abuse or diversion? :,~ '. , 

·: .. , ' ... 
·~ . ,• ·.'!,. · •. 

Summary d · · ·~· 
Cunent federal regulations, emerging stat~ laws, an . in par-

. ticulai the FSM:B Model Poliry seek a rauonal bal~ce that 
suppo~ society's need to be protceted from drug abuse and 
to receive effective treatment for pain. Physicians who. find 
such balance in their practice will likely fu}d themse~-~n~ 
gruent with the goals of regularors and, most im:rtaDt, ~th 
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the needs of their . N ~ '- . ·-. ~~ . . ' . 
the reality of chan ~anen~. ew or revised regulations, ;u;ci :::::\< , ::Y-: '. Ov • A C 1 S . 
both fed ra1 d ging or mconsisrent existing regulations · . . ·:,>. j ·: : : ;::~ . :· • erv1ew: apsu e ummary 

e an state levels reinforce th fundam at. ~ .~, , o;;, ::;•·.: f 
sage of this chapter and th: FSMB Molt R , .. enhtal' ~eS- .. ,:~;''.::~; . . ,'h· .< . 0 Steps You Can Take Today 

·must rake the · ed -om:y. P ys1c1an.s··.-:' ~· •· . : ': . · 
the legal . tune to ucare thcrnsdves about tlX! realities f. ·', ~ .• ·,!: . ·;}~ . , ... 

environment in which they . J o .. ·~·;,:;:.- :'('· . . , ·. 
to date on ch pracoce anc remain up .'. , ·-: :: : ·i;.·; . :. 
rate b ,J ,~Ycal anges to those policies. Doing so will facili :: ;., i" : .. : ·' :¥,.:( ,·:· . 

est u.uu practices in tenns f . - -.-· •.; : : ':. .. ~· . . . 
will reduce the chances for cacti 0 . PaJ..11 _managemen~ and .. '.;:.;~·(4 [~{ :rf1his b_ook and the up~ted resources on the _FSM~'s 
vertent intrusion b th legalp ce disrupnon through mad.: · · -;:;·:;!-: ":J. ·~ :· .l website offer a pragmatic framework for aeaung pam 

· Y e system. . :.::,:?.q:? { ~{~ ~ich compassion and vigilance. I hope it adds to your con-
References :-;~ :~,~--;:~;: ·~:if.l :. : fidence to practice medicine by seeking to cure when possi-

•• -('rl · !1 ·~~l!t; 

1. Pain and Policy Studi G . . ,.;. ·~·~>~ ':'.~:!'i :· !>le, but to always treat suffering. · 
State Pain Policy: A Ptoes -ess r~up. Achieving ~ala~ce in. · ;t;J'f,~ ~1~~: : The steps that are str~ed in these chapters should not 
Wisconsin Cornprehe ~ Ceport Card. Uruvers1ty of ·· :i+;:~~ ~ :i?.i' .. impose new burdens, because the approache:;, proc:edures, 
Wisconsin, Sept. 2003~siye ancer Center, Madison, ··{!--~ :~:::{ and mindset advocated ~n the M_odel Policy articulate the 

: · .~! ·~) .. .,:'ff~;'·; standards that are essenual componentS of sound medical 

2. Joranson, D D er al p · M : ·:~(·'?.!>~ ;i11;:'.: · care that physicians strive co achieve every day. Putting the 
. Monitoring.',., Pain· a:::; ~~:ment and Prescription :it~ J1/Z.; 1:f odel ~olicy r_o work, therefore,.~ more a matter of ~efram-

23(issue):23 l-238. (seep. Il, ~0 Managmunt. 2002, ~:~:~:;) i';X rng o_nes approach than adopun_g an einurely new way of 
. - 3) . ~f~:vj {~~:.; · practice. However, many of these Steps will be difficult to 

3. Fishman, S.M., et al Regulati.n i 
0 

. "d · "'.i.Y~.: ./:'~::\ attain on a daily basis in a busy general practice without 
Through Bal d p · . . g P101 Prescribing ·-~i,i ~~~[::: increasing your knowledge base about pain manage~ent 

. ance rescnpuon Monitor· p .. . •. .. . . Pam Medidne, 2004, 
5

(Z):
255

_
257

_ mg rograms. . ,~V.K: :.::~~;- and developing simple, skiUs, tools, and procedures th~t 

4. Fishman, S. The politics ·of pain and . . . . 
m di · n · Its unpact on pam 
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safe p:un management. Pharmaco . . use and 
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~ '¥'., ~ ;>'..!'' will expedite the process. 
, , ,./::\ ...... . ~ Y.~ ~ )~ · :: This will not be an onerous addition to your work if you 
;.f:~\"k· prepare in advance for the education and monitoring needs 
·:~~~i :·~:·:~ of your ·patients who ·require controlled substances and refine 
··~··. ' . . your general knowledge base and skills around assessment 

.. · ·:·t··,: .. ,,:,~.~-·.-=.~.: :·.· ~.·.:_·) , .. : .. · and docwnentation. And once accomplished; the principles -~~r _. and practices discussed in this book will enh~ce your dini-. i :~ -c& op<nrion woll beyond p=ribffig ronooll<d •ubs=: 
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:.7 ::."· 
.. .,,,.,,.,, OpiOd '•~lbi"9' A Pi.,.lcioo'• Op;d, ,: ';"* ;:;r; :·I 0.NI~ A Ca~olo Sommo<y oiS•p• y~ c~ Tolo Todoy 

. Below is a capsule summary of the seeps you can tak~: ::. ~~ : ; .'<} ·.~ : porating risk education information into a clear and 
right now to integrate the renets of the Modd Policy ui·t . · · _::~:; . ;• b .:, transparent process. 

o · · ·· ·~ · · - · · ·a1s d h d uments your day-ro-day practice: :-.- ~ .. ;: .: · ~-· . : . •Prepare the educational maten an ot er. oc 

·: :: .. ~: ·~ ).•, =~&;·;: . that you will need in advance an~ develop tn advance 
l. Patient Evaluation . . · . : )~ "'.'L,··: · .. an efficient process for implemenung these steps for. all • Mak 

· lis full ·'· !; ~ l'h" - · · h f hi h tak l ce outside e tlme t? .ren c:ire y to patienrs in pain. · :~--:):~. :~\/":-, of your patients-muc o w c _can e P ~ _ 
•Use a reflect.tve listcrung approach. . ... < ·;~ .;~};. :: of your exam room. (See Appendix A for onlm~ educa. 
• R · · dfu1 fth · · ' .,. ,.,,, · d I d d e m ·your ema.m mm o e need for suspicion without a rush . :: :_,:,i' :~~.·_::.;, tional resources you can own .oa an us 

. d .. .;. '" ., . . . ·' to JU gment. · .'· -.-!: 1:.r~;i·.::: · practice.) h 
1 

· 
• Look for signs of abuse, but recognize the compleiciries of ·< ·c >!.:'·. · •A written agreement/informed consent process can e P 

presentation and the possibilities of pseudoaddiction. · · ; ;:;-;.J ~·~.; ;, : · addresses the key points of ~e Mode_! Policy (Go tq_ 

• Remember that not treating pain is often not a "safe" opriozi· .:f'.~·'! :;:;~:. www.fsmb.org/pain for more mformauon about agree-
•• , · -~ -M~' tha · d the ~"-:A/ :}i;\ ments and sample agreements . t you can a _apt to 

2. Treatment _Plan . . . · .... ~.;;~ J:!,:.: needs of your patients and pract1.ce.) 
• Use a funcuon-based paradigm at diagnosis and follow . · !r:.;~i .';r'%k. 

through with a function-based treatment plan. ·_.:;?·.i~ ;;·1l: 
•Develop a list of functional los.ses and gains that will be ;·'..tf""t-:~;.( 

impacted by care, thep track and modify them through- · '"::~~;);)I· 
out care. . '?'~ ~:. ~r 

•Simply "feeling better," without improving functioning · -;~':.: :'.~'.\"' 
in some aspect of an individual's life, may not reflect '.~:: .:.:. ::~.;f· · 
improvement in quality of life. <~:~. :~r::.-

•Modest reductions in pain score may act~ally be :.::.:< :< :. 
extremely significant in terms of reclaimed function. ··"/Si: :r; 

3. fnformed Consent and Agreement for Treatment .:~;zy ~::: 
• Patients must fully understand the potential rides and · ;,. · 

benefits of any procedure or treatment to be truly . ~.i.~.·~.· <':°. 
"informed» as required by both law and medical ethics. _ 

• Regardless of whether or not you are prescribing a con- ~ii · ·. · 
trolled substance, there are tangible advantages to incor- . ;··~-
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4. Periodic Review · 
•As in all treatments, including those involving controlled 

substances, physicians must closely attend to trearme_nt 
outcomes and be alert to a . wide fan~e of pote~aal 
adverse effects. : . 

• Monitoring progress toward a set of functional goals 
requires a means of measuring progress (or lack thereof), 
which must be clearly documented from the start of 
treaunent. . . 

•The responsibility of attainin~ tre~tment go~s and pre
senting supporting evidence lies with the pattent. 

• Asses$ functional goals and move the "goalposts" as needed. 

5. Referrol a~d Patient Management · 
• Build a network of clinical experts to whom you .::an turn 

for specialized needs. 
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Responsible Opioid Prc>erlblng: A Physician's Guide . . ·: l~-:> \~;·c..::··~· _· - - - --- -------- ----- -

• B 
.--.. ~~~ 

e clear with y If b .- · .;::'r• " •' ·' ourse a out the breadth d d . .. . "'.-1 . : r'"'':. 

yo~ o:~errue, and don'c hesicare to refer p:ea;~~r_: . -~~: ._ :;t .'; ·conclusion: Balancing Vigilance 
ear1ests1gnstheymayneedhelp~ . . ,e ~]:'.!'°'.;'.J '."- ·: · = d • 

• Remember that pauenr.s in . . .. . .. : : .. :,_-' '.: . r r . . .. an Compassion 
but th ch 

pam can appear difficult" . :- -· I· .• " 
at emost"d'ffiul" · · ·:-. · ; ·, ~:.':".''.':'.:· 

h 
I c r paaents are often the ... '"" ' '·" . ,. 

w o most de.<nerately d h I ones ... ·'' ·• -.< .. -r nee your e . . '-·.-=· • -::; · · · 
. P· . :i;:: . -~t; 1 .. ,'~;. / ~ i1. 

6. Documentation · ,:: r'-y, •. ,·::... ":· .- . 
8 Ooeurnencao· · . · · --:'~;::. .;\ ~~\·'. ·~·· s the preceding chapcers demonstrate, ~e FSMB 

on JS an e.ssenaaJ . . ·,. ·. ,;(• -~ - " . · . · . 
of the process f d li.. • • component at every step : ; ;-.·r1 '.ii{';:.. odd Policy focuses on process-oriented aspectS of 

o e venng pa.m care . ! .,, "'' ~ ... . ~· . • I . I . f d . . 8 Document · . :· :.•:·'..! .~": ;t {: · p~uent care, cav~ sc ccaon o rug, dose, durauo~~ etc. 
assessments, treatment agre d ., .. ; 1' · : i - · ·u "thin th b ds f ch h · · ' 1· 'cal · d cion· aco'on pl d eme~ts, e uca- ... >•r..'-1·"' ·t'.·':·~.we w1 e oun o ea p ys1c1ans c m1 JU g-, ans an pacien · . · •" · ~ •·. • ... . · · • Be clearabo t h, t m_oniconng activities. ,;·~:~. ~~,. ~-~._.;:=::.r?enc. These principles arc presented as a basic framework 
u w yyouaretak.i ·ks · .. '" ., , ··, · · risk managem T.. ng ns and your plan for !N'.;.• '.[,;\':· ~or an organized, sys~ematic medical practice. They offer 

enc. iransparency as c · · · •. -•-! ;;:. :·' b "al I · d d fl "bil" all · · · · · about ri"sk m~" 0 your reasoning ··:~~-..0.; #'"i- su stann ~otu e an e:x.a 1ry, owrng pracouoners co 
....... agement d · · · . .. · .' .... 't ' · component of d . ccision-rnaking is a critical · · .-~ ~' ; -:7~- ; deviate from these steps if, in their reasoned judgment, it's 

ocumentaoon •. -'-.;.'('· ."" , .... . · . . . 
• Include enough ifi .in.6 · . · ::.:.~; 'f ;··, ID the best medical interest of a pauent. 

ing the docume spec d c ormaao~ ~ta person read- .Jf.4 -!~.'~.' By incorporating this framework, you can take cop#ort 
resulcs or oche dnt unils erfsthtands. tht implications of exam '}f-J~ .. ~;:·; ~ in knowing chat, although heightened concern about con-

r eta o e hiswry .. . ~Ii ' .... 11 d b or treatment plan. .·11J.•: ~;·::: ".: tto e su stances may remain among ~lin.icians and. regu-

7. Compliance With C trolled Sub . '.~~~l ~}~·: lators, praeticing in accord with the FSMB Model Policy 
Regulations on stan~e laws and -.:~'.;~ 1r:_: ~qu:ircly aligns you with adherence to basic tenan~ ~f well-

;;i f ' . , . ~ ' .. 
• Know your srace rcgul . '· .. ··. :;< .~~ • established medical practices. Perhaps more important, 

aaons on concr ll d b · "' · ...... and adher~ stricrly to them. 0 e su stances . % ~~ ).\:.. adhering to the tenants- of the Model Policy not only fueili-: 
• Be fum.iliar with and adh ail . :-iii~ :.:;~ · tates appropriate treatment of pain with controlled sub-

. e1e co rd F d __ , ·~-· : .,. · . · laaons. evant e er.u regu- . ~P:,: ;:: :. stances, bu~ also supporu a h~thy overall pracm;e. 

• Access to rele\-'.ant sea d r d ;:If .:-_:_; . That is the backdrop against which this book and the 
te an 1e era! law · v:UJ · " "" through the Federati fS M . s 15 a ·able : .::, _.- Model Policy were conceived.: Delivering optimal care to 

" on o rate edical Bo:irc's b . _·'."'_',_:._··;"·. ; ·_I_ -_.· __ : . . . Tl . . ' 1 . b ,.. . 'f www.
1
smb.org/pain. we s1te: , , pau~nts m prun. lC patient w tnc u um.ate, cncncuuy o 

i..,': l ,:;. therapeutic pharmacovigilance. As we treat patients in 
O'.' pain, it is all too easy to lose sight of these goals,.,par?cu-

larly in an atmosphere of legitimate concer.ns over abuse 
. '; . 
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Responsible O~oid Prescribing: A Phy~icion's Guide ·. :·~·:? . 
• • ; :~~~: : • . .~:_.,~,_ . • ,__ _____ eo_ nc1_u_s_io_n:_Bo_lo_n_d_ng_Vi_1g_i_lo_nc_e_and __ eo_m_po_i.s_i_on 

and divemoo. It is vitally· . ..~:'.· · . :-: ··:· 
of the patienc and soci' alunporcant ~at the best inte~':U .. !"' ·~ ;/,~ addiction. By establishing a clear framework for ~essing, 

cty waysrem · th .. .:: .,..., ~ .. - , •. .,' · As die FSMB ModeiR 
1
, ~nm e forcgrouiiJ :~ ... ._.,, ~'!:~·treating. and cracking patients, we improve our odds of 

oucy emphasizes o . 'd . '., " . ·- , '. . are legitimate and effi . ' ptot analgc$iJ·i··.i!· ; ' ? ::. achieving an optimal therapeutic ouu:omc. ' 
Nonetheless they a.re ecnalve agents for p:Un concfb1 ';.,:{ '· . • •.. ~ •. ('~he FSMB Motkl Policy docs not set a standard of m ed-

' DOC ways ind' d . .... ~ • . ~ ·" ' . As always, -•'-'ct·ans b icace or appropriarc{'.i".~ · >'" ·ical practice. These details of care require medical knowl-
<.Wu must ase ch. d . . •. ' "··; -. .. c ·: • • 

withhold opioids on a -b Cir. ecmons to use'_~C<; :-,;.-. · ~gc and information about a patient that can only be 
keeping in mind that ch case y-case nsk/bene.fit anal~lS'·;· . !? , ,~ .'. determined dlrough the deliberate and individualized din-

.ch • ere are substantial risks • ,f.:.' '.~·.' . \ ;- • ~- 1 • d f-L • h • • s· C ral 
w 1 ignoring pain. As described in . . ~oci~~~ -:'!~;. , \:::·.·,~fU JU gment o me t~caung P. ys1c1an. mce rew gene -. 
FSMB Model Po/fc,, is I ch ~ts Lntroducuon,._the ·:· ;!>~~ . L: aable treatment algomluru exist, regulators should recog-

·-/ a too at medical b ds d . . .;r . . . . ' . . . regulacors use to assess h th oar :in ottieF·r:~:~:~ ·· ~- . : .. nize-as I believe they do-that society is best served by 
standard of care. Thus :v e :r your ~ractice _is within_'.tii~_;-~.U~1. '.; C· ·prudent risk-conscious practitioners who apply their bc:St 

fch 
' practlce consistent wich th .. ,. · J • ~- 1? · ' ' • · • d b d · d' 'dual ch · · th .. o e Model o

0
1i·cy should be . . e tcnei:S ·': ""·~· •::.;::-:. ·1· JU gmcnt, asc on rn iv1 aracten.suc.s at varv: ~-"' pos J • .. • ' ···• " "' • -~ · 

tors. 11ili may reduce the h . .ruve Y Vlewed by rc~~:~~~;:f :;.;;~,: greatly from patient to patient. .. 
.L. esuaoon--or even para1 · " :IQ !}'" <1·! ~· ' · Ph · · · l · ud · · d · h wac some practitioners fc I rsJS-7:.• ·;_, .. ,![. · ... -: · ys1c1ans are given great atJt e in JU gment w en 

now ee about p 'b' .. ,...~C'-! r;,t..-: · d h al trolled substances. resc.n lJlg e~1;i.~;J~) f.li~:-J;. ~isles arc manage wit . ration and systci:iacic. care. This 
The fundamental te f . ~ ~-:tl i~~ i:: '.~.~ involves tteacmcnt choices that are made with circumspect 

ing for pain-complec::al:.~~~~-nsible opi~id prescr.i~'~Pt~~ ~'.~~:. =. consideratio~ of p~t and on~oing case dctai.Js, a r~ason~blc 
mcnt, and transparent d '.balanced nsk-manage-··~:rJlf- ;~y. · breadth of d..iagnosoc cxpcrusc and treatment opnons, and 

ocumentanon th ill .. ,- -...-:"'1'~ i.s,. ..-· . any function<.! medical . -are e P :11:$ of .. 'u'.1'2!'~1 1'1·~ - vigilant attention to treatment goals and outcomc:s-:all of 
pracnce pani ularJ · • · · -·w·w"':" · · · · agemem. Int.lie often m ky .tlm c . Y m pam mari~ · :~\~~~\~: ·: which arc dearly and transparently d9cwnented. Wi9i no 

treatment, cruse and trans ur re of paw assessment and -;:.:~:; .;~ i { single accepted method for comprebCnsivc assessment and 

th 
pare.ncy are pararnoun · -L • -L • "A" _ 1. · h · th kn I d d erapeutic relationship. Therefore 

1 
t w1uun we· \:t;~~ 'f~f':: . monitoring, p ysic1ans must we cir ow e gc · an 

proverb that Ronald Re li.k d ' cleave" to the Rwsian ).;:;~ :·~:'. .. ' judgment to determine a best plan for each i.ndividu:al 
ify." Main~ning clinical~ il e t? q~o.te: T~usc, bu,t vcr- ) i'f:U'~ : j~} • patient. This may in dude global policies an4 procequr~ 
all d . g ancc ts crmcally unponan . .., .. . .. li d all . . . d .. - .. omams of medical P . d . . t 10 ~~ ;::;;. . :-.. : app c to paoents in your pracocc, or use on a casc-
rant for patiems in pam' whracace an . ts part1culacly impor- . :;~:~' , t · by-case basis. Just as in managing risk in any other' treat"-

o are at mer ed · k f ..... " .~ · · of complex coilateral con . T eas ns o a host $-~~· . · ·:: ment setting, the foundation for success rests on knowl-

f 
. sequences. hese incl d ..,,,;,_. r.-. ed d · · · · · d · o marufcscations ofphysi'cal ll u e an acny ::.~~· · ,;+. gc, concern, awareness, an proacnve mmauve. "An as 

di 
· · as we as psychological d ·~'} ·' ·· 'th all f d..ical h · k · d · - d 

nonmg, such as fatigue, insomnia . e:on- .. :;;..i.tt ~:~ . .' w1 . . as~c~~ o. m~ car~, w cnevcr rJS 1s . ecre~~ . , 
and even suicide. Some ati ' depression, anxiety. .·~~~ ~;:.;. barners co m.1oatmg intervenuoru arc lowered and~= 

P ents may also be at r' k fo " ''• ··· c b I' "al · M · · ks db ···I' · • ts r ":/~ . :· ·,. . ror eneuei outcomes ri:;c. anaging ri:; an enents 1s 

i02 f~::j· . ' i~ 
·~~ii :;'i~ 
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-"''"' Opio• ''°""""'' A"'"'"'"" Go•o ·, . . ~ ?!_ 1~ . Co"""~" Bo~odog ~.1o~ ood Co"""'" 

at the core of what we physicians do with all 0 ." · :: : ·•'/ . . :-~:;,:f~ Continuing medical education in pain manage-
. ·1 . . . - ur p atienu; .;;: ·"''\. grams. . d J • al' d 

vigt ~ce l~ pain managernenr is nothing more or less ~.Ji· ·.' ~ . . :; __ ; .:-. :111ent is largely sp~ns?red b~ m usuy, ana.. its qu iry an 
effect1v~ risk man~e~enc. . ... _. , : i .. : r .. ; ~-.. r ·~·~. r.tccicalicy often lS hic-or-nuss. We are unlikely_ to s~cc:ecd 

. Obviously, phys1c1an~ must. r~mam cumnt not .oii!y :. f. _ ·.~)":~ reversing the _problem of undertteat~ _p:un wtthou~ 
with new.developments in medicine, but also with rekt~d . ·=i _·, :~._C:'.fncreasing educauon and support for phys1c1ans at all le~ 
chang~ tn state and federal laws. To tlis end, th~ . J ... i': /- :els of uaining-not just in pain managcm~mt. but also in 

Federanon of Seate Medical Boards is posting u cia': d. :. ~:::·~ · ,, "~ dru-. g abuse addiction, and rational approaches to a funcinfi : p te . .~~ . . . . ' . -th 
ormuion relevant ro opioid prescribe rs on its webi:itc"lit ~ ·.t.;.: ~ ·i ~;:._'.'cional practice that balances compassionate care Wl 

~ .. fS~b.org/pain. Amongst many valuable resour~· ·:~~~J· ;?,~·;:·dppropriate pharmaoovigilancc. : .. 
thrs stte mcludes: . · :. : " 'U.~ :~~/;. · Meanwhile, the science and technology of pam mediCllle 

• ~pdated prescribi~g stand2rds for each stare; ·;. ~:·~ ::,~-i: ;~~·.::. ~expanding at a rapid rate, e.ncompru;sing pain ph!siology, 
• Links to update~ ~formation about the DEA's-requi~~:_·" :'~;~,~~ )~ •... medications, procedures, devices, and o~er the~pres. Each 

~ents for prescnbing conttoUed substanCC$; and : .'h ~ .~}:~~i~ -~~~·~·of us has a res~onsibility co attain a _baslc working under~ 
• ~inks to SAMHSA, FDA, and other government wet,:. .. ,.,~;: !f. J<· ' standing of pain management, and if one chooses to pre 

~1tes whe.re you ~ ~d updated information and warp.:~ ~;~-16!~ it·<·· scribe opioids or other con.trolled su~:cances, a_clear under-
111~ about prescription medica.tions, -: . :·:;,~:·.~ ·~'·~; · standing of safe and effecovc: pr~nbmg pracuccs. . 

• :~:.·_;.1; !, '{/ Obviously, the content of this book cannot subsntute 

In _addition to prov~ding resources for phannacovigilan;.· :,_ if~t~ '?i .. for the commitment to relieve suffering. Th~ tene~ o~ the 
?r~Ctlcc, the FSMB site also ?ffers links co useful online . :.fl ~ :~::; : FSMB Model Policy, or any conscn:us ~racoce. gu1delmes, 
pain management_ resources. Though most of us are called '. ·~~!·~ i.$-:·; are only useful in service to con.sc1enc~o~ pam manage
u~on to treat patients in pain, few physicians have been /~;;i,, :\:~ . ment. There is nq debate am~ng pu~hc health exp~ 
give~ a full set of ~ources to respond to these patients' ' .;·.;; :::: . about the undertreatment of pa.ui, which h:is been recog 

speer.al ne~ .. I believe that the reason many doctors resist \~~{. :. ·~Ii: ' niud as a public health crisis for dec:ades. The cost ?f 
~eanng pam ts not that they lack compassion, are unwlU- :;: .. ;_ :;:;·. underucated pain in dollars is astronomical, but the cost m 

mg ro enga~e with difficult cases, or that they shy away ''.} ,5;;( . '.~~. human suffering is immeasurable .. Tucning away from 
&om poreno~ I~ and regulatory .hassles. It is beaiuse, in .~,~--; .:·;:, patients in pain simply is not an option. 

the past, medicine has not made pain care a prioriry. and :}~. :. :~.-
consequently m ost physicians are not weU-trained or well- _(4•. · ;-.· 
equipped ro manage pain. ·~~- : . ' .. ·. 

Pain Med}cinc is a young discipline that is still barely ·.;f, ·:J:: 
represented m medical school curricula or residency pro- ·~· ·,' .' 

J04 
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T
he FSM"S's wesite at www.fsmb.org/pain caA serve as a 
fi.rst stop destination for up-to-date resources. for ph~:. 

macoviglance in pain management. On this site you'll find: 
• The FSMB Model Policy for the Use Qf Contiqlled. 

Substances for che Treatment of Pain . . · -
• Updated state-by-sr.atc prescribing guidelines (or the. ~~r 

of con~olled substances, as well as other r~levant Stat~: 
based regulations 

• Links co websites at the Substance Abuse and' Mental 
health Services Administration, Drug Enforcem~~t 
Administration (DEA) an~ the .Food and . :r;>r~g 
Adminism.tlol). (FDA) where>you'lHina updated infor: 
macion about drug safety and pharmacovigilance ,; ~i 

In addition to staying current with state and federal re.gula
cions governing controlled substance prescribing, it's ilib 
important to stay al?reast of safe and elfective pain manage
ment. As with any job, cffectivdy treating patientS in chron: 

. ic pairr is easier when you use the right cools. I'm talking here 
about ~s~mcnt insmuncntS, scales for quantifying pain, 
intake questionnaires, patient education hllllc;louts, and well
craftecl doctor/patient agreements. Many versions of these 
kinds of tools are available for downloading from the _ .. _ 
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Responsible Opioid Prescribing: A Physician's Guide :, .. ~ f ;~ · · Ut~-:..· ____ _:Re::so:u:::rc:e:s .:.:lo::_r ~Ph.:.:a::..rm;_o;_c_ovtg....:':.il_o_nc_e_a_nd_Po_i_n _M_o_no_s_e_m_en_t 
----------....;.----------~. ~~~·i .. ,~:.::~ . ~ :, . 
Internet. Below I've listed the sites I can recommend tO ·: ·· ·~>. ;; f ~;··:'Drug Enforcement Administration (DEA); 

~u-and r:ve mark~d my most highly recommended sites· :. '·\-. i J/: .. ~.usdoj.govfdea/index.h°1:1 . hanl 
with a 0. Ive also listed so~e b~oks about pain and pain .. · .. ~;.~ l: :::-; ... · Ii Drug Scheduling: www.usdoi.~ov/dea/pubs/scheduling. 
management that you or your patients might £nd helpful. . . :)i~· {if..: •Drug Information; www.usdoJ·S9v/dealconceml 

. '::.,; · ;:: : . concern.hem 
1. Federal Government Resources .. ._ ·. · ·: ~::_; ;k .. · •Diversion Control: www.deadiversion.usdoj.gov/ 

2. Medical Specialty Society Sites . :-. .. ::;;_,;, ;t::.- •DEA Practionexs Manual: www.deadiversion.usdoj.gov/ 

3. Nonpr~fit Pain O~tiollS (and other sites of intere.tt . ,·, -~~·~)" ~-< : pubs/manuals/practlind~hunl . . . 
to medical profo.ss1onals) . !_:: _ ';..•: :~:.:;· •Survey of Sr:ite Prescription Morntorrng Pro~ams .. 

4. Treatment Guidelines ·_":·;' <~ :~-~-· .' www.deadiversion.usdoj.gov/pubs/programl1J1S_p!IUX_ 
5. Pain and Function Assessment Tools . · .' '~.: :'.~ ~}:r .: survey20070204.pdf 
6. Comme.rcially Sponsored Sites Offering Useful Clinical . '.::;'.-:;'~ .?[.~! .: 

Toob - . :_'": .• '/~ ::~1>-:: The U.S. Food and Drug Administration (FDA): www.fda.gov 
7. Medical Jow:nals Focusing on Pain : :·-.~; ::~~; 1:.:r The National Institute on Drug Abuse (NIDA): 

• • ;; -.: "!\;'> . .t·t·~-· 
8. Site.~ Wlth .Educaional Information for Consumers :. : ;:, ?J.; :· ;4;:. www.drugahusc.gov · 
9. Professional and Patient Sites by ,P.isorde.r · · i;",:.'i'!l~ ?J.~!: • Prescriotion Drug Abuse Chart: www.drugabuse.gov/ 
1 Pain . . .. ~-" ,. "~- f html 

O. -Related Bool<s ~~·,,4 :~~.. DrugPagc.YPrescripDrugsChan. 

I. FEDERAL GOYERNMEW RESOURCES ·:,~.•_i'~,.-~--~.~ \_ .. _:;_~ .. ~ .•. ' !1:.~::::=~~:.!~ntrol Policr-
Substance Abuse and Mental Health Services A .·. • The President's National Drug Control :Scrategy: 

~~$~~E~~. '._;,J,f.:.I. f_; __ :._:;. ' 2.:~:;:;;::·:::oMpoOCy/n0007/ 
• NonMedical Use of Pain Relievers: ·: American Academy of Orofacial Pain 

• ~o3;/~:=~~c:~:~:::;~~~= programs: :-:;7~I i.~; ;' ~::0~oad 
http://finducatmenc.samhsa.gov ... .. "-, ... ·Mount Royal, NJ 08061 

856-423-3629 
Fax: 856-423-3420 
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Re•p011•ible 9J>ioid Pre>eribing: A Physician's Guide ·~ ., ResourcM f()( Pharmocovigiloncc ond Poin Monogement - --------------------.:..:· ··"-. . :; (.--~: :..· _____ _:_ ______________ _ 
0 The American Academy of Pain Medicine 

www.painmed.org 
4700 W Lake Ave. 
Glenview, IL 60025 
847-375-47.31 
Fait: 847·375-4777 

American Medical Association 
www.:una-assn.org 
515 N. State Street 
Chicago, IL 60610 
800-621-8335 

.• ... \._~,.c;::;,.. . . ': ~ 1~ ';American Society of Addiction Medicine 

. -~'·; ):-~~Tf ·'i:;.:: -=a~::.:rg . 

. : .. ': -~~- :::: · h .: 4601 North Park Ave, Arcade Suite 101 

. . · "._ ::~. _'.£_!) Chevy Chase, MD 20815 
. .. :~-:: ~:;. ;~ ! 1. '301-656-3920 . . . . . . " 4 . ~ .. , . .. . > ... :: ~-~ ':;. i. ; 'Fax: 301-656-3815 

. _; ' . ~: ::, ~; l ··· . . . 
.'_: / :: .-~'.-)~ ::*} . American Society for Pain Management Nut8ing 
·· .::: -~· 4 l~;. .. ) ·www.aspmn.org 

.. .. · .. , . .. l '1 
:f!° .... L~ .fr( ~ P.O. Box 15473 
/. i ·;'( lj." • Lenexa KS 66285-5473 

,,. : ~:·,' i{: ~f~ _' 888-34-ASPMN (342-7766) or 913-895-4606 
,.-; . ~-· ~ .<I" . • 

0 American Pain Society (APS) · · -_:~:J · ~;; 1.-r-·: :. Fax: 913-895-4652 · 
www.ampainsoc.org ;: : .. ;.f.~ :'; ~:l":~ ASPNIN advances optimal nursing care for people affected by 

. , . " . .. , •t3J,' thr ugh d . nal 
4700 W. Lake Ave. -. -_'.;,)!~ " · ~· ! pain by promoting best nursing practice o e ucauo 
G · · ' ' i • ·1

1 •#)~ .. • d · al p, · M natremn1t lcnview, IL 60025 · :.~· :-:,.,: :<,~, resource5, such as its peer-rev1ewe JOWn , am a o 
84 ·:~;>,· t' · 'CJ. 1'-t W • 

7-375-47-15 .:'..}. :!;; .: • .t/ · Nursin.r at www.painmanagemencnursmg.org. 
... • . ... ~ ;: ... ~·1;:• ~J 

Fax: 877-734-87§8 . ·· " ':;:.°i'- ' "i;¥;: 
A multidisciplinary organization of basic and clinical scientists. · ~>F~.'.:.; ti:' . . l ) ,..., . ·, .,.:J 
.pract.tcing c in.icians, policy analysts, apd others. The mission " ·, \".; ~~~ ?tJ.;·,: 

3. NONPROFIT PAIN ORGANllATIONS·(and other 5ites 

of the A.PS is 10 advance pain-related research, eduC:ition, .. '1;i ~i:-~ ff 
tteaunent, and prof~ional practice. · '.f' Y , .;:1i' 

American Psychol~gical Association 
www.apa.org 

. 750 First Street, NE 
Washington, DC 20002 
800-374-2721 

Offers referrals, assistance, and resources for coping with the 
psychological aspects of trauma and terrorism. 
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of interest to medical professionals) . ! • 

Alliance of State Pain Initiatives 
www.aspi.wisc.edu 
1300 University Avenue, Room 4720 

1v1adison, VVI 53706 
608-265-4013 
Pax: 608-265-4014 

American Council for Headache Education 
www.achenet.org 
191v1anrua Road 
Mt. Royal, NJ 08061 
85_6-423-0258, or 800-255-ACHE (255-2243) 
Fax: 856-423-0082 1.11 
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... ... : ·:.~ ~- ~ · 
0 AMA Pain Management: The Online Series .: _..; /\·· \:,. ,.,Ltternational Association for the Study of Pain 

www.ama-cmconline.com ·: : .. ~ .';:~1 : . • : .. :~· :WWW.iasp-pain.org . 
Web-based Continuing Medical Education program on pain .: '. <J:• :f:!:; .. ;. The leading international sociecy o.f multidisciplinary paUl 
management from the American Medical Association . .. · : ·: ~ · " ;;·1 <: ofessionals- its website offers many Yaluable resources for ·" ....... J" ~' . pr ' 

Arthritis Fo u.adation 
www.anhritis.org 
help@anhriris.org 

.... :::.D ~.t:" ·professionals. . 

. ·/' ;{.: .. ~"~. ~:< National Consensus Project for Quality Palliative Care 
· ·, . :-. :~1 ~r ·: · www.nationalconsensusprojcct.org . . 

1330 West Peachtree Sucec 
Suite 100 
Atlanta, GA 30309 

800-568-4045, or 404-872-7100, or 404-965-7888 
Fax: 404-872-0457 

City of Hope Piiin/Palliative C.Ue Resource Center 
www.cityofhope.org/prd 
City of Hope Pain/Palliative Care Resource untcr 
1500 East Duarte Road 
Duarte, CA 91010 
A clearin~ouse of resources to enable individuals and institu
tions co improve the quality of pain management delivery. 

The Cochrane Collaboration 
www.cochrane.org 
A ~d.e-ran.ging collection of evidence-bas~ reviews including 
topic in pain management. · 

Fibromyalgia Network 

www.fmnetnews.com 
Educational materials on fibromyalgia syndrome (FMS) and 
chronic fatigue syndrome (CFS). 
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; '. :. r.~':·~~ _4( ·A collaborative proje.ct of the ~erican A~~emy of Hospice 
.': ·<' ·~ ·.;: and Palliative Med1cme, Hospice and Palliative Nurses . 
>- . .a . ..:; .. dPalli· · ea · (· .. ""' ·;:~> .Association, and the National Hospice an auve · re '. '.t:/ ,f.;;:;:: .. Organization to promote the impl~m~ncatio~ o.f Clinical : .. · 

., '} -. ·,·'<'. ±.: .. ;· Practice Guidelines for new and existing pallianve care services. 

'¥i.~t =~WtlrouofDm~ondC~o&cid~ . 

,- ~·, · .lt? www.nidcr.nih.gov 

~ri :~ ~§~~~~:;~HHS 
')k~; l :::::=• Po~daUoo 

.·.\:~~ { ·: ~{~~;~;~~ho7:rr~ss-NHF-5552 (643-5552) 
_.., Fax: 312-640-9049 

:· : .1·! 
•J ' · -: . .. 

. ..... . 

··. ~~ : ; ·, ... 

820 N. Orle:ans 

Suite 217 
Chicago, IL 60610-3132 

; . . . ·~ . 

. ; .... : 

. •. ' '<' 

._._ .. 
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UCLA H istory of Pain Project! The Jo hn C. liebsk.ind ., ~ . · · .. · · 
History of Pain Collection .· · : · :.: .. . . · .· ... 
www.libra.ry.ucla.edu/librarics/biomedlhisfpain.hunl · · ' · .. : ~:;:. 
The most c:xstcnsivc rcsourC:c on the history of Pain Medicine. , ·· ·. ,. ;: 

: /' . .. ·!ici.'·· 
0 Pain and Policy Studies Group : ·'<: · · .. :. ·.: • ~ • • ; - • s.r' ; • 

www.medsch.wisc.edu/painpolicy/ . ·• ·- · ·· ,. ·· 
~e .leading resource for pain-related public policy and legisla-·: ·;.< :!~;·· A::· 

~=~ENT CONSENSUS STAlEMENTS, GUIDES · .• c:;::: ',ti 
0 :~.~::::, llioof Co.uoll<dSub>hn= fu: <ho . 4;, ~~ 

Treitment of Pall!. 
www.fsmb.org/grpol_po!icydocs.html 
Fcderaqon of State Medical Boards 
Offers dear guidance on standards for concrolkd substance 
prescribing. · 

The Use of Opioid.s for the.Trea~ent of Chronic Pain 
www.asam.org 
www.painmcd.org 
Consensus statement by American Pain Society, American 
Academy of'Pain Medicine, American Society of Addiction 
Medicine. 

JCAHO Pain M anagement Standards 
www.jcrinc.com 
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clinical Guidelines for the Use ofBuprenorphine in the 

Treatment of Opi~id Addiction 
www.bp.s:unhsa.gov/producrsf tools/kcys/ pdfsfKK_ 40. pdf 
Substance Abuse and Mental Health Strvices Administration 

(SAMHSA) 

World Health Or~tlon Cancer Pain Reliefi 
Guide to Opioid Availability 
www.who.int/cancer/publications/ en/ 

World Health Organization 

Principles of Analgesic Use in the Treaunent of Acute Pai.Ii 

and Cancer Pam 
www.ampainsoc.org 
.Alncrican Pain Society 

D erin.itions Related to the Use of Opioids for the 

'I h-atrocnt of Pain 
-WWW.asam.org/painldefioitions2. pelf 
American Academy of Pain Medicine, American Pain Society, 
American Society of Addiction Medicine 

5. PAIN AND FUNCTION ASSESSMENT TOOLS 

The assessment tools below arc widely available onlinc for 
downloading in various formats, including at several 9£ the 
commercially ~po~orcd sites describe~ in the followiflg scqion. 

Initial Pain Assessment Tool 
www3.mdanderson.org/dcpts/prg/bpi.htrn. 
A charting form that can be used. on the patient's initial admis-
sion to document location, inte~icy, quality of pain, and relief. 

11.5 
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. : : .. ~~ ~~·!:~· 
Brief Pain Inventory (BP1) .. . . · ·" : .. ; ' .. :. Emerging Solutions in Pain Management 
www.cityofhope.org/prdpdf/BPI%20Sb.onOAi20Version.pcif :;· . :: .·.. ,; · www.emergingsolutionsinpain.com fi cli 'cal 
~ bdef, si~~le, and easy to tise tool for the assessment ofp~ : .. /. \;·\ ::t'·_'.A diverse collection of practical tools and res~urces or ru 
Ln bo~ clin_ical and research settings. The BPI uses simple ,;./ _.: '!;~ -~L~: pain management. 
nwnenc caang scales from 0 to 10 that are easy to u.ndeistand :-'.· _.·::;:: ~~i':'.· · . Sponsored by Cephalon. 
and easy to translate inco orher languages. It is a well-validated ·:.: :. ~., · f1.. -.<· 
· · ·: ·.···c.:. ·" ·· • Ed • Council™ (NPEC) lllStru.me.nt to measure pain intensity, functionality, and the · : . ''..' ;'- :':,,- W-~· _;, National P3.JJl uca.tion 
impact of pain on ones life in the past 24 hours and within. :: ... :.; _; :J~; &;:,, .. www.npecweb.org . 'th . 

the past week. . .'; ,: ~t::_'.. ~f{; f~~ :.:. A c;ompendium of online CME, clinical cools, and o er pam 
. r-: : ;,.~ . !!f~h management reference sources . 

• •. :. •I ~·._.J. -'·· 
McGill Pain Questionnaire : ,~: :;·{~~ ~~;~ · · · Supported by Orcho-McNeil. 
www.ci~ofho~e.org/prdpcWMcGill%20Pain% ·1'. :XW: 1f;~·: · 
20Quesoonnru.re.pdf . ·•· ·.--.(···· ·.::. :!'~ -, · 
A 20-icem scale that allows patients to articulate ranges of p~ .. ,_:_~:4J4; !{: 
sensation, both internal and eia:cmal · .: -~·-~~r, .-_;(-

V'"ual Analog Scale . 
. www.ndhcri.org/pain!Tools!Vu;ual_.Anafog_Pain_Scale.pdf . . 
A linear scale frou;i Worse Imaginable Pain to No Pain. Patients 
place a mark along the: line to indicate their current pain level 

Wong-Baker FACES Pain Rating Scale 
www3.us.elsevierhealth.com/WOW/ 

A scale that erp.ploys pictures of fuces, ranging from happy to 

sad to assess pain in children; while designed to assess pain in , ::\_._· ... ··~.:.·;_·~· .~.· .... 1. ~-
children; it is also used to assess pain in adults. : 

6. COMMERCIALLY SPONSORED SITES OFFERING 
U5fFUL CUNICAL TOOLS · 
Many of the clinical cools described in this book are available 
ac one or more of these commercially sponsored pain manage
mc:m sites. 

Confidential 

;:; .:: ': . : · 
'}'::~ ~ ,. ~· 
:: ~ 

~~ •• :; 4• 

.. ..; !-.. ~ . .. 

,~~~.·:.: · .. · 
-~::: .. ~. : 
. \ 
.... . 

Pain.com 

www.pain.com · 1 d 
Clearinghouse for chronic pain man~gcment resowces, me u • 
ing breakthrough pain and cancer pam. · 
Sponsored by Purdue Pharma L.P. and Cephalon. 

PainBalance.org 
www.PainBalance.org . · 
An edu~cional sire featuring physician and paoent reso~rces 
that emphasiz.e the balance between safe and effeCtlve pain 
management and opioid abuse. · 
Sponsored by Alpharma Pharmaceuticals LLC. 

PainEDU.org 
www.paincdu.org . 
An online resource for clinically relev2.nt informac1on about 
pain assessment and management. 
Supported by Endo . 

117 

END00051432 

P-03605 _ 00063



-·~- ~ .. ~ ~-: 

«iesponsble Opio'd ?re 'b' A Ph · · ' G 'd ~ 1'. l · l Resources lor Phormocovigfonce and Pain Management 

-~ ~.~ ... '"'"" "" .:·':i E 8. SITES Wlffi EDUCATIONAL JNFi>RMATION FOR • 

www.partnersagujrurpa.in.com <: ;· .. ~ .. :.~,:. 'f. CONSUMERS " ·~. 
An nfc . ,, .. 4 i ormational site for patients, health professionals, and · ' . .. .:~, .('. ·-?:'.f · 
physicians. ; ·: : .'.; ; ~~· · t " 0 American Pain Foundation 
S db P d Ph L '"'"' " ' · upporte y ur ue o.rm:i. P. : • - ·; , ; ;. · ~;,f;? ._ www.pa.lnfounda'tion.u<g 

;. ·;·~ i'L '.:. ~;.. lnfo@pai.nfounclation.org 
legal S'd f P • ..,. .;,: . ' s . 710 

1 e o am ... · :: ,-:: .. :-.;· · 201 North Charles Screct, um 
www.legalsidcofpain.com ·' ;;.J:;iu Ut Baltimore, MD 21201-4111 
Free and subscription based information on legal issues related. : ~(jJi: ~i> 888-615-PAlN (7246) 
to pain. . .. :l,;:·:. ~\( Fax: 410~385-1832 . 

7. MEDICAL JOURNALS FOCUSING ON PAIN 

Headache: ThcJoumal of Head and Face Pain 
American Headache Society . 

www.blackwellpub~hing.com/jcurnal.asp~ref=OO 17-87 48 

Journal of Pain 
American Pain Society 
hnp:/fjoumals.else'rierhealth.com/periodictls/yjpai 

Journal of Pain and Symptom Management Pain 
www.clsevier.com/homepage/sah/pain/menu.h~ 

Journal of Pa.in & Palliative Cate Pharmacotherapy 
www.haworthprcss.com/store/product.asp?sku.=J354 

Pain 

International Associuion for the Study of Pain 
www.scienccdi.rcct.com/pain 

Pain Medidne 

·American Academy of Pain Medicine 
www.blackwcllpublishlng.com/joumal.~p?ccf-! 526-2375&sir~ I 
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. : ·L :t· =~~·:-,,.. An excellent souicc for patient information and advocacy'with · 
•' l)' ' ,, • 11 • cd .... :: ;::it..._::. · ns've links to funher informaaon as we as morucor .-· 
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! ·.f:':.{. ~~ chat rooms for consumers. ., ~ · 
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0 Narional Pain Foundation (NPF) 
www.nationalpainfoundation.org . 
aardrup@nationalpainfoundation.org 
300 E Hampden Avenue, Suite 100 :~ .' 
Englewood, CO 80113 · . . .,.; 
A cumprchc:ll3iYc onlin.e education and ruppon community for 
pain patients and their f.unilies. 

9. PROFESSIONAL AND PATIENT snes BY DISORDER · .. · 

ADDICTION . -
American Society of Addiction Medicine (~AM) 
www.asam.org/ · 

National Institute on D~g Abuse 
www.nicla.nih.gov 

, . .; : 
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ARTHRITIS 
Anh.rids Foundation 
www.archricis.org 

Medic:U College ofWa.scowin/Arthritis 
healthlink.mcw~u/iuthriw/ 

Mayo Clinic Arthritis Center 

www.mayoclinic.com/heaJth/arthrici5/AR99999 . 

BACK AND SPINE PAIN 
Spine Health 
www.spine-health.com 

Spine Universe 
www.5pineunivcrsc.com 

CANCER PAIN 
American Canctr Society 

. www.c:cincer.org 

Cancer Pain Control: 
www.WHOcancupaio .wisc.~u 

The Cancer Pail Ed11catioo llesoWtt (CAPER) 
'VWW.caper.~.~du 

City of Hope Pain/Palliative Care R.cso= Center 
www.cityofhope.org/prc 

FmROMYALGI/\. PAIN 

The American Fibromyalgia Syndrome Association 
www.a.&afund.ocg 
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NINOS Cornpla: Regional Pain Syndrome Information Page 
fiom the National Institute of Neurological Disorders and Sttokc 
www.ninds.nih.gov/disorders/reftex_sympathctjc_ : :-. . ~ · 
dystrophy/refleJLsympathctic_dysuophy.han 

. ' ;!.; -:· .. 

'·: 
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KidsHcalth : ... , ;. :·'./ ;~: ~~~~.; :wf · Handbook of Cancer Pain Management 3rd Edition 
WWW kidsh ch ., '· ·. ' ,.,,. . ti,<- . . p ' Jn" . . 1992) · ea .org ,- _..-.: .-.. .-.:?:'''.. ' •1, r Weissman et al. (Wisconsm arn iuauvc · 

.... ~S~~:j~7~ ;f:~'. , . : . 
Pediatric I>ain--Scicnce Helping Children · · ·~ :'.J~~~~;N ''.:1E:~ How We Die: Reflections on L1fes FUlal Clupter 
www.dal.ca/~pedpain/pedpain.html .. ·«(~,- ; ,:_ · ·it.-:-. Sherwin B Nuland (Vmtage 1995). 

10._PAIN-RElATED BOOKS -~:IJifl!~ :'.~f The Uln~Narratives: Suffering,.Healiog, and the Human 
(available at amazon.com and other online books core.) . ,,;:i·"r';,~~J,?i ; '='i ~ :: Condition 

· . . . •·.:·;<~[f;~i~; · ··· A Kleinman (Basic Books 1988). 
The Body m Pam: The Making and Unmaking ~r the World ·[.:r:} ::::~~' 
Elaine Scarry (Oxford University Press 1985). ·. /{'.f~1.i!.v. 

.J .. ~~~:;.~:;:.' • 

Cancer Pain Relief .,, ·' I · · ' .. ~[: ' ' 1~;:~ 

Imernai:ional Association for the Study ~f Pain; World Heald1 ;.t.·· 1· •;:;;-

Organization, (World Healch Organization 1986). . ·: t~:;. t 
X :&. .. ,..!..!..· 
_ .. ; ~~.:-to~ 

. Cancer Pain ~elicf and Palliative Care: Rep<Jrt of a WHO '· : ;_1;~1"°· ., ~fJ.: 
Expert .Comnuttee, -~IO Technical Report Series 804 : .. ::T)~ ~~
World Health Orgaruzat1on (World Hca!th Organi:iation 1990). · .--::·i~T'. l~,;{ 

Core Curriculum for Professional Education in Pain 
International Association for che Study of Pain, T:uk Force on 
Professional ~ducation, (!ASP Publications 1991). 

The Culture of Pain 

David B. Morris (University of California Press 1993). 

Dying Well: Peace and Possibilities at the End of Life 
Ira Byock (Riverhead 1998). 

Full ~tasuophe Living: Using the Wisdom of Your Body 
and Mind to Face Suess, Pain, and Illness 
Jon Kabat-Zinn (Delta 1990). 
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Managing Pain Before It Manages You 
Margaret A Caudill (Guilford Press 2001). 

Mastering Pain: A Twelve-Step Program for Coping With 

Chronic Pain 
Richard A. Sternbach (Putnam 1987). 

Natural Pain Relief: A Practical Handpook for Self-Help 
Jan Sadler, Patrick Wall (C.W. Daniel Company 2004). 

Natwe of Suffering and the Goals of Medicine 
Eric J. Cassell (O~ord University Press, USA 2004). 

On Death and Dying 
Elisabeth Kubler-R?ss (Scribner 1997). 

Pain and Suffering 
William K. Livingston, Howard L. Fields (!ASP Press 1~98). 

Phantoms in the Brain: Probing the Mysteries of.the .. ~ 
Human Mind · · ··· 
V.S. Ramac.handran, Sandra Blakeslee (Harper Perennial 1 ~99). 
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Re$ponsible Opioid P1esoibing: A Pfiy,icion's Guide •. ~ ::·~~~ : -~r:' 
--_.:__-=~~~~~-~--·.- ;,~~ '·, _p.,.,. 
p . . I .. . =..'.:. -~· -~. ,.._LJ.:.~ .. ~----------------

rulClp es & Practice of p • M · : :.!-r·-:;- ! ' \' ··.: 
Car J am anagement ·. · .• • ···· .· ~· . Appendix B: 0 A Warfield, Zahid H. B:i\va (M G . ., •· · : · ·~~; 'F :. · 
Publishing; 2nd edition 2003).J c raw-Hill Profession~ :· ~:-,;\i ~K :· 

:::::· :•• o~~ & B~~ P"br;m,. 1990 :;:"J~ j~;r . 
Scott Fishman (H J> • • .,.:·~,·:'f': ~.. . 

Model Policy For the Use of 
Controlled Substances for the 

Treatment of Pain · 

arper aperbaclcs 2001). . , -~·· "'"'·- ,1;/) 

::~ ~'.~ t:;::; 2~:i'.od P<0pl< · ;f J.'i: f 11 Fakndoo of Sau M<dlal Bo.m. 
·. ~ · ', 1, I. :f"'<l' .· of the United States, Inc:. 

Whc Yi • ·:; ·.; ~;i:·.'S'..; ¥~. 
rever ou Go, Tbc11: You Arc• Mindfuln ·' · ::;- .•ti' "":11· -

in Everyday Life • CS5 Meditation .. >\J ?;: 't~--
J 

Kah 
0 

A , . :Ji• • ;l.. ft;'I.' 
on at-Zinn (Hyperion 2001). · \~'.-1,<!."l :!'r .. · :·:~~:~ f. ;;t;f 
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Introduction 
The Fedemion of State Medical Boatds ~rhe Federation) ~ rom
mi.tte.d to assisting state medical boards in protecting the public 
and improving the quality and integrity of health care in the 
United States. In 1997, che Federation undertook an initiative 
to develop model guidelines and to encourage state medical 
boards and other health care regulat0ry agencies to adopt policy 
encouraging adequate treatment, including use of opioids when 
appropriate for patients with.pain. The Federation thanks the 
Robert Wood Johnson Foundation for awarding a grant in sup
pon of the original project, and the American Academy of Pain 
Medicine, the i\merlcan Pain Society, the American Society of 
law, Medicine, & Ethics. and the University ofWi.scomin Pain 
& Policy Scud.ies Group for their contributions. -. 

Since adoptio~ in April 1998, the M Dtkl Guuulines for. tht Use 
Df Controlkd Submznus for the Trtatment of Pain have been wide
ly disoiburtd ro sate medical bo:uds, medical professional org;an
izations, other health care regulatory boards, patient advoC_acy 
groups, pha.rmaccucical companies, state and federal regulatory 
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.. .. .. ~ ,......, · 

~ : .~/~ :.f:> .~:::~: : Model Policy for the Use of Controlled Substarce• for the Trealmenl of Pain 
.. .. · = --~. ~ ~- -

• ·' • " " - "/< r 

agencies, and practicing physicians 2nd other health ~ :.')~~;. l:· 
providers. The Model Guirklints have been endorsed by the .~: ·.· ; . .', ~-: 
American Aadcmy of Pain Medicine, the Drug Enforcem~[ : ". ~ ", : ·!'t:. 
Administration, the American Pain Society, and the National ~:.. ~ / : '3 :· 
A.ssodarion of Stace Controlled Subscanccs Authorities. Man· .~~: .. ;.,_ .. { : 
starc.s have adopced pain policy using all or part of the Mo1' : <il~~ ~\.". 
Guitklines.' Despite increasing concern in reccnc vcars r...,.,,•cfui · · .. · ·;.~ '. 'f ~ 
.I ab d di • f I ..... - g "' ·~ · " f' me . use an version o conrrolled s.ubstanccs, pain policies· .-: :'. ·:! '\ ~'· 1 
have unproved due to the efforts of medical, pharmacy, and nurs- •, ~~:i(!'} ~:· 
i.ag regufatoty ho~d.s co~ned to improving the quality of and :.1::i~:. ~:;, 
acccssN ~thsapprof.~2te pain care. · ~ ,' :~-'~: ;J. , 

• ~CW! tan~g prog~~ to date in establishing state pain .":;::·;f!~ i: 
p<>lrcies recognJtmg the legio.r=ce \!$CS ?f opioid analgesics, there .::;~ ~;.· . . 
"a significant body of evidence suggesting thac both ac;uce and ~·.:~:i' ·· <;: • 
chronic pain continue co be undcrueatcd. Many terminally ill ~ ''.~~=.:· tf 
patients unnece;sarily experience moder.ice to severe pain in the · · .. ,~!;: :ft/ 
last weeks of life. 2 The undcrueacrnenr of p:iin is recognized as a • · "t~ '. l;}'. 
serious public hc:tlth problem that results in a decre:ise in · '.·:{"':> ~'- 1:: 
pacicnts' functiooal starus and quality oflife and may be a~b- ·:; ':.t;· ·~. 
~ccd ro a myriad of social, economic, political, legal and educa- >·:.:~ ·.;:·: 
uonal factors, including inconsistencies and restrictions in stace · ~~ ', :·;.'. ,1.:. 
pain policiC3,' Circwnsranccs that concribuce co.the previlcnce of :·1:';< .~ 

. undertreated pain include: (1) lack of knowledge of medical sran- • : .. -.. ;,~ 
cI.a:ds· current resea.rch, and clinical guidelines for appropriace ·:.: i .~; :,; : 
p:un treatment; (2) the perceprion that pr=ibing adcquace _:·:~; ·.· 
unounr:s of concrolled substances will result in unnecessary \ :'.:.;. 1) 

$Crutiny by regulatory authorities; (3) mi.sunderstanding of . .: .. · · 
· :.:J· • 

' h of J......,., 2004, Z2 or 70 sacc m<dical lioozds &a,,. polq nJcs quJ...;
0111 

"211lta rdleaing chc F<duat!on• M<tltl Gri!Jj-fer~ //,; ef Q~trolkd S~<tt for 
, tit. Ttmlnlmt 1/ Pam.~ """(2) !"'= """" formafly cndo1tcd ihc MOtkl witltlir.a. 

SUPPORT Srudy .Pnnae~.1.n_•csarron A ,.. • .,.u.G ui..I .., .la:p:ovc care for xtiously 
, UI bospl_cil1zcd pu1cnu: jl1MA. 274(20) (19'S): p. IS91·1.S98. 

A.M. Cihon, O.F. Jo12J1100. a.,d M.A. M..,.,, ln:~.n~ Ncdial Board R>licia: 
lnBuax:eof • Mocld,f. if Lt,,. M11/idu, tmdbhlo, 31 (2()03): p. 128. 
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addiction and dependence; and (4) lack of understanding of reg
ulatory policies and proGC$SCS. Adding ro this problem~ the real
ity that the successful implementation of state medical board 
pain policy varies among jurisdictions. ' 

In April 2003, the Fcdcration mc:mbc:rship called for an. 

update co its Mo<kl Guitklines to aMUC currency and adcq~te 
mention to the under:t:reaonent of p:llri. Th.e goal of the ttV1Sed 

MoMl Policy is co provide state medical boards with ~ ~pd:i.ted 
template regarding chc appropriate management of pam m c;om
pliance with ;ipplicable stare and federal la~s and re~2oons. 
The revised pol.icy noces thac the state medical board will con
sider inappropriate crcaaneru, includirg che undcrtrcaanent of 
pain a departure from an acceptable smndard of practice. The 
title 'of the policy bas been chang~d 6om Modi/ Guuulints to 
Mork/ Policy to better reflect the practical we of the document. 

The MoMI ]>q/icy is designed to collllllunicate certain messages 
to licensees: that thestltC mediC21 boar<'. vi~ pain mmagcment 
to be an important and integral to the practice of medicine; chat 
opioid analgesics may be necessary for die: relief of pam; that the 

we of opioid.s for other than legitimate medical p~ poses a 
threat to the individual and society: that physicians have a rcspon
sibilicy io m.inimi7.e the potentia1 for the abuse and divcrsi~n of 

controlled substances; and thac physicians will not be sancuoned 
solely foe prescribing opioid analgesics for legitimate ~~ pur
poses. In addition, this policy is not memt to constral.ll or dictate 
mediQ! decision-making. . ' · 

Throu.gh dtls initiative, the Fcderacion Wns ~ achieve more 
consistent policy in promotion of adcquace pam ma.n~gem~~t 
and education of the medical community about trcatlllg pam 
within the bounds of professional practice and without. fear of 
regulatory scrutiny. In promul~ting chis Model .Policy, the 
Federation strives co encourage the lcptimate medical uses of 
controlled substances for the ueacmem of pain while suessing 
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the need to safeguard against abuse and diversion. 

s.tate ~edical boards are encouraged, in cooperation with 
theu states attorney general, to evaluate their smte pain policies 
rul~, and regulations to identify any regulatory restrictions 

0
; 

b~en thac .may impede the effective use of opioids to relieye 
~:un. Accordi11~y, thfa Modei Policy has been revised co empha
si.ze the professional and ethiotl responsibility of the physici~ 
to assess patients' pain and update references and definitions of 
key terms used in p ain management. 

!he. Mode/ P~/~ry .is not intended co establish clinical practi~ 
giudelmes nor lS Jt intended to be inconsistent with controlled 
substance laws and regulations. 

M?del Policy for the Use of Controlled ·s U:bstance1 
for the Treatment of Pain · 

Section I: Preamble 

!he (n~e of board) recogni.7.es that principles of quality med
ical pracncc diccace that the people of the State of (name of 
scare) liave access co appropriate and effective pain relie£ The 
appro~~ace application of up-co-dace knowledge and treatment . 

mo~aliaes can serve to improve the quality of life for those 
pauents who s~er fco.m pain as well as reduce the morbid.icy 
an? costs associated with untreated or inappropriately treated 
pain. For the purposes of this policy, che inappropriate treat
ment of pain includes nontreatmenr, undercreacmenc, overueac
menr, and the conrinued use of ineffective treatments. 

The diagnosis and trcacmcnr of pain is integral to the practice 
of medicine. The Board encourages physicians to view pain 
~anagei:ienc as a pan of quality m~dical practice for all patients 
with pam, acute or chronic, and it is especially urgent for 
patients who experience pain as a result of terminal illness. All 
physicians should becom~ knowledgeable about assessing 
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patients' pain and effective methods of pain treaunenc, as well as 
scarutory requirements for prescribing controlled subscance:;· 
Accordingly, chis policy has been developed co clarify the Boards 
position on pain c.Onuol, particularly as rdatcd to. the. u.se of 
controlled substane<s, to alleviate physician uncerwmy and to 
encourage better pain management. 

fr h . . . • [ k Inappropriate pain treacmenc may result om~ ys1~ ;i.c 
of knowledge about pain management. Fears of mvesagaoon ?-r 
sanction by federal, state and local agencies may also result 10 

inappropriate treaonent of pain. Appropriate pain manageme?t 
u the treating physician'~ responsibility . .As such, the Board will 
consider the inappropriate treatment of p;iin to be a dep~e 
from standards of pract~ce and will investigate such alleganons, 
recognizing that some types of pain cannot be complete~y 
relieved, and taking into account w~ether the treatment is 

appropriate fur the diagnosis. . . . . . . 
The Board recognizes thac controlled: suoscances mcludi~g 

opioid· analgesics may be essential in the treaanc:nt of acute pam 

due co trauma or swgery and chronic pain, whether due to ~
cer or non-cancer 01igins. The Board will refer co current diru
cal practice guidelines and expert review in approaching ~es 

involving management of pain. The medical inanagc~eAt. of 
pain should consider current clinical knowledge and SClenu~c 
research and the use of pharmacologic and non-pharmacologic 

· rn~dalicles according. to the judgment of the physician. Pain 

should be assessed and treated promptly, and the quantity and 
frequency of dosc;s should be ~djusted according to the in~e~s_i
cy, duration of the pain, and treaunent outcomes. ~~ys1cians 
should recognize that tolerance and physical depende~ce are 
normal consequen= of sustained use of opioid aJ!algesics and 
are not the same as addiction. · 

The (n~e of board) is obligated under the laws of the Seate 

of (name of scare) to protccr the public health and safety. The 
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Board recognizes that the use of opioid analgesics for other than 
legitimate medical purposes poses a threat to the individual and . .": ':).~~ F · 
society and that the· inappropriate prescribing of controlled sub- .~.f_.:_::,;;·.:~_: ... f . ·~·:::. ... ii'.~ .... ~':.:..·: 
stance4, indud.ing opioid a.no.lgcs.ics, may lead to drug diversion T- • 

and abuse by individuals who seek them for other than legiti- • - ~.' t · 
mate medical we. Accordingly. the Board expects that pbysi- ·._·:,:('.:; ~~~· 

• • _t:, ds .,·,v ;;t! ~ I oans incorporate saieguar into their pncticcs to minimize the . .. .. ' if_! 
potential for the abuse and diversion of c.onttolled substances. <\}: ;;. r,;i' .,,,,1-: .. 

Physicians should not fear disciplinary act.ion from the Board :~.· ~\'.' \ 

::u~d=~:O~~:~:~~;~:d~;:es~~~:rO:: · :-~f i~' li: 
mB edidcalwill~urposedand in the course of professional practice. The . . ~:,:~-'.~?'~ .. ~· f.·.··, 

oar consi er prescribing, ordering, dispensing or ad.min- .:~ ~~ 
istcring conuollcd substances for pain to be for a legitimate ~-;~ •,: ;; . 
medical purpose if based on sound clirucal judgment. All such '· <'~· ~ 
prc:sccibi.ng mun be based on dear documemarion of unrelieved ~u1~ ~ ~ 
pa.in. To be wid:.i.n the usual cowse of professional practice. a {.:'~:·: ~-

physic:i:in-patient rela.tions!Up must cx.i.St and the prescribing : ;;2 1.:~ ' 
should be based on a diagnosis and documen12tion of unce- - -::=•-U>mp"""" wioh •ppllahl• •- o• r.l=1 bw ;. . . ;~.:; t 

The Board will judge the validity of the physician's treatment . 1 • 

of the patient based on available documcm:arion, rather than ·:.~: .. :;: 
solely on the quantity and dwation of medication administra- · .. :'~:::·~,~~·;.·;'.: ~.·;):_:;t 
tion. The goal is to control the patient's pain while effectively ... - __ 
addressing other aspects of the patient's functioning, including ~ '.:!·: -; 

physical, psychological, social and work-related factors. ~.: '!.::.". · ~ .. '"· 
Allegations of inappropriate pain management will be evalu- · 

ated on an individual basis. The board will not take disciplinary ... :?:.: 
action against a physician for deviating from this policy when .:. : 
conternporaneow medical records document reasonable cawe "} . .. 
for deviation. Tlic physician's conduct ~ be evaluated to a · . . ·~· 
gre&t ~ent by the out come of pain treatment, rec.ognizi.og that .·: · '.-

;. . 
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some types of pain cannot be complctdy relieved, and by taking 
into account whc'ther the drug used is appropriate for the diag
nosis, as VfCll as improvement in p~tient functioning and/ot 
qunliry oflife. · · »; 

Section 11: Guidelines . 
The Board has adopted the following criteria when evaluating 
the physician's trcaanent of pain, including the use ~f controlled 

subscanccs: . 
J. EvaluatWn of tht Patient-A medical history and physical 

c:x.am.in&eion must be obtained, evaluated, and documented in 
the medical rcc.ord. The medical_ rerord should d~cnt the 
narure and intensity of the pain, current and past treatments-for 
pain, underlying or coexisting Ji~c:a>c.s or conditions, the~~ 
of the pain on physical and psYdiologiCal function, and history 
of subsiance abuse. The medid re::ord also should docutncnt 
ihe pre$Cnce of one or m ore recognized medical indications ~or 
the use of a conuoUed substance. :.. ~:.:: 

2. Tnatmtnt Plan-The written treatment plan sh<?uld state 

objectives that will be used co dccer~c ucarmcnt su~, 
such as pain relief and improved physical and pwchosoc1al 
function, and should indiC1te if any further diagnostic eyal~
tions or other treatments are planned. After tteaanent begins, 
the physician should adjust drug therapy .to the 'in.~vi~~ 
medical needs of each patient. Other treatment modaliQ.~ or a 
I~habilitation program may be necessary depending on che eti
ology of the pain and the extent to which the pain is associ~t
cd with physical and psychosocial impairment. . ·. ·• ·' ·· :~~! 

3. Informed Consmt and Agmmrot fir Trratrnent-The phys1ctan 
should discuss the risks and hendit.1 of the use of ronuollccl,, sub
StaOCCS with the patient, persons designated by ~c pa~cn~. or 
with the patient's surrogatt or gwrdian if the pao_ent IS with
out medico.I dedsion-m:aldng aipacity. The pauent should 

131· 

END0005143! 

P-03605 _ 00070
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::· 

receive prescri~tions from o_nc physician and one pharmacy 
whenever possiblt. If the paaenc is at high risk for medication 
abwe or has a his1ory of substance abuse, the physician should 
consider tjte use of a wrirten agreement between physician 
and patient outlilling patient responsibilities, including 

a. wine/$Crum medication levels screening when rcqucsccd; 
b. number and frequency of all prescription refills; and 

c. reasons for which drug chcrapy may be discontinued 
(e.g., violation of agreement). · 

4. Periodic &vinu--The physician should 
0

periodicaLly review 
ihe course of pain treatrnem and any new information about 
ihe etiology of the pain or the patient's state of health. 
Continuation or modification of controllecl substances fur 
~ain managemem iherapy depends on ihc ph)l3icia.n's evalua
uon of progress toward trcaunent objectives. Satisfactory 
response to . ue_auncnt may be indicato:I by the patient's 
~ecreased pain, increased level of function, or improved qual
ity of life. Objemvc evidence of improved or diminished 
function should be monitored and information from family 
me~bers or ocher c:uegivexs should be considered in deter
mining the patient's response co treatment. If the patient's 
progress is unsatisfactory, the physician should assess the 
appropriateness of continued use of the current treatment 
plan ancl. consider the use of other therapeutic modalities. 

5. C~n.rultatitm-Tne physician should be willing to .refer the 
paaentas ne~ for additional cvaJuacioo and treatment in 
order to achieve rrcatment objectives. Special attention should 
be given to those patients with pain who are at risk for med
~catio~ mi~e, ab~e or diversion. The management of pain 
m paocnts with a history of substance abuse or with a comor
bid psychia~ic disorder may _require extra care, monitoring, 
~ocumencaoon and consultaaon with or referral to an expert 
m the management of such patients. 
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6. M(dical &corrb-TI1c physician should keep accurate and 

complcce m:ords ro include . . . 
a. the medical history and physical c:<amlllaOon, 
b. diagnostic, therapeutic and laboratory results, 
c. evaluations and consultations, 
d. treatment objectives, 
e. di=ion of risks and benefits, 
£ informed consent, 
g. treatments, . 
h. medications (including date, type, dosage and quanciry 

prescribed), 
i. instructions and agreemenr.s and 
j. periodic reviews. . . . . 

Rec.ords should remain current and be tna.tntatned in an 
accessible manner and readily available for review. 

J. Complianct With Qmrolkd SubrwzctS Laws and Rtgul,ationr
To prescribe, dispense or admin~cr controlled subs~, ~e 
ph)'lician m\ln be 'licensed in the state and comply ~th appli
cable federal and stare regulations. Ph;>sicians are refcmrl ~ the 
Physicians Manual of the U.S. Drug Enforcement 
.Adminisaar:ion and (any celcvmt docwncnts issued by the StaIC 

medi~ board) for specific rules goveming conuolled s4bstanccs 
as well as applicable state regulations. 

Section ID: Definitions . ~ 
For the pUipOSCS of these guidelin~ the follOWUIS terms are 

defined as follows: . . . • 
Acutt Pain-Acute pain is the normal, predicted p~ys1ol~g1-

cal response to a noxious chcm.ieal, thermal·or mecharucal swn
ulus and typically is associated with invasive procedures, trauma 

and disease. It is generally time-limited. . . . 
Ada'iction-Add.iaion is a primary. chronic, neurobiologic 

disease, with genetic, psychosocial, and environmental factors 
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influencing irs d~elopment and manifestations. It is character: 
izeq by behaviors that include the following: impaired control 
over drug we, craving, compulsive use, and continued use 
dC$pite harm. Physical dependence and tolerance are normal 
physiological consequences of extended opioid therapy for pain 
and arc not the wne as addiction. 

Chrmic Pain-Chronic pain is a siacc in which pain pcrsisrs 
beyond the usual course of an acute disease or healing of an 
injury, or that may or may not be associated with an acute or 

cluonic pathologic process that causes concinuous or incermit
tenc pain over months or years. 

Pain-An unpleasant sensory and emotional experience asso
ciated with actual or potential tis.me damage or described in 
terms of such d:amage. 

Ph;trir.al Dependmct'-Physical dependence .is a Stace of adap
tation that is manifested by drug class-specific signs and symp
toms that can be produced by abrupt cessation, rapid dose 
reduction, decreasing blood level of the drug, and/or adminis
tration of an anttgonist. Physical dependence, by irsdf, does not 
equate with addiction. 

Pseui:/qaddictioi-Thc iatrogenic syndrome resulting from the 
misinterpretation of relief seeking behaviors as though they are 
drug-seeking W.aviois chat arc commonly seen with addiction. 
The relief seeking behaviors ~olve upon institution of effective 
analgesic dicrapy. 

SubstAnet: Abur~ubscance abuse is the U!e of any sub
scance(s) for non-therapeutic purposes or use of medication for 
purposes other than those for which it is prescribed. 

To/nan«-:: To~rance is a physiologic state resulting &om reg
ular use of a drug in which an increased dosage is need~ to pro
duce a specific elFect, or ~ reduced e.ffccc is observed with a con
stant dose over time. Tolerance may or may not be evident dur-

· ing opioid ucacrnem and docs not equate with addiction. 
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Rnponsible Opioid Pr,,mbint offers physicians 

dTcc:cive strategics for reducing the risk of addiction, 
abuse. and divel'3ion of opioids di.at chcy p r=ibc 

.for thc:ir patients in pain. Written by pain medicine 
spcci~t Scott M. Fiihman, M.D., this _concise 

handbook m.n.slatcs che federation of Stare Medical 
Board's Model Policy for the Uu of Controlled 

Subsuncts far tht Trtatmmt of Pain into ·pngmattc 
steps for risk reduction md improved patient care, 

including: 
• :Patient eTaluation, including risk assessment 

• Treatment plaru that incorporate functional goals 
• Informed corueot and prescribing agreements 
• Periodic review and monitoring of patients 
• Refertal and patient management 
• Documentation 
• Compliance with state ancl federal law 

Scott M. Fishman, M.D., is a leading pain medicine clinici2n, 
researcher, teacher. lecturer. and wria:r. He .is Chld of the 
Division of PainJ.fcclicinc a.nd Profc.s.or of Ancnhdi~logy a1 

the Univeniry of California. Davis. Bo:ud ccnificd in lnmnal 
Medicine, P~iauy, Ho;picx and Palliative Medicine, and 
Pain Medicine, Dr. Fuhman is Pase President of the American 
Academy of Pa.in Medicine, author of Tht ~' e11 Pain and 
Lisrming UJ Pain, and coauthor of The M=a::husms GeTJDai 
H01j>ital HandJ,ooJc of Pain M•nagmrent and Essentials of Pain 
Mtdicin~. 
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