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Opioid Treatment Contracts (OCs), sometimes called “Opioid Medication Agreements,” have 
been widely discussed and are often recommended in conjunction with the long-term prescribing 
of opioid medications, primarily for chronic noncancer pain. Yet, there is general confusion in the 
literature and among practitioners as to their fundamental purposes, benefits , and usefulness for 
enhancing the care of patients with pain. 

Issues to Consider 
Recent research raises important issues regarding OCs. First, a relatively small proportion of 

healthcare providers seem to be using OCs in everyday practice. Second, those OCs in use may 
not be understood by patients who sign them. Third, as a result, the ultimate value and usefulness 
of these documents for patients and/or practitioners should be reconsidered. 

OCs have been loosely defined as all documents that serve as written agreements encom-
passing the terms and conditions of opioid therapy [Fishman et al., 1999; Gitlin 1999]. In fact, some 
have suggested eliminating the word “contract” in favor of “agreement” [Doleys and Rickman 2003]. 
They contend that, by definition, a contract is held to rigorously high standards and creates a 
sense of mutual legal obligation, whereas an agreement leaves room for greater flexibility. 
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It might be argued, however, that whether “agreement” or “contract” is used, it is more a mat-
ter of semantics than substance in this context of patient care, and some have attempted to re-
solve the issue by coining the combined term “agreement/contract” [AAPM 2002]. For simplicity, 
we are using here “Opioid Treatment Contract,” abbreviated as “OC.” 

Multiple Benefits of OCs Proposed 
Through the years, multiple benefits of OCs have been proposed [Biller and Caudill 1999; Doleys 

and Rickman 2003; Fishman et al. 1999; Gitlin 199; Hariharan et al. 2007; Heit 2003; and, many others]. Overall, 
a written contract can help demonstrate that the decision to use opioids for pain management was 
seriously and thoughtfully considered by all involved persons. Importantly, OCs can serve an edu-
cational role and help build patient-practitioner partnerships, motivating both sides to examine 
their treatment goals, expectations, and mutual responsibilities. 

OCs clearly outline for the patient and healthcare team the medication-use behaviors that are 
considered inappropriate, and prohibit certain drug-seeking behaviors that may be indicative of 
addiction. Violations of the typical OC include the use of multiple providers, repeated loss of medi-
cation, and repeatedly running out of medication early. Although these are not true indicators of 
addiction, the presence of such aberrant behaviors can alert practitioners to the fact that a patient 
is having difficulty adhering to the prescribed medication regimen, and those factors should be 
further explored. 

In her Current Comments essay abstracted in this e-Briefing –– “Chronic Pain Conundrums in 
Primary-Care Practice” (see page 12) –– Penelope Ziegler, MD, FASAM, equates the OC to a 
written Treatment Plan that includes medications to be prescribed, appointments to be scheduled 
with healthcare providers, participation in support groups, and other requirements. The OC should 
emphasize that successful control of chronic pain requires a team effort. 

When approached in this manner, Ziegler believes, it is less threatening and derogatory to 
patients than asking them to sign a contract for medication monitoring, even though the intent is 
similar. Copies of the OC should be given to the patient, placed in the medical record, and, when 
indicated, given to family members or caregivers designated by the patient. 

Finally, a well-designed OC can help protect practitioners against possible medicolegal prob-
lems. Although the legally binding status of such documents has rarely been tested in the courts, 
a signed “contract” can help demonstrate that the patient was warned of behaviors that could re-
sult in disciplinary action of some sort, up to and including discharge from treatment. In one court 
case, a patient’s plea that he had not read or understood the contract was dismissed by the judge 
as inadequate justification for the patient’s misbehaviors [Doleys and Rickman 2003]. Although, pa-
tients’ abilities to read and understand OCs could be a very real problem (see below). 

Concerns About Usefulness 
As James Toombs, MD, notes in his paper on “Opioid-Risk Management” featured in this e-

Briefing (see page 8), there is little evidence regarding the effectiveness of these treatment con-
tracts in everyday pain management practice. Hence, there is some controversy about the value 
of OCs in certain patient populations, the nature of the information included in them, and the abil-
ity of OCs to accomplish positive clinical outcomes [Roskos et al. 2007]. 

Although some studies report positive outcomes for many patients who sign OCs [eg, Fishman et 

al. 1999], others seem less optimistic. In a recently reported long-term investigation, contracts were 
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discontinued in more than a third (37%) of patients who had signed them; 17% were due to sub-
stance abuse and noncompliance with therapy [Hariharan et al. 2007]. 

Therefore, OCs are not universally effective even though some guidelines suggest that they 
should be applied to all patients before initiation of opioid therapy [VA/DoD 2003]. Other guidance 
advises using written agreements in patients at high risk for medication abuse [Model Policy 2004]. 

While nonadherence to the contract might capture broad evidence of possible substance mis-
use, the reasons for this still must be determined by the practitioner, and it is not a sensitive indi-
cator of addictive disease or intentionally aberrant behavior. Rather, violations of the OC could 
indicate misunderstandings by the patient and/or inadequate or inappropriate treatment of pain. 
More often than not, better assessment and patient education in the first place, along with optimal 
pain management, might avoid such infractions and make formal contracts unnecessary. 

Furthermore, an OC should not be confused with Informed Consent for Opioid Treatment. 
Whether in written or oral form, there still needs to be an explicit discussion of opioid risks, bene-
fits, and common side effects. This is essential information, allowing the patient to weigh the 
benefits against the risks and costs of opioid analgesics and to make an educated decision con-
cerning this therapeutic option [Model Policy 2004]. 

Surprising Recent Research 
Perhaps because of the concerns and uncertainties surrounding OCs, they are apparently not 

widely applied – despite frequent recommendations in the literature for their use. This was dem-
onstrated recently by a group from the University of Tennessee Graduate School of Medicine who 
examined frequency of OC use as well as the potential understandability of those contracts. 

In their first study [Roskos et al. 2007], the investigators surveyed all members of the American 
Pain Society (APS) residing in the US (n=999) regarding their use of OCs and to obtain samples 
of such documents. Surprisingly, of the 367 valid responses received, more than 7 out of 10 
(72%) indicated that they did not use an OC in their clinical practices. 

Possibly, there was a response bias in that some of those responding were not in clinical prac-
tices that would normally entail opioid prescribing. For example, APS membership includes pro-
fessionals working in research, psychiatry, and behavioral science (see Side Note*). 

The investigators next took the 162 samples of OCs that they received from 
respondents and analyzed them from the standpoint of understandability by 
patients. They first analyzed the required reading level for comprehension and 
found that the average was 14th grade, ranging between 10th and 17th grades 
(see Graph). Most OCs (62%) were written at or above college sophomore 
(14th grade) reading level – virtually none were written at or below the 6th 
grade reading level, which is recommended for such communications, and 
some would require quite advanced reading skills [Roskos et al. 2007]. 

The investigators also observed that most of the OCs were formatted in 
ways that made reading and comprehension even more difficult. Flaws included dense text with 
little white space, small typeface sizes, lengthy sentences, and the use of complex and uncom-
mon words without definition. Thus, patients would be required to have highly proficient reading 
and health-literacy skills in order to wade through and understand this sampling of OCs, which 
might be typical of such documents in use around the US. 
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A Better Opioid Treatment Contract? 
In a second study, the team from the University of Tennessee set out to develop an English-

language, low-literacy OC [Wallace et al. 2007]. Their 4-step process included identifying content 
most commonly found in and recommended for such documents, writing and formatting according 
to low-literacy guidelines, evaluation based on a Suitability Assessment of Materials instrument 
[SAM 1996], and field testing the document with a focus group of typical patients. 

They arrived at a 6-page, 26-statement OC written at the 7th-grade reading level, in a large 
typeface, and including 12 illustrations to supplement written text. During validation, comprehen-
sion – ie, percent of patients who correctly paraphrased each statement – ranged from 83.3% to 
100%, with most of the statements (19/26) easily comprehended by all patients [Wallace et al. 2007]. 

So, by following an elaborate development process there was significant certainty that the OC 
would be easy to read and understand by a majority of adult, English-reading patients. However, 
the investigators did not question the meaning conveyed by the statements in terms of how they 
might affect patients’ perceptions of the therapeutic relationship. 

Looking at a small sampling of statements from this OC, we wonder how they would be inter-
preted and acted upon by patients. For example, several statements do offer sound and clear-cut 
opioid-safety precautions, such as: 

� I will NOT share, sell, or trade my pain medicine with anyone. 

� I will NOT use someone else’s medicine(s). 

� I will NOT change how I take my medicine(s) without asking Dr. ____. 

The following statement seems clearly self-serving to protect the prescriber: 

� If I am charged with DUI while taking pain medicine, Dr. ____ is not to blame. 

Other statements might make patients wonder if they are expected to suffer silently without medi-
cation until their next clinic appointment: 

� I will NOT ask Dr. ____ for extra refills if I lose or misplace mine. 

� I will NOT ask Dr. ____ for extra refills if I use up my supply before my next appointment. 

Finally, several statements seem blatantly threatening and punitive: 

� If I do not do all of the things listed here, Dr. ___ will no longer order pain medicine for me. 

� If I do not do all of the things listed here, Dr. ___ may send me to drug abuse treatment. 

� If I do not do all of the things listed here, Dr. ___ may stop giving me medical care. 

Will patients be comforted by statements such as these? Are patients likely to feel that they 
will be well-cared for, or will such “rules” be a source of anxiety? (See sidebar case example.) 

It seems ironic that, once the difficult to read and understand language of OCs is simplified, 
the messages conveyed may seem contrary to a caring, compassionate therapeutic relationship 
of mutual trust. And, with most OCs in current use, can patients can be held accountable for viola-
tions if they do not understand what they are reading and signing in the first place? 

Furthermore, it cannot be assumed that patients will voice their questions or concerns about 
an OC. Some may be embarrassed by their lack of understanding, while others may be under 
significant stress – ie, pain or discomfort – and will readily sign almost any document that they 
believe will expedite their treatment. This could raise questions of OC validity if there are disputes 
at a later time, since there is an implication that treatment may be denied if the patient does not 
sign and it might argued that signing was under duress. 

(Continued on page 5) 
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Points to Ponder 
Beyond any legal implications of OCs as mutually binding “contracts” that can be used to re-

solve disputes, healthcare providers have a moral and ethical obligation to deliver the best possi-
ble treatment for their patients. Many knowledgeable practitioners are concerned about the scar-
city of research demonstrating that therapeutic outcomes or compliance are significantly improved 
for the majority of patients via the use of OCs, and they would prefer to avoid the negative conno-
tations implied by OCs. So, perhaps it is not surprising that only a minority of pain practitioners 
routinely use them. 

Still, it must be acknowledged that many practitioners do believe OCs are useful and some 
patients find them helpful in defining boundaries of opioid therapy. However, some time ago the 
American Academy of Pain Management [2002] observed that, “There are no ‘bullet-proof’ [OCs] 
that are binding for all patients, under all circumstances, for all states and legal jurisdictions.” 

Certainly, for an OC to be effective in outlining the terms and conditions of opioid therapy, it 
must be presented in language and formats that facilitate patient understanding and ultimately the 
informed consent process. Unfortunately, OCs in current use are almost always written at reading 
levels requiring advanced literacy skills, which is problematic given that about one third of all 
adults in the US have only very basic, or lower, health literacy skills [Roskos et al. 2007]. 

At the least then, practitioners who do use OCs should re-examine them with an eye toward 
whether their population of patients would be able to read and understand them. Beyond literacy 
concerns, they also should consider the messages that are conveyed, and whether those depict 
the perspectives and attitudes regarding patient care that are truly desired. 

Stewart B. Leavitt, MA, PhD; Publisher/Editor-in-Chief 
Stew.Leavitt@Pain-Topics.com 
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Current pain-management practices emphasize evidence-based medicine. Yet, impre-
cision, sloppiness, or confusion in written or spoken communications defeat this pursuit. 

Nowhere is this more evident than use of the terms “efficacy” versus “effectiveness.” 
When referring to treatment outcomes, medical writers and speakers often use “efficacy” 
and “effectiveness” synonymously. In fact, however, the two terms have very different 
meanings with dissimilar clinical implications. 

A Matter of Ideal vs Routine Conditions 
The most authoritative guide for medical authors [AMA 2007], as well as other sources 

[Carroll 1997; Suarez-Almazor 2002], specify that “efficacy” or “efficacious” pertain to the ability 
of a therapy to produce desired or intended outcomes under ideal or optimal conditions of use, 
often in rigorous experimental settings, such as randomized controlled clinical trials (RCTs). 

On the other hand, “effective” or “effectiveness” describe the extent to which a therapy pro-
duces desired outcomes in average or routine conditions of use in community practice. In other 
words, in everyday “real world” clinical medicine. 

Simply put, treatments that work well during clinical studies (ie, are efficacious) may not work 
as well or work at all (ie, be effective) in patients presenting in typical medical practices. Clinical 
trials can establish that a therapy will not be effective (if it is not efficacious to begin with), but they 
cannot predict that an efficacious therapy will, in practice, be effective [Suarez-Almazor 2002]. 

Why the Confusion? 
So, why do authors use the terms interchangeably as if there were no differences? One possi-

bility is that they simply do not know better. Or, they may be poor communicators but have a de-
sire to sound professional in their writing or speaking – “efficacious” has a medical/scientific pat-
ina that “effectiveness” might seem to lack. 

From another perspective there might be an intentional effort to confuse the issues. Language 
can be subtly manipulated to transfer the perception of experimental efficacy of a therapy over to 
everyday practice, suggesting that it is also effective. 

This sometimes becomes obvious during careful study of promotional messages. One must 
ask, what is implied by the use of language and the presentation of data? There might be an em-
phasis on efficacy outcomes for a drug or therapy during trials, without unambiguous cautions that 
effectiveness in everyday clinical practice involving typical patients will probably be much less 
significant. In some cases, claims that effectiveness is largely unknown early in the life cycle of a 
therapy might be used to falsely justify this ploy. 

Effectiveness Can Be Studied Separately 
There are clear distinctions between efficacy and effectiveness studies of a drug or other treat-

ment. Phase III clinical trials required for FDA approval test efficacy and safety under optimal cir-
cumstances. These approaches do not answer questions about outcomes during usual care, 
which most often come to light during postmarketing surveillance once the drug, therapy, or de-
vice is approved and applied in community settings [Bombardier and Maetzel 1999]. 
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So-called “Effectiveness Trials” typically use “naturalistic” designs that more closely reflect 
routine clinical practice. Dosing regimens are more flexible, practitioners and patients are aware 
of what treatments are administered (unblinded), and the studies employ “usual care” rather than 
a placebo as a comparator [Bombardier and Maetzel 1999]. Sometimes, these are called 
“observational studies” [Suarez-Almazor 2002]. 

Effectiveness studies lack the ability to control for bias or confounding variables, or placebo 
effects. However, they do account for the fact that patients and practitioners are not always fully 
compliant with dosing or monitoring recommendations, and they often include patients excluded 
from randomized trials, such as older patients, pregnant women, and/or patients with comorbid 
conditions and taking other medications. By being more inclusive, these studies can enroll large 
numbers of patients, which is important for achieving the statistical power to make distinctions 
between who benefits from the therapy and who does not. 

Another “e-word” that often comes to light during well-designed effectiveness studies is 
“efficiency” [Bombardier and Maetzel 1999]. This takes an economic perspective by assessing 
whether, as a result of the therapy, healthcare resources are being used in ways that maximize 
value for the money. Inefficiencies exist when other approaches – eg, drugs, treatments, devices 
– would be of equal benefit but at lower costs. 

Enhancing Effectiveness 
Effectiveness also takes into account such factors as individual patient characteristics, health 

system delivery features, or societal influences. These are not easily evaluated in clinical trial set-
tings [Suarez-Almazor 2002]. One useful model for assessing the effectiveness of a therapy proposes 
the following:  Effectiveness (in daily practice) = 

Efficacy x Access x Diagnosis x Recommendation x Adherence 

This clearly recognizes the insufficiency of efficacy alone. To be effective, an intervention also 
must be accessible to patients who can benefit, they must be properly diagnosed, and their practi-
tioners must recommend and prescribe the therapy. Finally, patients must adhere to the clinical 
regimen that has previously demonstrated the best outcomes [Suarez-Almazor 2002]. 

It is obvious from the model that even a treatment with 100% efficacy regarding the outcome 
of interest, as reported in clinical trials, would rarely have anything close to 100% effectiveness in 
community medical practice. (Efficiency as a measure of affordability also might be factored into 
the right side of the equation above.) 

All of this raises questions about where future research efforts and expenditures should be 
directed. As one editorialist suggests, rather than research and develop ever-newer therapies, 
there might be greater emphasis on endeavors that enhance the community effectiveness of 
therapeutic interventions with previously demonstrated experimental efficacy [Suarez-Almazor 2002]. 
In this context, observational studies, surveys, and other research methods often considered 
lower-level evidence can play roles in achieving more effective approaches to pain management. 
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Evolving Risks of Opioids 
Opioids have a legitimate and important role in treating chronic noncan-

cer pain (CNP). Although there are risks, these medications should be 
available to patients who gain benefit from them and can use them safely. 

In his peer-reviewed, evidence-based guidance paper for Pain Treat-
ment Topics –– “Commonsense Opioid-Risk Management in Chronic 
Noncancer Pain” –– James D. Toombs, MD, applies the Model Policy 
for the Use of Controlled Substances for the Treatment of Pain from the 
Federation of State Medical Boards to provide a practical clinical frame-
work helping to minimize risks when prescribing opioids. This allows stan-
dardizing the process of opioid management but does not dictate or con-
strain individualized approaches to therapy. 

Toombs observes that, “The emphasis on improving treatment of CNP 
has produced a dramatic increase in the prescription of opioid analgesics.” 
From 1999-2002, the sales of opioids reported through the DEA’s tracking 
database rose by an astounding 76% and the increase in deaths from 
opioids kept pace with or exceeded the rise in sales for each type of 
opioid. During this timeframe, there was an overall 95% increase in deaths 
related to opioids, and by 2002 prescription opioids replaced illicit drugs as 
the most common cause of fatal drug poisoning. 

While opioids can be a powerful option in treating chronic pain, their use comes with some 
potential side effects and risks of serious medical complications including misuse, abuse, addic-
tion, overdose, and death. Although misuse, abuse, and addiction are thought to be relatively in-
frequent, recent work examining chronic pain patients in primary-care settings found a point 
prevalence for any DSM-IV-defined substance-use disorder of 9.7%, and other studies have 
noted higher rates in certain subpopulations of patients. 

There is a substantial risk to providers who prescribe opioids for CNP. While a particular 
state’s Intractable Pain Treatment Act may help protect providers against Board action, the Act 
often prohibits opioid prescriptions in cases where the provider “knows or should know” that the 
opioids are going to be misused. Furthermore, physicians may face criminal charges for inappro-
priate prescribing, especially when opioids may be involved in a patient’s death. Complicating this 
issue, malpractice suits have been brought against physicians for the undertreatment of pain. 

Commonsense Approach 
Short of not prescribing them at all, Toombs suggests that there is no way to completely elimi-

nate the risks of opioids. There are, however, certain commonsense steps to take that can help 
manage the risks to both patients and providers. In 2004, a Model Policy for the Use of Controlled 
Substances for the Treatment of Pain was developed by the Federation of State Medical Boards 
of the United States. A stated aim was to promote “adequate pain management and education of 
the medical community about treating pain within the bounds of professional practice and without 
fear of regulatory scrutiny.” 

(Continued on page 9) 
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In brief, the Model Policy requires: 

� Evaluation of the Patient – A medical history and physical examination must be ob-
tained, assessed, and documented in the medical record. 

� Treatment Plan – A written plan should state treatment objectives that will be used to 
determine therapeutic success.  

� Informed Consent and Agreement for Treatment – The physician should discuss with 
the patient the risks and benefits of using controlled substances. 

� Periodic Review – The physician should periodically review the course of pain treatment 
and any new information about the etiology of the pain or the patient’s state of health. 

� Consultation – The physician should be willing to refer the patient as necessary for addi-
tional evaluation and treatment in order to achieve treatment objectives. 

� Medical Records – The physician should keep accurate and complete records. 

� Compliance with Controlled Substances Laws and Regulations – To prescribe, dis-
pense, or administer controlled substances, the physician must be licensed in the state 
and comply with applicable federal and state regulations. 

Toombs notes that, while the Model Policy was not intended to be a clinical practice guideline, 
at its core is a framework for commonsense opioid prescribing and risk management. The items 
listed above reflect necessary steps, including the due diligence required to protect both the pa-
tient and the provider, and their universal application can help manage risks when prescribing 
opioids. In his paper, Toombs discusses each of the 7 requisites reflected in the Model Policy with 
a particular focus on opioid risk management.  

Evaluation of the Patient 
A thorough evaluation involves taking a complete medical history, and for patients with chronic 

pain this is frequently the lengthiest part of the visit. Unfortunately, with regard to medication 
doses and previous therapies, patients’ memories are sometimes inaccurate and often incom-
plete. In addition to the history provided by the patient, it is advisable to review medical records 
from current providers, previous providers, and pharmacies. Objectives of this step include: 

� Confirm current therapies; 

� Verify present opioid use; 

� Identify failed medication therapies; 

� Validate previous medication reactions; and 

� Expose undisclosed substance misuse, abuse, or addiction. 

There is a clear need to verify current opioid use as this translates directly to opioid tolerance 
and equianalgesic dose conversion. Patients may overstate their current opioid doses in an effort 
to increase their new dose to a desired level. Other patients may report current opioid use, but 
upon records review it may become apparent that the medication was discontinued. The historical 
dose, which was discontinued, may now be a lethal one. Records may reveal other comorbid con-
ditions (eg, sleep apnea) that are absolute or relative contraindications to opioid therapy or unre-
ported drugs that may interact with opioids (eg, benzodiazepines) and pose overdose risks. 

Assessing Opioid Misuse Potential 
Regarding substance misuse, abuse, and addiction, Toombs notes that there are a number of 

questionnaires available to help predict a patient’s risk of abuse or addiction. However, he does 
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not use them routinely in his practice. “Some patients will lie and honest patients may be unfairly 
penalized,” he asserts. “When taking a patient’s medical history, we routinely ask about sub-
stance abuse. If a patient does admit to past problems with opioids, this becomes an opportunity 
to reflect on the past utility of opioids and how they might be used in the current care plan.” 

“Certainly, we want to know about a patient’s history of substance abuse. Unfortunately, this 
information is often unavailable from the patient or the medical record. Regardless, it is not our 
clinic’s practice to deny access to opioid pain medications because of a history of substance 
abuse. When a history of substance abuse is admitted or discovered, the treatment plan will likely 
be more tightly constructed and involve a team approach.” 

With any medical therapy, a treatment plan and informed consent are necessary before initia-
tion. With respect to opioid therapy, Toombs notes that the Federation of State Medical Boards 
recommends using a written agreement when a patient is at high risk for medication abuse. 

“In our clinic, opioid agreements are used for all patients beginning chronic opioid therapy, and 
the standard form is part of our electronic medical record system. The agreement is completed 
electronically and printed to review with the patient. Once there is informed consent and under-
standing of patient and provider responsibilities, it is signed electronically by the patient and phy-
sician using a signature pad. The paper copy is kept by the patient.” 

Periodic Review Necessary 
Managing opioid therapy requires regular clinic visits to monitor progress toward the predeter-

mined treatment goals. Toombs cautions that failure to do so may result in the prescription of 
large doses of opioids in the absence of improvement in pain levels or function. At each visit, the 
patient’s status should be reassessed with regard to the 4 A’s: 

� Analgesia – Is the patient receiving tolerable pain relief? VAS pain scores may not 
change appreciably during treatment, but patients may still report their pain is “much bet-
ter.” 

� Activities of daily living – Has the patient improved functionally? What goals has the 
patient achieved from the treatment plan? 

� Adverse effects – Have any side effects (eg, constipation, somnolence) developed? Can 
the side effect be treated, or should the opioid be decreased, changed, or discontinued? 

� Aberrant drug-taking behaviors – Is the patient using the medication as prescribed? 
While aberrant drug-related behavior may well indicate substance misuse or abuse, it 
might also signify poorly treated pain (pseudoaddiction) or worsening mental health. 

The frequency of visits is both phase- and patient-dependent. During the titration phase, visits 
may be necessary every 1 to 4 weeks. During maintenance, visit intervals may be extended, with 
a comprehensive follow-up visit optimally completed every 3 months. Once a patient has entered 
the maintenance phase, a loss of analgesic effect should prompt reevaluation before contemplat-
ing dose escalation. 

As a risk-management measure, periodic review also entails routine urine drug testing, 
Toombs recommends. This is done to help ensure a patient is taking the prescribed medications 
as directed and refraining from using illicit substances. Since there are no consistent indicators of 
opioid misuse, as a safety measure, all chronic pain patients should be required to submit a urine 
sample prior to receiving their first opioid prescription. 
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While it appears straightforward, the interpretation of urine drug test (UDT) results should be 
made cautiously and in complete view of the patient’s medical history. False positives and false 
negatives can and do occur. Certain synthetic (eg, methadone) and semi-synthetic opioids (eg, 
oxycodone) may not reliably appear on immunoassays. Additional and more specific testing with 
individual blood serum tests or GC/MS is often necessary. 

Conclusion: Opioid Risks Are Manageable 
Opioids have a legitimate role in treating CNP. While there are risks to their use, these medi-

cations should be available to patients who gain benefit from them and are able to use them 
safely. The risks can be managed by using a well-planned opioid treatment program for all pa-
tients. The Federation of State Medical Boards Model Policy, adopted by nearly half of the states, 
provides a suitable program framework, and its universal application can help to minimize risks 
when prescribing opioids. In particular, providers should: 

1. Request and review patient medical records prior to prescribing. 

2. Prescribe opioids as a trial, with criteria for both treatment success and failure specified. 

3. Use an Agreement for Treatment with Opioids to obtain informed consent. 

4. Monitor progress with regular visits and adherence with periodic urine drug testing. 

5. Involve consulting physicians as necessary. 

6. Document the decision process to trial, continue, or discontinue opioid therapy. 

7. Learn and follow federal and state laws regarding controlled substances. 

Application of the Model Policy should help standardize the process of opioid management but 
not dictate the individual therapy. Pain management is not a "one-size-fits-all" proposition, 
Toombs stresses. Treatment decisions regarding the use of opioids should only be made after a 
comprehensive evaluation of patients and in view of their complete medical history. Due consid-
eration should be given to factors such as past or potential substance misuse. Opioid selection, 
doses, and treatment monitoring will need to be tailored to the patient. 

Providers must also recognize the evolving risks to their patients. Regular visits are a neces-
sary component of pain management, and chronic pain patients often require more frequent visits 
than non-pain patients. Changes in health status as well as increases in medication use should 
prompt re-evaluation of the diagnosis and treatment plan.  

Opioid medications are regulated at both federal and state levels to ensure that efforts to con-
trol drug abuse are balanced against the need for maintaining drug availability for legitimate medi-
cal purposes. Clearly, to prescribe controlled substances, the provider must be appropriately li-
censed. Complying with controlled substances directives involves reading the laws, guidelines, 
and regulations. Fortunately, in the United States, nearly half of the states have adopted the Fed-
eration of State Medical Boards Model Policy. In all cases, the respective State Medical Board is 
the best source of information. 
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Ziegler – Conundrums in Primary Care 
Pain is the most common complaint that brings patients to primary-care practitioners, outpa-

tient clinics, or emergency rooms. Yet, it is one of the most challenging and frustrating problems 
for most primary-care providers to deal with in their patients. Partly, this is because pain is a sub-
jective symptom, not an objective sign, and assessing these patients requires skills that many 
healthcare providers have not been taught or do not have adequate time to thoroughly apply. 
When pain is chronic, having been present for months to years, and a variety of efforts have failed 
to relieve it, the clinical challenge is even more difficult. 

In her Current Comments essay –– “Chronic Pain Conundrums in Primary-Care Practice” 
–– Penelope P. Ziegler, MD, FASAM, discusses practical suggestions for improving overall man-
agement of these patients in primary-care settings and for helping to identify those who need re-
ferral for specialty consultation and treatment. “When approached in a systematic manner – with 
written, structured Treatment Plans and clearly stated expectations – most patients with chronic-
pain disorders can be treated effectively and primary-care professionals will find greater satisfac-
tion in working with them,” she contends. 

Inherent Challenges 
Ziegler notes several challenging reasons for concern when patients present with chronic pain 

conditions: 

� Since we do not have a good understanding of the pain symptom, the diagnosis is often 
unclear and difficult to pin down. 

� Practitioners have been taught to be suspicious of pain complaints, and reluctant to pre-
scribe opioid pain medication due to concerns about drug seeking patients or addiction, 
and fears about surveillance by the DEA and state drug enforcement authorities that could 
endanger the healthcare provider’s ability to continue practicing. 

� Patients who have been in pain for extended periods without sustained relief and who 
have put their hopes in each new practitioner, only to be disappointed again, develop the 
demeanor of helpless victims or help-rejecting complainers. 

� Many healthcare providers have unconscious or conscious beliefs about pain that affect 
their reactions to patients’ complaints. 

Most practitioners would deny that they make value judgments about patients, Ziegler con-
tends, and many are not conscious of doing so. “After all, they chose a career in medicine to help 
people, right?” 

(Continued on page 13) 
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But observations of practitioners’ responses to patients in pain tell a different story, she be-
lieves. And many primary-care professionals will recognize in themselves the so-called “Heart-
Sink Reaction” when noticing that a particular patient is on the appointment schedule that day or 
is waiting in the exam room. This is a sinking feeling in the chest or gut, a powerful wish that one 
had not come to work that day, a silent prayer for patience, and a strong conviction of one’s own 
powerlessness. For most healthcare providers, the ”Heart-Sink Reaction” is frequently elicited by 
patients with chronic pain. 

Practical Suggestions 
Some practical suggestions can improve overall management of these patients in the primary-

care setting and help to identify who needs referral for specialty consultation and treatment. 

� When it is known that a new patient is presenting with a complaint of chronic pain, sched-
ule a longer initial appointment or an extended visit with intake staff. 

� Develop a written Treatment Plan. 

� Emphasize that successful control of chronic pain requires a team effort. 

� Use nonopioid medications, referrals for physical therapy, complementary treatments 
(acupuncture, massage, meditation, therapeutic touch, etc.), and focused group therapy 
along with opioids to improve the likelihood of treatment adherence and symptom im-
provement. 

� The Treatment Plan also should include a statement of goals, including both reduction of 
pain and improvement of function. 

� Review with the patient all healthcare-provider expectations (rules) for pain treatment. 

� If the patient does not improve, cannot adhere to the Plan, or is continuing to report se-
vere pain despite apparently improved function or high doses of opioids, a meeting of all 
treatment providers is indicated to determine appropriate changes that need to be made 
and/or the necessary referral(s) for the patient. 

Along with this, however, it must be recognized that there are only an estimated 6 board-
certified pain specialists per 100,000 adults with chronic pain in the US . Such practitioners are 
under-represented in rural areas and only 96% of all pain specialists treat chronic pain conditions. 
This implies that, realistically, fewer than half of patients with chronic pain could get an appoint-
ment to see a specialist in any year. Thus, there may be a burden on primary care practitioners to 
manage chronic pain on their own, especially in less populated regions of the country.  

Ziegler concludes that, when approached in this systematic manner, with written, structured 
Treatment Plans and clearly-stated expectations, most patients with chronic pain disorders can be 
treated effectively in the primary-care setting. Along with that, primary-care professionals will find 
much satisfaction in working with them. In addition, exit strategies are in place for those patients 
who need joint management by their primary-care provider and a consultant in either addiction 
medicine or pain medicine, or who will do better when referred outside for specialty treatment.  

(Next Current Comments...continued on page 14) 
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Webster – Maximizing Methadone Safety 
Opioids provide life-saving analgesia for millions of persons suffering with chronic pain, yet 

overdose deaths are rising at an alarming rate, with methadone implicated to a disproportionate 
degree. “To stop the deaths, we must understand clearly what is causing them,” says Lynn R. 
Webster, MD, FACPM, FASAM. 

In his Current Comments essay –– “Maximizing Safety with Methadone & Other Opioids” 
–– Webster asserts that the medical establishment must urgently respond to any clinical misappli-
cations of opioids, particularly methadone. “These agents must be respected as powerful medica-
tions and careless prescribing or consuming of opioids can be lethal,” he writes. 

In this commentary, Webster examines problems with opioid prescribing and some possible 
causes. He suggests precautions for practitioners and provides guidance for better counseling of 
patients to maximize opioid safety. 

Methadone-Associated Deaths Multifactorial 
Based on the literature, patient characteristics that may have contributed to methadone-

related deaths include: pain condition and intensity, presence of concurrent opioids or other medi-
cations, gender, age, body mass index, and presence of co-occurring disorders such as sleep 
apnea or cardiac problems. For instance, Webster observes that more prescription-drug deaths in 
Utah occurred among people who were overweight than in those who were not. Sleep apnea is of 
particular interest, and early research found a dose-response relation of sleep apnea to metha-
done and benzodiazepines in chronic pain patients. Additionally, middle age appears to be a vul-
nerable period for overdose involving prescription opioids. 

Webster cautions that it is difficult to determine a cause of death from postmortem methadone 
blood levels alone. A wide range of postmortem concentrations of methadone are given as fatal, 
and bias may exist toward assigning an opioid as the cause of death whenever it is present in a 
toxicology report. Difficulty exists in pinpointing a blood level of methadone that would be toxic in 
most individuals. The undertaking is even more complicated when pain patients are involved, 
since levels of methadone typically reported as a cause of death may actually be at therapeutic 
levels in some chronic pain patients on long-term methadone therapy. 

When a polydrug interaction is documented, benzodiazepines and alcohol are frequent co-
causes of death. The exact mechanisms of the interaction of benzodiazepines with methadone, 
whether additive or synergistic, have been studied but need to be better understood, according to 
Webster. In addition to their sedative effects, some benzodiazepines can alter the rate at which 
methadone is metabolized in the system, and this drug interaction can make interpretation of 
postmortem results difficult. 

Education Needed 
Patients and the public need to know how to protect themselves and their loved ones from 

overdose if methadone is used. Practitioners should counsel patients and family members as to 
methadone’s potential for respiratory depression and the absolute necessity of never taking a 
non-prescribed extra dose of methadone or mixing it with unauthorized substances. 

In particular, patients should be provided the following guidance…. 

� Never take a prescription painkiller unless it is prescribed for you. 
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� Do not take pain medicine with alcohol. 

� Do not take more doses than prescribed. 

� Mixing pain medicines with sedative or antianxiety medications can be dangerous. Follow 
doctor directions carefully. 

� Avoid using opioids to facilitate sleep. 

� Lock up prescription painkillers away from children, other family members, and visitors. 

Webster also offers guidance for prescribers. Methadone’s pharmacologic properties necessi-
tate a conservative approach even for the most opioid-tolerant patients. Careful monitoring of the 
individual patient’s response is key, as well as some precautions… 

1. Do not use conversion tables to determine the initial dose. At present, the safest course is 
to consider your patient as opioid naïve for purposes of introducing methadone. 

2. Safe practice supports starting the conversion with a methadone ceiling dose of no more 
than 20 mg/day (10 mg/day for elderly or infirm patients). 

3. Adjust other medications down slowly, while titrating methadone up slowly as a concurrent 
process. 

4. Dose changes should not occur more often than weekly to allow steady state blood levels 
of methadone to develop and for the peak side effects to become clear. 

5. If patients are taking concomitant benzodiazepines, the starting dose and speed of metha-
done titration may need to be adjusted downward. 

Webster concedes that these initial methadone-dosing guidelines may appear overly cautious 
to pain practitioners and are even more conservative than new dosing guidelines published by the 
FDA. He believes that more aggressive prescribing might follow once the mechanisms underlying 
the increases in overdose deaths are further researched and better understood. 

Take-Away Message 
Methadone mentions in overdose deaths have increased with its wider availability to treat 

pain. Because elimination of preventable deaths is of paramount importance, the medical estab-
lishment must urgently respond to any clinical misapplications of opioids. The goal is Zero Unin-
tentional Deaths, which is also the name of Webster’s educational campaign designed to spread 
the message that opioids entail risks, but those risks can be managed. The campaign website is 
at: http://www.zerodeaths.com. 

A primary goal of the Zero Unintentional Deaths campaign is to keep methadone available to 
patients who need it. Not only methadone but all opioids must be respected as powerful medica-
tions, Webster stresses. Careless prescribing and consuming of opioids can be lethal; however, 
because many people are still undertreated for pain, these problems must be swiftly addressed. 
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Tennant – Intractable Pain & Pseudoaddiction: 
The Howard Hughes Case 

Howard Hughes was a flamboyant personality who pushed the envelope in aviation, film-
making, and other ventures. Despite great accomplishments he also was notorious for bizarre 
behaviors late in life, allegedly fueled by an addiction to pain relievers. In a fascinating analysis, 
Forest Tennant, MD, DrPH, who had unique access to Hughes’ medical records, makes a con-
vincing case that underlying the glamour, glitz, sex, money, and politics surrounding Hughes’ life, 
there also was a grim and serious saga of intractable pain. 

In an article titled “Howard Hughes & Pseudoaddiction” for Practical Pain Management 
(and made available exclusively to Pain-Topics.org for distribution), Tennant explains how 
Hughes, at age 41, suffered severe injuries in a plane crash in 1946 and survived another 30 
years with physical agony that was by today’s standards of care poorly managed. This included 
average daily codeine doses of up to 3 grams, plus a host of other drugs. He died in 1976 due to 
antiinflammatory agents that, over time, produced kidney failure. 

Survival Despite Difficult Circumstances 
Tennant suggests that Hughes' infamous refusals late in life to brush his teeth, cut his toe or 

finger nails, brush his hair, or wear clothes were probably related to excruciating pain inflicted by 
these everyday activities (allodynia). He was labeled a drug addict at a time before pseudoaddic-
tion was recognized as an iatrogenically induced quest for pain relief. There are many lessons to 
learn from this tragic case study, and Tennant discusses what might be done differently today to 
alleviate the suffering of patients like Hughes and others with intractable pain that is severe, con-
stant, and largely incurable. 

Tennant’s revisiting of the Hughes case was 
made possible by the volume of detailed public re-
cords available. He was first contacted in 1978 by 
the US Drug Enforcement Agency to be a consultant 
on Hughes, and was given copies of Hughes’ au-
topsy report, postmortem toxicology analysis, birth 
certificate, death certificate, a 1958 memo written by 
Hughes involving medication acquisition, and a daily 
log of medication administration kept by Hughes’ 
aides from late 1971 until July 1973. 

Using this information, Tennant was able to re-
construct the various treatments applied for Hughes’ 
condition, including the continuous consumption of 
opioids for more than 30 years. The adjoining Table 
lists 12 factors that Tennant believes contributed to Hughes’ long-term survival with intractable 
pain, which otherwise often incurs significant morbidity and mortality. The pharmacological ap-
proach actually was basically sound for its time, including: an opioid (codeine), antiinflammatory 
agents, a muscle relaxant and sleep medication (diazepam), and a stimulant (caffeine). 
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Modern, Improved Therapeutic Measures 
Today, however, Tennant contends there are many different therapeutic approaches thanks to 

scientific advances. “Rather than weak, short-acting codeine, we would today prescribe a long-
acting opioid with fewer side-effects for his baseline, persistent pain and a short-acting opioid for 
breakthrough pain or pain flares,” he notes. 

Furthermore, “There are now many antiinflammatory agents which pose much less risk to the 
kidneys and rarely cause peptic ulcers or gastrointestinal bleeding. Interestingly, diazepam is still 
a highly prescribed drug for intractable pain patients. It is one of the few agents available that pro-
vides bona fide muscle relaxation, opioid withdrawal suppression, neuropathic blocking effects, 
and sleep induction. Dosages, however, are usually below those used by Hughes, because to-
day’s pain patient is treated with more effective opioids than codeine, thus eliminating the neces-
sity to use so much of a sedative drug like diazepam.” 

Were Hughes alive today, additional therapeutic measures could be of benefit: 

� Magnetic resonance imaging (MRI’s) of his spine would help determine if any surgery or 
other new technologies could eliminate his neck and upper back pain. 

� Electrical stimulators and implanted intrathecal infusion devices are products of modern 
science and technology, and Hughes would have been a candidate for these measures. 

� The new nonopioid pain reliever ziconotide delivered by intrathecal infusion might be con-
sidered today. 

� Neuropathic treatment agents such as duloxetine and pregabalin might be helpful. 

� His severe osteoporosis, dental decay, scoliosis, and collapsed vertebrae indicate that 
adrenal hormone and testosterone testing and replacement would likely be essential. 

� Modern day pain treatment makes great use of topical medications, and the neuropathies 
that Hughes suffered as a result of his third degree burns might have responded well to 
creams containing morphine, carisoprodol, ketoprofen, or ketamine, among others. Count-
less pain patients benefit today from a lidocaine patch providing excellent pain relief for 
shallow neuropathies. 

Tenant observes that the American medical system is primarily structured and organized for 
the care of emergencies and short-term medical problems. It is not prepared with manpower, fa-
cilities, or financing for long-term medical problems such as intractable pain. Yet, intractable pain 
will grow in prevalence, since we now have the ability to save people from trauma or disease that 
previously would have been fatal, and our population is aging. 

Tennant stresses that, “The major medical lesson for physicians to learn from the Hughes 
case is to prescribe more potent, long-acting opioids with a short-acting one for pain flares or 
breakthrough pain and to minimize antiinflammatory agents and sedatives.” But the biggest les-
son, he says, is that if Hughes could live 30 years with the poor pain treatment available to him, 
current intractable pain patients should easily be able to equal and likely exceed that longevity 
while maintaining a reasonable quality of life. 
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Pain Treatment Topics Wins Awards 

In November 2007, Pain Treatment Topics re-
ceived a ‘Gold Award’ from the World Wide Web 
Awards program. To achieve this distinction a win-
ning website must score 90 points or more out of 
100, as determined by extensive and rigid judging 
criteria. According to the judges, “A Gold award-
winning site is error free from broken links and error messages of any kind. 
The site represents extensive original content and creativity, and provides 
outstanding website design and layout. Its content is something that will in-
terest any and all persons who visit the site.”  

On a personal note, the judges added: “We see all the hard work and 
dedication that you have put into constructing Pain-Topics.org and your 
award is well deserved.  Your site displays a clean and organized design, 
user friendliness, quality content, and valuable information for your visitors.” 

Also in November, Pain Treatment Topics was 
independently nominated for and received a 
“Hope Award.” This is bestowed on websites 
that offer positive support and encouragement 

to people suffering from chronic illnesses, and is awarded by IBS Tales, a 
support group for irritable bowel syndrome sufferers. 

To be eligible for the award, websites must offer accurate information and 
resources for patients, and encourage sufferers of chronic illnesses to search 
for new treatments and remain hopeful of relief. Other recipients of the Hope 
Award in the pain field have included the National Pain Foundation, Ameri-
can Pain Foundation, and National Fibromyalgia Association. 

Both awards are posted in the left-side columns throughout our website 
at: http://pain-topics.org/. 

New Tab Spotlights Pain Disorders 

A new “Pain Disorders” tab section -- on the 
teal-colored row of tabs at the top -- replaces the 
“Addiction Topics” tab. All addiction topics con-
tents were moved under the “Opioid Rx” tab. 
Our first category under “Pain Disorders” ad-
dresses low-back pain, and contents for other vital subjects are under devel-
opment. Go to: http://pain-topics.org/pain-disorders/index.php. 

Special informational “hover boxes” now 
appear for all top tabs, except the bottom 
row, and list contents under each respective 
tab. See for yourself by going to our website 

at http://pain-topics.org/ and place your cursor over any of those tabs (click 
on the tab as usual to go to the complete contents). 
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