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What Is a TIP?

Treatment Improvement Protocols (TIPs), developed by the Center for Substance Abuse Treatment (CSAT), part of the Substance Abuse and Mental Health Services Administration (SAMHSA) within the U.S. Department of Health and Human Services (HHS), are best-practices guidelines for the treatment of substance use disorders (SUDs). CSAT draws on the experience and knowledge of clinical, research, and administrative experts to produce TIPs, which are distributed to facilities and individuals across the country. As alcohol and drug use disorders are increasingly recognized as a major problem, the audience for TIPs is expanding beyond public and private treatment facilities to include practitioners in mental health, criminal justice, primary care, and other healthcare and social service settings. 

TIP Development Process
TIP topics are based on the current needs of substance abuse treatment professionals and other healthcare practitioners for information and guidance. After selecting a topic, CSAT invites staff from Federal agencies and national organizations to be members of a resource panel that reviews an initial draft prospectus and outline and recommends specific areas of focus as well as resources that should be considered in developing the content for the TIP. These recommendations are communicated to a consensus panel composed of experts on the topic who have been nominated by their peers. In partnership with Knowledge Application Program writers, consensus panel members participate in creating a draft document and then meet to review and discuss the draft. The information and recommendations on which they reach consensus form the foundation of the TIP. A panel chair ensures that the guidelines mirror the results of the group’s collaboration.
A diverse group of experts closely reviews the draft document. Once the changes recommended by these field reviewers have been incorporated, the TIP is prepared for publication, in print and online. TIPs can be accessed via the Internet at http://www.kap.samhsa.gov. 

Although each TIP strives to include an evidence base for the practices it recommends, CSAT recognizes that the field of substance abuse treatment is evolving, and research frequently lags behind the innovations pioneered in the field. A major goal of each TIP is to convey “front-line” information quickly but responsibly. For this reason, recommendations proffered in the TIP are based on either panelists’ clinical experience or the literature. 

TIP Format
CSAT is embarking on a new approach to and format for TIPs:
· Most of the fundamental research that forms the evidence basis for a particular TIP is not provided in the TIP itself. Rather, those who wish to review the supporting research can access an annotated bibliography and literature review via the Internet at http://www.kap.samhsa.gov. These online resources include abstracts along with references; the online bibliography and literature review are updated every 6 months for 5 years after publication of the TIP.
· TIPs focus on how-to information. Coverage of topics is limited to what the audience needs to understand and use to improve treatment outcomes.
· TIPs increasingly use quick-reference tools such as tables and lists in lieu of extensive text discussion, making the information more readily accessible and useful for treatment providers. 

In This TIP

This TIP, Managing Chronic Pain in People With or in Recovery From Substance Use Disorders, provides information about how to manage chronic noncancer pain in a growing number of patients who have or had SUDs. In addition to providing practical information on how to safely manage chronic pain in this population, the TIP provides sample dialogs that suggest ways for clinicians to deal with a variety of sensitive interactions with patients about addiction or relapse, treatment compliance, ambiguous patient behavior surrounding medication use, and other issues. This TIP aims to give clinicians a foundation on which to base their specific, case-by-case decisions in the ongoing treatment of patients with co-occurring chronic pain and SUDs. 

Foreword
The Treatment Improvement Protocol (TIP) series supports SAMHSA’s mission of building resilience and facilitating recovery for people with or at risk for mental or substance use disorders by providing best-practices guidance to clinicians, program administrators, and payers to improve the quality and effectiveness of service delivery and, thereby, promote recovery. TIPs are the result of careful consideration of all relevant clinical and health services research findings, demonstration experience, and implementation requirements. Clinical researchers, clinicians, and program administrators debate and discuss their particular areas of expertise until they reach a consensus on best practices. This panel’s work is then reviewed and critiqued by field reviewers. 
The talent, dedication, and hard work that TIP panelists and reviewers bring to this highly participatory process have helped bridge the gap between the promise of research and the needs of practicing clinicians and administrators to serve, in the most scientifically sound and effective ways, people who abuse substances. We are grateful to all who have joined with us to contribute to advances in the substance abuse treatment field.

Eric B. Broderick, D.D.S., M.P.H.

Acting Administrator

Substance Abuse and Mental Health Services Administration
H. Westley Clark, M.D., J.D., M.P.H., CAS, FASAM

Director
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Chapter 1—Introduction 
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Key Points
The most common reason Americans visit their primary care physician is to seek relief from pain. Chronic noncancer pain (CNP) is common in the general population as well as in people who have substance use disorders (SUDs) (Exhibit 1-1). Chronic pain is not harmless; it has physiological, social, and psychological dimensions that can seriously harm health, functioning, and well-being. Yet as a subjective, multidimensional condition, CNP is difficult to assess and treat. Although CNP can be managed, it usually cannot be completely eliminated. When patients with CNP have or are in recovery from SUDs, a complex condition becomes even more difficult to manage. 
Exhibit 1-1 Statistics on Substance Use and Chronic Pain, United States

	Category
	Statistic

	Chronic pain patients who may have addictive disorders
	30% (Chelminski et al., 2005) 

	People ages 20 and older who report pain that lasted more than 3 months
	56% (National Center for Health Statistics, 2006, p. 70)

	People experiencing disabling pain in past year 
	36% (Portenoy, Ugarte, Fuller, & Haas, 2004)

	People ages 65 and older who experience pain that has lasted more than 12 months
	57% (National Center for Health Statistics, 2006)

	Civilian, noninstitutionalized U.S. residents ages 12 and older who report nonmedical use* of pain relievers in past year 
	5% (Substance Abuse and Mental Health Services Administration [SAMHSA], 2007)

	People with opioid addiction who report chronic pain
	30–60% (Katz, Passik, Weiss, Ferndandez, & Houle, n.d.) 

	Patients treated for addiction who report severe chronic pain
	24% (Rosenblum et al., 2003)


*“Nonmedical use” is use for purposes other than that for which the medication was prescribed. 
This Treatment Improvement Protocol (TIP) will equip clinicians with practical, evidence-based guidance and tools for treating CNP in adults with histories of SUDs. It presents current information on pharmacological and nonpharmacological therapies that are appropriate for treating CNP in people with SUDs. For patients with histories of SUDs, the most controversial and possibly hazardous treatment in widespread use is prolonged opioid treatment for pain. For this reason, this topic receives significant attention in Chapters 3 and 4. 

This TIP focuses on treating chronic pain in patients with or in recovery from SUDs. It does not address in detail how to manage the disease of addiction or relapse in patients with CNP; however, it provides readers with information about assessments for SUDs and referrals for further evaluation. 
Definitions 

Many terms important to the treatment of CNP in people with SUDs are used differently by different people. Clinicians should not assume that their definitions of chronic noncancer pain, recovery, physical dependence, tolerance, or other terms are shared by addiction counselors, researchers, lawmakers, or patients and their families. For this TIP, CNP refers to pain that:

· Is not caused by cancer or cancer treatment 

· Has lasted for at least 3 months
· Often occurs in the absence of structural pathology or after pathology has healed.

It is especially important to clarify terms related to substance use. For example, patients with histories of SUDs who are no longer using substances may or may not consider themselves to be in recovery. Likewise, some mutual-help groups may not regard patients as abstinent if they are treated for SUDs with medications such as naltrexone or methadone. Patients may equate physical dependence or tolerance (both defined below) with addiction. However, if clinicians prescribing opioids for CNP equate physical dependence or tolerance with addiction, their patients may be misdiagnosed as having SUDs. 

In 2001, the American Academy of Pain Medicine (AAPM), the American Pain Society (APS), and the American Society of Addiction Medicine (ASAM) formed a Liaison Committee on Pain and Addiction to standardize the use of the key terms addiction, physical dependence, and tolerance among pain professionals. Shared understandings of these and other terms will facilitate research, advance dialog among professionals in the fields of addiction and pain, reduce stigma, and help patients make informed decisions about their treatment. Key terms used in this TIP are defined below. Materials cited or quoted in this TIP may use the terms differently. 
addiction. A primary, chronic, neurobiologic disease, with genetic, psychosocial, and environmental factors influencing its development and manifestations. It is characterized by behaviors that include one or more of the following: impaired control over drug use, compulsive use, continued use despite harm, and craving (AAPM, APS, & ASAM, 2001). 

chronic noncancer pain. Pain that persists for 3 months or longer and does not result primarily from peripheral tissue pathology. 
chronic pain syndrome. Intractable pain of 6 months or longer, with marked alteration of behavior with depression or anxiety; marked restriction in daily activities; excessive use of medication and frequent use of medical services; no clear relationship to organic disorder; and history of multiple, nonproductive tests, treatment, and surgeries (U.S. Commission on the Evaluation of Pain, 1987). 
hyperalgesia. Heightened sensitivity to pain and a common symptom of neuropathic pain. Hyperalgesia sometimes occurs with administration of opioids (opioid-induced hyperalgesia) (DuPen, Shen, & Ersek, 2007). 

lapse. A break in abstinence that does not result in previous levels of substance abuse (Miller, 2005).
pain. An unpleasant sensory or emotional experience associated with actual or potential tissue damage or described in terms of such damage. Pain is subjective and may not be corroborated by objective data (International Association for the Study of Pain, 1986). 

physical dependence. A state of adaptation that is manifested by a drug-class-specific withdrawal syndrome that can be produced by abrupt cessation, rapid dose reduction, decreasing blood level of the drug, or administration of an antagonist (a substance that opposes the action of the drug) (AAPM et al., 2001). 
pseudoaddiction. A term coined to describe behaviors that resemble those of patients with addiction, such as clock watching and drug seeking, but which actually result from inadequate treatment of pain. 
recovery. A process of change through which an individual achieves abstinence, wellness, and improved health and quality of life (Center for Substance Abuse Treatment [CSAT], 2007).  

relapse. A return to substance abuse after a period of abstinence (Miller, 2005).

substance use disorder. A condition that includes alcohol and drug problems whether viewed as a disease or in another conceptual framework. SAMHSA recognizes that several terminologies—such as substance abuse and addiction—can be applied and respects that some individuals and communities may choose to use different terminologies (CSAT, 2007).
tolerance. A state of adaptation in which exposure to a substance induces changes that result in a diminution of one or more of the substance’s effects over time (AAPM et al., 2001).

Pain and Addiction Basics

Studies indicate that CNP and SUDs frequently co-occur (Chelminski et al., 2005; Katz et al., n.d.; Rosenblum et al., 2003; Savage, Kirsh, & Passik, 2008). Chronic pain and addiction have many shared neurophysiological patterns. Most chronic pain involves abnormal, hypersensitive neural processing, which can occur at various levels of the peripheral and central nervous systems. Similarly, the disease of addiction results when normal neural processes, primarily in the brain’s memory, reward, and stress systems, are altered into dysfunctional patterns. The neurobiologies of both conditions are not yet well understood.  

Chronic pain and addiction are not static conditions, but rather fluctuate in intensity over time and circumstances and require ongoing management. Treatment for one condition can support or conflict with treatment for the other: a medication that may be appropriately prescribed for a particular chronic pain condition may be inappropriate given the patient’s substance use history. Other commonalities include the following:

· Both are neurobiological with evidence of disordered central nervous system (CNS) function.

· Both are mediated by genetics and environment.

· Both have significant behavioral components.
· Both produce serious harmful consequences if untreated.

· The presence of one condition can interfere with treatment for the other.

· Treatment for both must be multifaceted.
Chronic pain and SUDs have similar physical, social, emotional, and economic effects on health and well-being (Exhibit 1-2). Patients with one or both of these conditions may report insomnia, depression, increased disability, and other symptoms. Effective CNP management in patients with or in recovery from SUDs must address both conditions simultaneously.

[image: image5.wmf] 

Exhibit 1-2 Shared Consequences of Addiction and Chronic Pain on Health and Well-Being

Copyright 2008 by Carmen Green. Reprinted with permission. 

Pain
Genetics and environment interact to affect how an individual experiences pain. A variety of filters shape response to pain, including culture, temperament, psychological state, memory, cognition, beliefs and expectations, co-occurring health conditions, gender, age, and other biopsychosocial factors. Because pain is both a sensory and an emotional experience, it is by nature subjective. 

Pain may be categorized as: 

· Acute (such as postoperative pain)

· Acute-intermittent (such as migraine headaches or sickle cell disease)

· Cancer (pain associated with cancer or its treatment) 

· Chronic (unremitting pain that may or may not have a known etiology). 

These categories are not mutually exclusive.  

Chronic pain can be nociceptive, neuropathic, or a mixture of both (Exhibit 1-3). Acute nociceptive or neuropathic pain can transform into chronic neuropathic pain in which the original sensations are extended and amplified. Chronic pain often results from a process of neural sensitization following injury or illness in which thresholds are lowered, responses are amplified (hyperalgesia), non-noxious stimulation can become painful (allodynia), and spontaneous neural discharges occur. Increased signaling disconnected from nociceptive input can become autonomous, self-sustaining, and progressive, leading to the continuous perception of pain even in the absence of ongoing tissue damage. Neuropathic pain is that which results from damage to or dysfunction of the nervous system. Thus, chronic pain is not equivalent to prolonged acute pain and for clinical purposes is best considered as a distinct disorder (Brookoff, 2005). 

Exhibit 1-3 Pain Types

	Type
	Description

	Nociceptive Pain
	Is an adaptive response to the perception of real or potential harm to the body. It is evoked when nociceptors (nerve endings located in various cells of the body, plus their associated fibers) are excited by mechanical, thermal, or chemical stimulation. The immediate physical response is reflexive and protective, causing a person to pull a hand away from a hot surface, for example. Nociceptive pain persists as long as the injurious agent remains.

	Neuropathic Pain
	Results from lesion or dysfunction of the sensory nervous system. A compressed or severed nerve can trigger neuropathic pain, as can disorders that affect the neural axis, such as metabolic diseases, infections, autoimmune disorders, vascular diseases, and neoplasia (Campbell & Meyer, 2006).

	Mix of Nociceptive and Neuropathic Pain
	Combines the two types of pain. For example, patients with degenerative disc disease suffer from mechanical (nociceptive) back pain and radicular (neuropathic) pain. Patients also can present with acute pain superimposed on chronic pain, acute pain superimposed on cancer pain, chronic pain with acute exacerbation, or cancer pain with acute exacerbation.


The etiology of the abnormal processing in chronic pain is not fully understood; however, there are several nonexclusive causes. Tissue damage can trigger the release of chemicals that sensitize the nerve fibers and alter gene expression, leading to changes in signaling through many different mechanisms. Some of these changes enable non-pain-conducting fibers to trigger pain in the CNS. Pain also can result from injured nerve fibers that regenerate in a clump, called a neuroma, which generates pain signals with little or no stimulation. When injury occurs to key pain-processing sectors of the CNS, such as the thalamus and dorsal horn, neural signals that pass through them may be interpreted as pain signals. Injury can also lead to degeneration of pain inhibitory cells.  
Modulation of nociceptive stimuli and inhibitory responses can occur at one or more locations in the CNS: the peripheral nerve, spinal cord neurons and tracts, thalamus, and cortex (Compton & Gebhart, 2003). Accurate identification of the source of the chronic pain, and of the neurological processes that modulate it, can lead to rational therapeutic approaches that target the aberrant signaling where it occurs along the CNS pathway.
Addiction 
A person may use substances initially for several reasons, such as to experience the euphoric effects, to relieve stress, to overcome anxiety, or to blunt pain (National Institute on Drug Abuse [NIDA], 2007). With repeated exposure, however, substance use in some people can become uncontrollable. The defining characteristics of the disease of addiction have been summarized as the 3C’s: loss of control over use, continued use despite adverse consequences, and compulsive use. Changes to the brain occur in a process that is mediated by many genetic and environmental factors. Scientific evidence overwhelmingly supports consideration of drug or alcohol addiction as a chronic disease.  

The primary effects of addictive substances occur in the brain’s cortico-mesolimbic dopamine systems, where several structures link together to control the basic emotions and connect them to memories, which drive behavior. These systems produce sensations of pleasure in response to actions that support survival, such as eating or sex, and sensations of fear in response to potential dangers. In a cascading effect, these sensations trigger the endocrine and autonomic nervous systems, stimulating bodily responses. The prefrontal cortex also plays a role, modifying pleasure and pain signals based on other considerations. Thus, the brain’s reward and stress systems positively and negatively reinforce life-sustaining behaviors. 

Reward Response

Feelings of reward are mediated by the neurotransmitter dopamine, which is synthesized in the ventral tegmental area (VTA) and released into the nucleus accumbens. From there, signals are sent to the hypothalamus, which then produces effects in the VTA and triggers autonomic and endocrine functions of the entire body. The amygdala and hippocampus are part of this signaling loop, creating strong and durable memories that are linked to the good feeling (conditioned associations). 

Addictive substances increase levels of dopamine in the mesolimbic pathways. Dopamine flooding can occur through several mechanisms, depending on the drug. Some drugs (e.g., marijuana and heroin) produce dopaminergic effects indirectly. Amphetamines cause the release of dopamine, and cocaine prevents its reuptake; both effects result in amplified messaging that eventually disrupts normal neuronal signaling. 

It appears that the brain adjusts to excess dopamine levels by producing less of this neurotransmitter and by reducing the number of receptors that can receive it. The net effect is that brain cells with receptors for that chemical become less responsive to it. As a result, the pleasurable effects of a drug become weaker with use compared with the original effects. The pleasurable effects of normal activities also are blunted, creating a state called anhedonia, defined as an inability to experience pleasure. 

The phenomenon of reduced response to one or more of a drug’s effect is called tolerance, and the effects of reduced dopamine transmission are experienced as withdrawal. Symptoms of withdrawal are generally opposite to the symptoms of substance intoxication; for example, pupils constrict during opioid intoxication and dilate during withdrawal (AAPM et al., 2001; Myrick, Anton, & Kasser, 2003). These symptoms are not related to the reward system; that is, different parts of the brain are involved. Physical dependence is partly defined as the stage at which an individual undergoes withdrawal in response to declining blood levels of the drug. Physical dependence can occur without addiction and vice versa. To overcome tolerance and avoid withdrawal symptoms, a person takes more of the substance more frequently.

Stress Response

The dysregulation of the brain’s reward system that occurs through substance use is paralleled by a similar effect in the stress system. Ingestion of an addictive substance increases the flow of neurochemicals such as corticotrophin-releasing factor, norepinephrine, and dynorphin. This can produce a negative emotional state that manifests as chronic irritability, emotional pain, lethargy, disinterest in natural rewards, and other dysphoric conditions. The stress response becomes more sensitive with repeated withdrawal and can persist into abstinence (Koob, 2009).  

An individual may seek to avert the stress response by again ingesting the substance. This negative reinforcement combines with the positive reinforcement presented by the substance’s euphoric effects, in an operant process that creates a compulsion for substance use. In summary, addiction develops from this compulsive use combined with loss of control as mediated by memory (cue-induced triggers for reuse), substance-induced reductions in executive functioning that hamper rational decisionmaking, and habit formation (Koob, 2009).  

Genetic Risk Factors for Addiction 

People who use substances with addictive potential develop tolerance to some of their effects and develop some degree of physical dependence. However, only a few will become addicted to the substance. Genetics plays a substantial role: NIDA (2007) estimates that between 40 and 60 percent of a person’s vulnerability to addiction may be attributed to genetics. The disease of addiction may be more heritable than type 2 diabetes, hypertension, and breast cancer (Nestler, 2005). Genes underlie human variability in drug metabolism, susceptibility to psychiatric disorders that commonly co-occur with addiction, response to environmental risk factors such as drug availability and peer group pressure (Vaillant, 2003), and many other factors. 

Cross-Addiction
Addiction to one substance can be linked with addiction to other substances in a pattern termed cross-addiction. An individual who voluntarily or involuntarily decreases use of one substance may increase use of another substance with similar effects on the brain (e.g., the person with an alcohol use disorder may use barbiturates for the sedative effects). The term cross-addiction is also used to describe simultaneous addiction (e.g., co-occurring addictions to nicotine, alcohol, and marijuana). 

Clinicians treating pain patients with histories of SUDs need to be aware that such patients may be at increased risk of addiction to any pain medication that is a reinforcing drug (Edlund, Steffick, Hudson, Harris, & Sullivan, 2007). Because of cross-addiction, a person who abuses marijuana, in other words, may be at increased risk for opioid addiction. Those with alcohol use disorders have been found to be more than 18 times as likely to report nonmedical use of prescription medications as people who do not drink (McCabe, Cranford, Morales, & Young, 2006).
The Cycle of Chronic Pain and Addiction 
Myriad genetic and environmental factors contribute to and influence the course of addiction, but CNP presents a specific risk with both positive and negative reinforcements for substance use. Individuals seeking pain relief in a clinical setting may be prescribed opioids, benzodiazepines, or other medications. The medication may provide relatively immediate effects by reducing either the actual pain or the suffering (the emotional response to pain, or pain affect); for example, benzodiazepines may decrease the anxiety and distress of being in pain. Similarly, a person may turn to nonprescribed substances to quell pain and suffering, such as to alcohol for help relaxing or falling asleep. Such relief is a strong positive reinforcement for future use of the substance. 

Unfortunately, alleviation from pain and suffering fades over the course of hours as blood levels decline and may fade over the course of weeks, months, or years as tolerance develops. Individuals may seek to prolong pain relief through increased amounts and frequency of use. They also may seek to recapture the intensity of the original relief through increased levels of use. Loss of effectiveness becomes a negative reinforcement for reuse. 

If the relief-providing substance produces physical dependence, withdrawal symptoms can occur with its cessation and the person may experience increased pain plus withdrawal symptoms such as nausea, muscle cramps, and insomnia. A similar negative consequence can occur if the person is affected by rebound symptoms. These are symptoms of the preexisting condition treated by the substance that return in an intensified form. A cycle develops in which pain and suffering cause the person to focus on the substance that previously provided pain relief, increasing the likelihood that it will be used in the future. 

Models of Treatment 

When chronic pain or addiction is viewed as a purely biomedical condition, the clinician can prescribe medication as the sole treatment strategy. Such an approach, however, reinforces the narrow focus on comfort instead of on rehabilitation. Patients may obtain better results when their clinician takes into account patient-related factors including cognition, incentives, emotional state, and behavior. In this more complex, biopsychosocial model:

· Treatment often involves medical and nonmedical interventions (e.g., medications and referral to a support group). 

· The clinician and patient agree on a treatment course to reduce the negative effects of the condition and minimize its effects on the patient’s quality of life. They modify the plan as needed in response to changes or lack of changes in the patient’s condition. 

· The patient is not a passive recipient of treatment but takes an active role.

Treatment Difficulties 

For several reasons, people with or in recovery from SUDs are at particular risk of inadequate or inappropriate treatment for CNP. Many aspects of managing CNP present challenges, starting with the initial patient assessment and including a lack of conclusive scientific evidence about how to treat this patient population, addiction risk management, and increased abuse of prescription medication in the United States.  

Assessment Challenges
The initial patient assessment may prove perplexing if clinicians have little knowledge of CNP or addiction. Multiple factors including age, race, gender, socioeconomic status, comorbidities, culture, cognitive impairment, and social roles influence the way patients experience and report their CNP. Because of the frequent absence of structural pathology in CNP, clinicians may mistrust a patient’s report of chronic pain or the degree of pain intensity, particularly if the clinician believes the patient is merely seeking opioids for illicit consumption. 
With no objective ways to measure pain, clinicians must depend on patient reports of pain levels and functioning. However, some patients in recovery from SUDs may underreport their level of pain if they fear that they will be prescribed opioids that will cause a relapse. Other patients may overreport their level of pain if they believe they have a tolerance to opioids or that their clinician will deny them opioids based on a history of substance use. Because pain and suffering are intertwined, some patients report not only their pain level, but their suffering, which is not always in direct proportion to pain levels. 

Some clinicians may not ask patients about substance use. Others may ask about substance use, yet their negative feelings about a patient or the patient’s substance use status may interfere with appropriate diagnosis and treatment. Prejudice or stereotyping hinders a proper understanding of nonadherent behaviors patients may display. These possibilities complicate assessment of the patient with CNP. Patient assessment is discussed in Chapter 2. 
Dearth of Scientific Guidance

The clinician has little scientific data to guide the treatment of chronic pain in a patient with a past or current SUD. Still largely unknown are: 

· The efficacy of long-term opioid use 

· The risk of iatrogenic addiction or relapse in patients prescribed opioids for chronic pain

· The mechanisms and clinical significance of opioid-induced hyperalgesia (heightened sensitivity to pain)
· Safe and effective pharmacological alternatives to opioid analgesics 

· The efficacy of nonpharmacological treatments, including complementary and alternative medicines. 

Most clinical trials involving opioid analgesics are short term and specifically exclude people with or in recovery from SUDs. There are no data to support automatic withholding of controlled substances and other interventions from people with SUDs. However, data suggest that prescribing opioids is associated with increased risk and must be done with cautions and built-in safeguards. 

The consensus panel’s recommendations for managing chronic pain in people with or in recovery from SUDs are in Chapter 3. 
Addiction Risk Management
Clinicians may be reluctant to prescribe medications with addictive potential to patients with SUDs, and patients themselves may be reluctant to use any medication that could trigger relapse. Clinicians and patients face a dilemma, however, because patients with SUDs who do not receive sufficient relief from pain treatment may relapse if they attempt to ease their chronic pain or suffering with alcohol or drugs. 
Another pitfall to avoid is placing too much hope in opioid analgesics, which typically offer only partial relief and may lose efficacy over time. If opioids are prescribed, patients must be closely monitored for side effects and indicators of SUD relapse. The successful management of CNP—especially when opioids are prescribed for patients with past or recent SUDs—requires informed and committed patient participation in a range of treatment modalities. 

Managing risk in patients on chronic opioid therapy is the subject of Chapter 4; Chapter 5 presents patient education topics.   

Prescription Medication Abuse
Although opioids are potent analgesics, prescribing clinicians cannot ignore the abuse of prescription medications (Centers for Disease Control and Prevention, 2007). SAMHSA’s 2006 National Survey on Drug Use and Health (SAMHSA, 2007) showed that in the month before the survey, 7 million Americans ages 12 and older reported using prescription medications for nonmedical purposes. Of these, more than 5 million used pain relievers (up from 4.7 million a year earlier), making prescription pain relievers the second most abused drug after marijuana (SAMHSA, 2007). The number of unintentional deaths caused by drug poisoning has risen dramatically in the United States in recent years, and Paulozzi, Budnitz, and Xi (2006) found that these fatalities are most commonly attributed to prescription medications, not illegal drugs. The rise of overdose deaths has disproportionately affected those with SUDs (Hall et al., 2008). 

Barriers to Treatment of Chronic Pain 
Patients with comorbid CNP and SUDs face stigma, treatment inequities, and financial and structural barriers that impede their likelihood of receiving effective pain treatment (Green, 2004; Green et al., 2003; Green & Tait, 2002; Green, Wheeler, & LaPorte, 2003). Patients with chronic pain and SUDs may be shunned by healthcare professionals (Gilson & Joranson, 2002; Rosenblum et al., 2003), which may increase the risk for aberrant drug-related behavior, including use of nonprescription medications to alleviate pain. 

The treatment inequities experienced by the patient with comorbid CNP and SUD are likely magnified when the patient belongs to underserved groups. Less aggressive pain treatment is associated with being Black or Hispanic, being female, and having a low education level. In addition, stigma associated with many diseases (e.g., HIV/AIDS) also contributes to persistent disparities in care (Breitbart & DiBiase, 2002; Green, Baker, Smith, & Sato, 2003; Green, Todd, Lebovits, & Francis, 2006). 
Financial barriers to treating pain are among the most important that a clinician faces. Successful and ethical chronic opioid therapy requires meticulous attention to a large number of variables (e.g., pain, mood, function, diversion, side effects, abuse) and considerable documentation, counseling, and oversight, all of which consume the clinician’s time. Clinicians are often poorly reimbursed for this work.  

Patients may have poor insurance coverage or little money to pay for pain medications. Some patients, especially those is rural areas, may not have access to pain specialists, complementary treatments such as physical therapy, or specialty SUD treatment programs, which promote successful outcomes. Pharmacies in minority and low-income areas may not stock needed opioids (Green, 2004; Green et al., 2006). 

Summary
The management of intractable pain in patients with comorbid SUDs is challenging for both patients and clinicians; however, it can be done successfully. This TIP advises a careful assessment followed by a holistic treatment plan that addresses pain, addiction and relapse, functional impairment, and psychological symptoms. Even the best treatment is unlikely to completely eliminate chronic pain, and efforts to achieve total pain relief can be self-defeating. Although non-opioid analgesics often manage chronic pain effectively, at times opioids are required, even in the patient with a prior SUD. Such treatment requires considerable care, structure, and documentation. The active involvement of other professionals, such as a psychologist, an addiction counselor, a pharmacist, a nurse, and a physical therapist, promotes success. Patients must also assume a significant amount of responsibility for optimal management of their pain. Educating patients, family members, and caregivers in this process and helping them improve their quality of life can be gratifying for everyone involved. 
Key Points

· CNP and the disease of addiction involve similar neurophysiological processes.

· Both genetic and environmental factors contribute to and influence the development of CNP and the course of addiction.

· Clinicians must understand both CNP and addiction to best serve the chronic pain patient with or in recovery from an SUD. 

· Patients with CNP and SUDs face barriers to quality health care. 

· Despite the complexities of CNP and SUDs, patients with these co-occurring, chronic conditions can be treated safely.

Chapter 2—Patient Assessment

In This Chapter

Elements of Assessment
Assessment Tools
Assessing Pain and Functioning
Assessing Substance Use and Addiction
Assessing Psychiatric Comorbidities
Assessing Ability To Cope With Chronic Pain
Ongoing Assessment

Key Points

Elements of Assessment

Researchers and clinicians widely agree that, because chronic noncancer pain (CNP) is a multifaceted condition, assessment must include more than a measure of a patient’s current level of pain intensity (Brunton, 2004; Haefeli & Elfering, 2006; Karoly, Ruehlman, Aiken, Todd, & Newton, 2006; Sullivan & Ferrell, 2005). Exhibit 2-1 presents elements of a comprehensive assessment. Some elements are essential to assess; others, ideal. In many cases, even after a thorough assessment, the clinician may not detect the nociceptive source of a patient’s chronic pain.  

Exhibit 2-1 Elements of a Comprehensive Patient Assessment 

	Element
	Assess

	Pain
	· Location, character (e.g., shooting or stinging, continuous or intermittent) 

· Nociceptive versus neuropathic

· Lowest and highest extent of pain in a typical day, on a 0 to 10 scale 

· Usual pain in a typical day, on a 0 to 10 scale 

· When and how the pain started 

· Exacerbating factors (e.g., exertion/activity, food consumption, elimination, stress, medical issues)

· Palliating factors (e.g., heat, cold, stretching, rest, medications, complementary and alternative treatments)

· Response to previous pain treatments, including complementary and alternative treatments

· Goals and expectations for pain relief

	Collateral Information 
	It is crucial to obtain as much corroborating information as possible, including:

· Discussions with other clinicians, prior and current

· Information from others (e.g., family, coworker, pharmacist, State electronic prescription monitoring program)

· Medical records, including psychiatric and substance use disorder (SUD) treatment records

	Functioning
	Effect of pain on:

· Activities of daily living/ability to care for oneself

· Sleep

· Work/household responsibilities

· Sex

· Socialization

· Recreation

· Goals and expectations for restored function

	Contingencies
	· Family support of wellness versus illness behavior

· Vocational incentives and disincentives

· Financial incentives and disincentives

· Insurance/legal incentives and disincentives

· Environmental and social resources for wellness

	Substance Use History and Risk for Addiction
	· Current use of substances, including tobacco, alcohol, prescription medications, illegal drugs (confirmed by toxicology)

· Adverse consequences of use (legal, social, financial, family, work, medical)

· Age at first use 

· Treatment history, including attendance at mutual-help groups

· Years abstinent

· Strength of recovery support network (e.g., sponsor, sober support network, mutual-help meetings)

· Family history of SUDs

· History of physical, sexual, or emotional abuse or trauma

	Co-Occurring Conditions and Disorders
	· Psychological (e.g., depression, anxiety, posttraumatic stress disorder, somatoform disorders)

· Medical (e.g., hepatic, renal, cardiovascular, metabolic)

· Cognitive impairment (e.g., dementia, delirium, intoxication, traumatic brain injury)

	Physical Exam
	· Pain focused

· Relevant associated signs

	Mental Status
	· Mood, somatic preoccupation, cognition


Assessment Tools

Standardized instruments provide ways to assess and track patient pain levels, functioning, substance use, and other factors important to managing CNP. Standardized tools provide supplemental information for treatment planning and assessment of risk and outcomes. If used well, tools can reduce clinician bias during patient assessment. 

Standardized tools are helpful, but not perfect. The sensitivity and specificity of screening instruments are inversely related, so all carry some risk of yielding false positives and false negatives. In addition, no single instrument has been shown to be appropriate for use with all patient populations (Bird, 2003; Brunton, 2004). Because of their limitations, standardized tools should not be the absolute determinants of treatments offered or withheld.

When using standardized tools, clinicians should:

· Understand the strengths and weaknesses of each tool

· Select a tool appropriate for the patient, keeping in mind how memory problems, cognitive impairments, poor eyesight, literacy level, cultural background, gender, ethnicity, and other factors can influence results  

· Teach patients how to use self-administered tools, even “self-explanatory” tools; otherwise, the information they provide may be invalid (Bird, 2003).

Presented below are tools to assess pain and functioning, SUDs including problem opioid use, psychiatric comorbidities, and coping skills.

Assessing Pain and Functioning 

Clinician and patient reports of pain severity or disability are often not consistent. Clinicians tend to believe that a patient’s pain level is actually lower than the patient reports, except when the patient reports low pain (Sloman, Rosen, Rom, & Shir, 2005; Stalnikowicz, Mahamid, Kaspi, & Brezis, 2005). Clinicians are especially likely to underestimate—and, therefore, to undertreat—pain and disability in women, the elderly, minorities, and poor people (Green, Baker, Smith, & Sato, 2003). However, research shows that, in the absence of incentives for overreporting pain levels, patients report pain levels that correlate with data obtained from brain imaging (Coghill, McHaffie, & Yen, 2003). 
When assessing pain and functioning, clinicians should keep in mind the following:  

· Even individuals who present with similar pain complaints, such as lower back pain, may describe and rate their pain differently.

· Functional impairments also affect patients differently.
· Pain scores predict little about tissue pathology, disability, and treatment response.

· Successful treatment may be associated with no change in pain scores, but rather improved mood and functioning. 

· Failed treatment may occur despite a reduction in pain scores (e.g., minor pain decreases in the presence of sedation and impaired function). 

· Assessments of pain level alone are insufficient to document treatment outcome. 

Exhibits 2-2 and 2-3 list the strengths and weaknesses of common one-dimensional and multidimensional pain tools, respectively. Exhibit 2-4 presents tools for assessing pain interference. Information on how to obtain the scales is in Appendix B.

Exhibit 2-2 Tools To Assess Pain Level 

	Tool
	Strengths
	Weaknesses

	Visual Analog Scale (VAS)


	· Some evidence that a horizontal line may be better than a vertical (“thermometer”) orientation 

· Easy to understand and use, but must be presented carefully 

· Precise 

· Sensitive to ethnic differences 

· Easily translated
	· Visual impairment may affect accuracy  

· Can be time consuming to score, unless mechanical or computerized VAS tools are used 

· Low completion rate in patients with cognitive impairments  

· Difficult to administer to patients with cognitive impairments

	Verbal Rating Scale/Graphic Rating Scale


	· Simple to use 

· Administered orally or on paper

· High completion rate with patients with cognitive impairments

· Sensitive to change and validated for use with chronic pain

· Correlates strongly with other tools
	· Measures pain affect (how pain is experienced) 

· Not as sensitive as NRS or VAS


	Numeric Rating Scale (NRS)
	· Easy to use if patient can translate pain into numbers

· Easy to administer and score

· Can measure small changes in pain intensity

· Administered orally or written

· Sensitive to changes in chronic pain

· Translates across cultures and languages
	· Difficult to administer to patients with cognitive impairments because of difficulty translating pain into numbers

	Faces Pain Scale
	· Easy to use

· Okay with people with mild to moderate cognitive impairment 

· Translates across cultures and languages
	· Visual impairment may affect accuracy or completion 

· May measure affective aspects (suffering) of pain, not only pain intensity


Source: Bird, 2003; Brunton, 2004.

Exhibit 2-3 Tools To Assess Several Dimensions of Pain

	Tool
	Strengths
	Weaknesses
	Administration and Scoring Time

	Brief Pain Inventory


	· Short form better for clinical practice

· Fairly easy to use

· Useful in different cultures

· Translated and validated in several languages
	· Not easily used with patients with cognitive impairments
	· Short form: 5 minutes 

· Long form: 10 minutes

	McGill Pain Questionnaire 
	· Short form easier to administer

· Extensively studied
	· Measures pain affect 

· Time consuming 

· Not appropriate for patients with cognitive impairments 

· Translation complicated

· Meaning of pain descriptors may vary across racial and ethnic lines
	· Short form: 2–5 minutes 

· Long form: 5–15 minutes 

	Nonverbal Indicators
	· One of the few means to assess cognitively impaired patients
	· Pain behavior varies by culture, so difficult to use 

· Highly subjective to interpretation

· Low validity and reliability
	N/A (observational)


Exhibit 2-4 Tools To Assess Pain Interference and Functional Capacities
	Instrument
	Purpose
	Administration/Scoring Time

	Owestry Low Back Pain Disability Questionnaire
	Assesses pain and disability associated with pain in 10 areas
	20–25 minutes

	Katz Basic Activities of Daily Living Scale 
	Rates independence by assessing 6 areas
	10 minutes

	Pain Disability Index
	Measures pain and pain interference
	Less than 5 minutes

	Chronic Pain Grading Scale
	Measures pain and pain dysfunction
	Less than 5 minutes

	Roland-Morris Disability Questionnaire
	Measures perceived disability
	5 minutes


Family responses to pain behavior, financial incentives and disincentives for disability, and other environmental and social factors affect the development and treatment of disabling CNP and substance abuse. Therefore, these factors should be assessed. The response of family members is likely to affect how patients with CNP exhibit their suffering. For example, if family members offer assistance only when the patient is moaning loudly, or if they assist with activities the patient can still perform, family members inadvertently reinforce patient behaviors. In contrast, praise for productive behaviors and a lack of response to pain-related behaviors are classic operant conditioning models for increasing healthful behaviors. Therefore, it is important to assess the patient’s relationship with his or her family. 

Similarly, the workers’ compensation disability system can force the patient to risk financial loss if he or she returns to work and disability assistance ceases, but the patient cannot continue working. It is important to include the patient’s status with workers’ compensation in the assessment. 

Assessing Substance Use and Addiction 

Chronic pain cannot be managed well in the presence of an active SUD; therefore, clinicians must assess the substance use status of patients seeking care for CNP. Patients with past or active SUDs should not be summarily denied pain management, including opioid therapy. 

When initiating a conversation about alcohol and drug use, clinicians should:

· Approach the topic matter-of-factly, handling it as part of the overall medical history 

· Incorporate questions about drug and alcohol use into a discussion of other lifestyle behaviors such as diet, exercise, and smoking

· Ask about nicotine and caffeine use; questions about use of these substances provide opportunities to move to assessment of other substances, beginning with the legal and most commonly abused substance, alcohol 

· Assure patients that honest answers to questions of substance use are important to developing a treatment plan and will remain confidential.
A good prescreening question is, “When did you last have a drink of beer, wine, or liquor?” (Schneider & Levenson, 2008). If the patient reports drinking, the clinician should ask questions to determine: 

· Frequency (e.g., “How many days per week do you drink alcohol?”) 

· Quantity (“How much alcohol do you drink on each drinking occasion?”) 

· Evidence of binge drinking (for men: “How often have you had five or more drinks on one occasion”; for women: “How often have you had four or more drinks on one occasion?”). 

According to the National Institute on Alcohol Abuse and Alcoholism (NIAAA, 2005), if the patient drinks more than 4 standard drinks in a day (or more than 14 drinks per week) for men or more than 3 drinks in a day (or more than 7 drinks per week) for women, the patient is at increased risk for alcohol-related problems.  

Whether or not the patient reports drinking, the clinician should probe for the use of legal and illegal drugs, starting with the most commonly abused illicit drug in the United States, marijuana. Questions can continue to address other major classes of drugs with abuse potential, including depressants, stimulants, and opioids, with particular attention to use related to controlling pain or the patient’s anxiety and fear of pain (Passik & Kirsch, 2004). Exhibit 2-5 summarizes the substances that patients should be asked about using.
Exhibit 2-5 Items To Include in Substance Use Assessment

Nicotine 

Caffeine 

Alcohol use
> frequency 



> quantity 



> binge drinking 




> men: 4+/day or 14/week




> women: 3+/day or 7/week 

Legal and illegal drugs with abuse potential:


> cannabis (marijuana, hashish)


> depressants (such as barbiturates, benzodiazepines)


> stimulants (such as amphetamines, cocaine, methamphetamine, methylphenidate)


> opioids, with attention to use related to pain (such as codeine, fentanyl, morphine, opium, opioid pain relievers)

Screening for SUDs 
Although the amount of substance used is significant, it is more important to evaluate the consequences of the drug and alcohol use on life domains, such as family, work or school, and involvement with the criminal justice system (e.g., arrests for driving under the influence). When drug or alcohol use interferes with functional behavior, the diagnostic criteria for SUDs become pertinent. Furthermore, an SUD is characterized by an inability to control use of the substance. Asking whether the patient has recently attempted to decrease the amount consumed or to cut down on use is an approach to determining his or her ability to modulate use. The Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition, Text Revision (DSM-IV-TR) (American Psychiatric Association, 2000), provides criteria for determining substance dependence that enable the clinician to distinguish between patients with at-risk substance use and those whose use is consistent with an SUD (Exhibit 2-6). 

Exhibit 2-6 DSM-IV-TR Criteria for Substance Abuse and Substance Dependence

	Category
	Criteria

	Substance Abuse 
	A maladaptive pattern of substance use leading to clinically significant impairment or distress, as manifested by one (or more) of the following, occurring within a 12-month period: 

1. recurrent substance use resulting in a failure to fulfill major role obligations at work, school, or home (e.g., repeated absences or poor work performance related to substance use; substance-related absences, suspensions, or expulsions from school; neglect of children or household). 

2. recurrent substance use in situations in which it is physically hazardous (e.g., driving an automobile or operating machinery when impaired by substance use) 

3. recurrent substance-related legal problems (e.g., arrests for substance- related disorderly conduct) 

4. continued substance use despite having persistent or recurrent social or interpersonal problems caused or exacerbated by the effects of the substance (e.g., arguments with spouse about consequences of intoxication, physical fights).

	Substance Dependence
	A maladaptive pattern of substance use, leading to clinically significant impairment or distress, as manifested by three (or more) of the following, occurring any time in a 12-month period: 

1. tolerance, as defined by either of the following: (a) a need for markedly increased amounts of the substance to achieve intoxication or desired effect; (b) markedly diminished effect with continued use of the same amount of the substance 

2. withdrawal, as manifested by either of the following: (a) the characteristic withdrawal syndrome for the substance or (b) the same (or closely related) substance is taken to relieve or avoid withdrawal symptoms 

3. the substance is often taken in larger amounts or over a longer period than intended 

4. there is a persistent desire or unsuccessful efforts to cut down or control substance use 

5. a great deal of time is spent in activities necessary to obtain the substance, use the substance, or recover from its effects 

6. important social, occupational, or recreational activities are given up or reduced because of substance use 

7. the substance use is continued despite knowledge of having a persistent physical or psychological problem that is likely to have been caused or exacerbated by the substance (e.g., current cocaine use despite recognition of cocaine-induced depression, or continued drinking despite recognition that an ulcer was made worse by alcohol consumption)


Obtain permission. American Psychiatric Association. 2000. Diagnostic and Statistical Manual of Mental Disorders-IV-TR. Washington, DC: Author (pp. 181–183).
It is important to remember, however, that DSM-IV-TR criteria for substance dependence include the criteria of tolerance, withdrawal, and taking the substance longer than intended. Patients on long-term opioid therapy will likely develop increased tolerance to or become physically dependent on opioids, but the patient on chronic opioid therapy would not be considered in a “maladaptive pattern of substance use.” 

Although a patient’s former drug of choice is the most likely to lead to cravings and relapse to substance use, evidence suggests that a person with a history of an SUD is susceptible to developing a cross-addiction (Covington, 2008; Savage, 2002). 
Many patients will be forthcoming about past or recent substance abuse during a comprehensive assessment. Clinicians should try to determine patients’ recovery status, which is crucial in developing a treatment plan (Exhibit 2-7).

Exhibit 2-7 Steps Following Substance Abuse Assessment

	If
	Then

	Abuse is remote and patient is in long-term recovery
	Verify and support recovery efforts

	Patient is on methadone maintenance therapy (MMT)
	Verify and continue MMT

	History of abuse is recent
	Prevent withdrawal

	Abuse appears active
	Refer to substance abuse specialist for further evaluation


Source: Passik & Kirsch, 2004. 

Several standardized tools for SUD screening are listed in Exhibit 2-8. Information on how to obtain the tools is in Appendix B. Most tools are short, can be self-administered, and can be integrated into the health-screening forms the patient completes in the waiting room or before seeing the clinician. Although no tool is a substitute for a good clinical interview, screening is essential to case finding and a useful complement to the patient interview, the physical exam, and ongoing observation (Fishman, 2007). 
Exhibit 2-8 Tools To Screen for SUDs
	Instrument
	Format
	Administration Time/Scoring Time
	Training Required?

	Alcohol Use Disorders Identification Test (AUDIT)
	10-item screening questionnaire
	2 minutes to administer/1 minute to score
	Yes

	AUDIT-C
	3-item screening questionnaire
	Less than 1 minute to administer and score
	Yes

	CAGE Adapted to Include Drugs (CAGE-AID)
	4 yes/no questions
	Less than 1 minute/not scored
	No

	Michigan Alcoholism Screening Test (MAST) (MAST-G for older patients)
	24 yes/no questions 
	10 minutes to administer/5 minutes to score
	No

	Drug Abuse Screening Test (DAST)
	20 yes/no questions about current and past use
	1–2 minutes to administer/not scored
	No

	Alcohol, Smoking, and Substance Involvement Screening Test (ASSIST) 
	1 item for lifetime use, 6 items for each of 10 substances used, and 1 item on injection use
	Depends on number of substances used
	Yes


If interview data and the screening detect an unacknowledged SUD, then the clinician should refer the patient to a substance abuse specialist for further assessment and intervention (NIAAA, 2005; Savage, 2002). The Substance Abuse and Mental Health Services Administration’s (SAMHSA’s) Screening, Brief Intervention, and Referral to Treatment (SBIRT) initiative may be helpful in this context (Exhibit 2-9). 
Exhibit 2-9 Elements of Screening, Brief Intervention, and Referral to Treatment 
	Category
	Description

	Screening
	Identifies individuals with problems related to alcohol or substance use. Screening can be through interview and self-report. Three of the most widely used screening instruments are AUDIT, ASSIST, and DAST.

	Brief Intervention
	Is provided following a screening result indicating a moderate risk. A successful brief intervention encompasses support of the patient’s empowerment to make behavioral change.

	Brief Treatment
	Is provided following a screening result of moderate to high risk. Brief treatment includes assessment, education, solving problems, introducing coping mechanisms, and building a supportive social environment.

	Referral to Treatment
	Is provided following a screening result of severe abuse or dependence. This proactive process facilitates access to care for individuals requiring more extensive treatment than SBIRT provides and ensures access to the appropriate level of care for all who are screened.


More information is at http://sbirt.samhsa.gov/about.htm. 
Referring for Further Assessment

If a clinician suspects an SUD in a patient seeking treatment for CNP, the clinician should refer the patient to an addiction specialist or psychiatrist for further evaluation. Clinicians should develop a strong referral network of substance abuse treatment clinicians who can collaborate in the care of these high-risk patients. Referral for an SUD does not obviate the need for pain treatment because addiction treatment facilities rarely have the resources or expertise to treat pain. 

Patients may react negatively to the referral. To avoid surprising the patient and putting the addiction specialist in an awkward situation, the clinician should clearly explain the point of the referral. When referring the patient, the clinician should:

· Present the referral to the addiction specialist as you would a referral to any specialist, using a matter-of-fact and unapologetic tone

· Explain to the patient the importance of assessing factors that may be contributing to chronic pain, including substance use
· Avoid getting distracted by the patient’s explanation of his or her substance use

· Assure the patient that the referral does not mean transfer of care; let the patient know that care will be coordinated among all professionals involved, if indicated, and that discussions of short- and long-term treatment will involve everyone, including the patient 
· Help the patient make the addiction evaluation appointment or make the appointment for the patient. 

The patient–clinician relationship is especially critical for patients with comorbid pain and SUDs. They may anticipate that clinicians will criticize their substance use and discount their pain, and they may misinterpret a concern about an SUD as a lack of concern for their pain. They may blame themselves for having developed an SUD and expect the clinician to do the same. Therefore, the clinician must maintain an attitude of respect and concern. Clinicians should assure the patient that both pain and SUDs are uninvited chronic illnesses and that both will be treated conscientiously. 

SUD assessment must be conducted in accordance with strict Federal regulations, which hold clinicians to a high standard of confidentiality regarding patient drug and alcohol treatment information (Exhibit 2-10). 

Exhibit 2-10 Federal Protection of Patient Health Information

	Regulation
	Description

	Code of Federal Regulations (CFR) Title 42
	Protects the identities and records of patients in federally assisted drug and alcohol treatment programs. With few exceptions, clinicians must obtain written consent from a patient before disclosing any information regarding his or her identity or the specific type and extent of the patient’s health information. The elements of written consent and a sample consent form from 42 CFR are in Appendix C.

	45 CFR and Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule
	Regulates patient privacy in regard to public health. HIPAA Privacy Rule requires clinicians (or their hospitals and clinics) to safeguard information regarding patient identification and to: 

Notify individuals regarding their privacy rights and how their protected health information is used or disclosed 

Adopt and implement internal privacy policies and procedures

Train employees to understand these privacy policies and procedures as appropriate for their functions within the covered entity

Designate individuals who are responsible for implementing privacy policies and procedures and who will receive privacy-related complaints

Establish privacy requirements in contracts with business associates that perform covered functions

Have in place appropriate administrative, technical, and physical safeguards to protect the privacy of health information

Meet obligations with respect to health consumers exercising their rights under the Privacy Rule.


CFR is online at http://www.gpoaccess.gov/cfr/index.html. 
Evaluating Risk of Developing Problem Opioid Use 

Screening results help clinicians assess benefits and risks of opioid therapy, but no patient with CNP should be denied opioid therapy based solely on the results of a screen. Based on a simple scoring process and in the context of all relevant clinical findings, screening results can help a clinician determine an appropriate level of monitoring for a patient being prescribed opioid therapy. 

Two screening tools commonly used in pain clinics are the Screener and Opioid Assessment for Patients with Pain–Revised (SOAPP–R) and the Opioid Risk Tool (ORT). Both tools are helpful for identifying risk factors, but neither has been subjected to prospective predictive validity testing. 
SOAPP–R

SOAPP–R predicts which patients with CNP might develop problems with chronic opioid therapy. SOAPP–R (Butler, Fernandez, Benoit, Budman, & Jamison, 2007) is a self-administered questionnaire with 24 items answered on a 5-point scale from 0 (never) to 4 (very often). It assesses substance use history and seven additional concepts including clinician–patient relationship, psychiatric history, emotional attachment to pain medications, and personal care issues (Exhibit 2-11). Substance abuse is defined as any use that is illegal or harmful to the person being screened or others. A score of 18 or higher suggests the patient is at high risk. 

Exhibit 2-11 SOAPP–R Questions
1. How often do you have mood swings?

2. How often have you felt a need for higher doses of medication to treat your pain?

3. How often have you felt impatient with your doctors?

4. How often have you felt that things are just too overwhelming that you can’t handle them?

5. How often is there tension in the home?

6. How often have you counted pain pills to see how many are remaining?

7. How often have you been concerned that people will judge you for taking pain medication?

8. How often do you feel bored?

9. How often have you taken more pain medication than you were supposed to?

10. How often have you worried about being left alone?

11. How often have you felt a craving for medication?

12. How often have others expressed concern over your use of medication?

13. How often have any of your close friends had a problem with alcohol or drugs?

14. How often have others told you that you have a bad temper?

15. How often have you felt consumed by the need to get pain medication?

16. How often have you run out of pain medication early?

17. How often have others kept you from getting what you deserve?

18. How often, in your lifetime, have you had legal problems or been arrested?

19. How often have you attended an Alcoholics Anonymous or Narcotics Anonymous meeting?

20. How often have you been in an argument that was so out of control that someone got hurt?

21. How often have you been sexually abused?

22. How often have others suggested that you have a drug or alcohol problem?

23. How often have you had to borrow pain medications from your family or friends?

24. How often have you been treated for an alcohol or drug problem?

Obtain permission.

ORT 

ORT (Webster & Webster, 2005) identifies which patients who are being prescribed opioids for CNP are likely to engage in aberrant drug-related behaviors (ADRBs). Items are scored differently according to gender. Total scores are categorized as low (0–3), moderate (4–7), or high (≥8) risk for ADRBs. Like SOAPP-R, ORT helps clinicians determine which patients might require close monitoring if opioids are prescribed for them. Most patients to which this TIP refers are likely to have scores indicating a high level of risk on opioid therapy (Exhibit 2-12).

Exhibit 2-12 Opioid Risk Tool


[image: image1.emf]Item  Mark Each Box  That Applies  Item Score if   Female  Item Score if  Male   1.  Family history of substance abuse       Alcohol  [    ]  1  3    Illegal drugs  [    ]  2  3    Prescription drugs  [    ]  4  4   2.  Personal history of substance abuse       Alcohol  [    ]  3  3    Illegal drugs  [    ]  4  4    Prescription drugs  [    ]  5  5   3.  Age (mark box if 16 – 45)  [    ]  1  1   4.  History of preadolescent sexual abuse  [    ]  3  0   5.  Psychological disease         Attention deficit disorder, obsessive -   compulsive disorder, bipolar, sc hizophrenia  [    ]  2  2    Depression  [    ]  1  1         Total   ___  ___   Total score risk category       Low risk: 0 – 3       Moderate risk: 4 – 7       High risk: ≥ 8       
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Assessing Psychiatric Comorbidities 

Both CNP and SUDs are associated with high rates of psychiatric comorbidities such as somatoform disorders, depression, and anxiety (Chelminski et al. 2005; Dersh, Polatin, & Gatchel, 2002; Harter et al., 2002; Lebovits, 2000; Manchikanti et al., 2007). Psychiatric comorbidity can be preexisting, or it can develop or worsen with chronic pain or SUDs. Therefore, the presence of comorbid conditions should be assessed regularly in every patient with CNP.  

People with chronic pain often exhibit catastrophic thinking patterns (hopelessness based on a conviction that things are worse than they really are), fear about the loss of control over routine aspects of daily life, and apprehension that healthcare clinicians will view their pain reports as exaggerated, imaginary, or contrived. However, the distress that frequently accompanies CNP may or may not signal a psychiatric disorder, so the clinician should try to make the distinction. It is often difficult to differentiate a substance-induced condition from a primary psychiatric disorder, and evaluation of symptoms over time may be necessary. Exhibit 2-13 identifies instruments to assess distress, anxiety, fear, and depression. Information on obtaining these instruments is in Appendix B.

Exhibit 2-13 Tools To Assess Emotional Distress, Anxiety, Pain-Related Fear, and Depression

	Instrument
	Purpose
	Format
	Administration Time 

	Brief Patient Health Questionnaire 
	Measures depression, panic, stress, and women’s health issues 
	9 items on depression, 1–5 items on panic, 13 items on stress, and 6 items on women’s health
	Varies

	Center for Epidemiologic Studies Depression Scale
	Measures how a patient has felt and behaved in past week 
	20 items
	5–10 minutes

	Beck Depression Inventory
	Measures depression


	21 items


	10 minutes 

	Geriatric Depression Scale
	Seeks yes/no responses to measure depression in older adults
	Long form: 30 items

Short form: 15 items

Clinician administered

Patient self-report
	5–10 minutes

	State-Trait Anxiety Inventory 
	Measures current anxiety and propensity for anxiety
	40 items

Self-administered
	10–20 minutes

	Tampa Scale for Kinesiophobia 
	Measures pain-related fear of movement

May predict disability
	17 items

Self-administered
	Unknown

	Profile of Chronic Pain: Screen
	Measures pain severity, interference, and emotional burden
	15 items
	Unknown


Somatization 

Somatization refers to inordinate preoccupation with and communication of physical symptoms. Although a diagnosis of a somatization disorder is rare in patients with chronic pain, multiple pain complaints are almost always present in a somatization disorder. Most patients with multiple unexplained symptoms have subsyndromal forms of a somatization disorder, such as a multisomatoform disorder (Dickinson et al., 2003). Patients with chronic pain and medically unexplained symptoms are at risk for iatrogenic consequences of unneeded diagnostic tests, medications, and surgery. 

Depression 

Patients with CNP and comorbid depression tend to: 

· Have high pain scores 

· Feel less in control of their lives

· Use passive-avoidant coping strategies

· Adhere less to treatment plans than patients who are not depressed

· Have greater interference from pain, including more pain behaviors observed by others. 

Clinical depression has been shown to worsen other medical illnesses, interfere with their ongoing management, and amplify their detrimental effects on health-related quality of life (Cassano & Fava, 2002; Gaynes, Burns, Tweed, & Erickson, 2002). For those reasons, depression should be treated. It may be difficult to determine whether a patient’s negative affect represents clinical depression or the psychological distress of chronic pain, an SUD, or other medical conditions, such as sleep apnea, hypothyroidism, and hypogonadism, which can present as depression. Hypogonadism is particularly relevant because it can result from prolonged exposure to opioids. 

Anxiety 

Anxiety is common among people with CNP and current SUDs, and it may persist in some people recovering from SUDs. It is frequently associated with depression, but it can be present without it. Patients with CNP, especially those with a history of trauma, have increased rates of both anxiety symptoms and anxiety disorders (Dersh et al., 2002). 
The presence of an anxiety disorder has a negative effect on treatment of CNP. Anxiety contributes to patient suffering and can make patients less able to participate in their pain management. Treating anxiety lowers pain scores, reduces the need for analgesia, and improves quality of life. 

Assessing Ability To Cope With Chronic Pain 
Coping and anxiety are closely related, from a clinical viewpoint. The patient with CNP may have anxiety because of maladaptive coping skills, for example. To accept CNP means to believe there is more to life than pain, to feel in control, and to have realistic expectations about being completely free of pain (Risdon, Eccleston, Crombez, & McCracken, 2003). Patients who have accepted CNP report lower pain intensity, less pain-related anxiety and avoidance, less depression, less physical and psychosocial disability, more daily uptime, and better work status than do patients who have not accepted CNP.

Patients with a variety of chronic pain syndromes who score high on measures of self-efficacy or have an internal locus of control report lower levels of pain, higher pain thresholds, increased exercise performance, and more positive coping efforts (Asghari, Julaeiha, & Godarsi, 2008; Barry, Guo, Kerns, Duong, & Reid, 2003). Exhibit 2-14 lists tools to assess coping skills. 

Exhibit 2-14 Tools To Assess Coping 

	Instrument
	Purpose
	Format
	Administration Time

	Coping Strategies Questionnaire 
	Assesses cognitive and behavioral pain-coping strategies
	48 items

Reduced recently to 27 items
	Unknown

	Chronic Pain Acceptance Questionnaire
	Assesses willingness to experience pain and engage in activities
	20 items

Self-administered
	Unknown

	Fear-Avoidance Beliefs Questionnaire
	Assesses patients with chronic lower back pain
	16 items

Self-administered
	10 minutes


Ongoing Assessment 

Clinicians must assess all patients with CNP at regular intervals because a variety of factors can emerge that can alter pain management strategies. For example, a patient may develop tolerance to a particular opioid, the underlying disease condition may change, or another physical or mental health problem may develop or worsen. 

Evaluation using the same tools used in the initial assessment provides valuable comparative data. For patients with SUD histories, regular assessments include checking for evidence of medication misuse behaviors. (A discussion of assessing and documenting the behavior of patients on opioid therapy is the topic of Chapter 4.) 

The clinician should regularly:

· Assess adherence to all the recommended treatment modalities

· Ask the patient for thoughts and feelings about the pain relief regimen
· Determine whether and to what degree the prescribed pain relief regimen has been followed (otherwise, the reported response may inaccurately reflect on the therapies prescribed) 

· Consult family members to obtain their perspectives on the patient’s relief from pain and especially on the effects of analgesia on the patient’s functioning.

Nicholson and Passik (2007) recommend that the elements in Exhibit 2-15 be documented and kept current. 

Exhibit 2-15 Elements To Document During Patient Visits

	Area
	Elements of Documentation

	History and Physical Evaluation
	· Medical history

· Medication history

· Pain history

· SUD/addiction history

· Screening tool assessments 

· Pain score/intensity

· Physical examination

· Results of diagnostic studies

	Diagnostic/Clinical Indication for Prescribing Opioids
	· Assumed pathology

· Hypothesized pathology

	Treatment Plan
	· Pharmacological treatments (e.g., type of medication, dosage, quantity, date prescribed)

· Nonpharmacological treatments (e.g., physical therapy, exercise, behavioral therapy, lifestyle changes)

· Treatment goals and anticipated time course

· Compliance measures (e.g., urine drug screen, pill counts)

	Informed Consent and Agreements for Treatment
	· Informed consent (e.g., discussion of risks and benefits)

· Agreement specifying patient’s responsibilities and clinic policies

	Periodic Review
	· Pain score/intensity

· Physical, occupational, and overall function; family and social relationships; and mood and sleep patterns

· Side effects (including severity)

· ADRBs

· Medication

	Consultations and referrals
	As appropriate to provide comprehensive care
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Key Points
· Patients should receive a comprehensive initial assessment of CNP and SUDs, bearing in mind that interpersonal factors, including stereotypes about a patient’s age, race, gender, and socioeconomic status, can impair the assessment.

· Try to discover the cause of a patient’s chronic pain; however, do not assume a patient is disingenuous if the cause is not discovered. 
· Pain intensity scales, used alone, do not give an adequate assessment of the chronic pain experience. 
· The substance use patterns of all patients should be assessed to identify at-risk use or use consistent with an SUD. 

· Comorbid psychological disorders should be assessed and treated.
· Assessment of the chronic pain patient with a history of an SUD is ongoing.

Chapter 3—Chronic Pain Management

In This Chapter

The Treatment Team
Overview of Pain Management
Patients in Recovery (Without Medication)
Patients in Medication-Assisted Recovery
Patients With Active Addiction
Acute Pain Episodes

Key Points
The Treatment Team
Treating patients with chronic noncancer pain (CNP) and substance use disorders (SUDs) is complicated and time consuming. Moreover, accomplishing the multiple goals involved in treating CNP in patients with histories of SUDs requires skill sets that no single practitioner is likely to possess. Goals for these patients often include not only pain reduction but also physical reconditioning and other forms of functional restoration, vocational rehabilitation, resolution of anxiety and depression, improved coping skills, and abstinence. The effectiveness of multiple interventions is augmented when the clinicians involved collaborate as a team (Sanders, Harden, & Vicente, 2005).

A treatment team can include:

· Lead clinician 

· Nurse 

· Pharmacist 

· Psychiatrist 

· Addiction specialist 

· Physical or occupational therapists

· Patient 

Addiction specialists in particular can make significant contributions to the management of chronic pain in patients with SUDs. They can: 

· Put safeguards in place to help patients take opioid medications appropriately
· Reinforce behavioral and self-care components of pain management 

· Work with patients to reduce stress

· Identify relapse.

When the addiction specialist is a prescriber, medical responsibilities (e.g., prescribing of analgesics, physical therapy, orthotics) should be coordinated with the clinician responsible for the pain treatment. The clinician should seek to understand the addiction specialist’s approach to treatment.

In some States, consultation with an addiction specialist is required before controlled substances can be prescribed to patients with SUD histories. State laws, regulations, and policies are available at http://www.painpolicy.wisc.edu/matrix.htm. 
Overview of Pain Management

Chronic pain is a major challenge for the treating physician as well as for the patient who suffers from it. Their goal, the complete elimination of pain, is rarely obtainable for any substantial period. Patient and clinician must, in effect, settle for reducing pain, maximizing function, and optimizing quality of life. Because CNP is ongoing, a combination of therapies may be required to improve function and quality of life. The best outcomes may be achieved when chronic pain management addresses comorbid conditions, such as depression and anxiety, and when it incorporates suitable complementary therapies for symptom management. Exhibit 3-1 presents an algorithm of the consensus panel’s recommended strategy for treating CNP in people with or in recovery from SUDs. 

Exhibit 3-1 Algorithm for Managing Chronic Pain and SUDs

[image: image2.wmf]
Patients in Recovery (Without Medication)

A thorough patient assessment (see Chapter 2) should reveal information that allows clinicians to judge the stability of a patient’s recovery from an SUD. Goals for treating CNP in patients who are in long-term recovery or whose drug abuse is in the distant past are as follows:

1. Treat CNP with non-opioid analgesics as determined by pathophysiology.

2. Recommend or prescribe nonpharmacological therapies to decrease pain and improve function. 

3. Treat comorbidities.

4. Assess treatment outcomes.

5. Initiate opioid therapy, if necessary. 

Non-Opioid Analgesics 

Non-opioid pharmacological options include acetaminophen and nonsteroidal anti-inflammatory drugs (NSAIDs), as well as various adjuvant medications—so called because they originally were developed for other purposes but have analgesic properties. Exhibit 3-2 presents a summary of these analgesics as they pertain to patients with SUDs. The primary adjuvant analgesics are antidepressants and anticonvulsants. 

Exhibit 3-2 Summary of Non-Opioid Analgesics

	Analgesic
	Addictive?
	Notes

	Acetaminophen
	No
	Acetaminophen should not exceed 3 g/day in seniors, people who drink, and people with hepatic disease. Patients with histories of SUDs may be at increased risk of serious side effects. Acetaminophen potentiates opioids.

	NSAIDs
	No
	NSAIDs potentiate opioids.

	Serotonin-Norepinephrine Reuptake Inhibitors (SNRIs)
	No
	

	Tricyclic Antidepressants
	No
	

	Anticonvulsants
	No
	

	Topical Analgesics
	No
	

	Antipsychotics
	No
	The risks of extrapyramidal reactions and metabolic syndrome exceed likely benefits. There is no demonstrated analgesic effect, except for headache.

	Muscle Relaxants
	Yes. Some have significant abuse potential
	None has been shown to be effective beyond the acute period. 

	Benzodiazepines
	Yes
	Not recommended (see discussion below).

	Cannabinoids
	Yes
	Not recommended (see discussion below).


Benzodiazepines
Researchers disagree on the beneficial and harmful effects of benzodiazepines and benzodiazepine receptor agonists in chronic pain. Several studies demonstrate increased pain with benzodiazepines or reduced pain following benzodiazepine antagonists (Ciccone et al., 2000; Gear et al., 1997; Nemmani & Mogil, 2003; Pakulska & Czarnecka, 2001). All benzodiazepines have side effects, including impaired coordination, reduced memory, and addiction liability. For these reasons, the consensus panel concludes that benzodiazepines have no role in the treatment of CNP in patients with comorbid SUDs. The consensus panel recommends that clinicians treat comorbid anxiety and insomnia with antidepressants or anticonvulsants. Some antidepressants (e.g., trazodone, mirtazapine, amitriptyline, doxepin) may be useful sleep aids. Weaning can be done in consultation with a psychiatrist. 

Cannabinoids 

At least two types of cannabinoid receptors are present in the human nervous system, and they interact with systems relevant to pain perception, including the serotonergic and dopaminergic systems. Cannabinoids are anti-inflammatory and increase levels of endogenous opioids. They inhibit glutamatergic transmission and antagonize the NMDA glutamate receptor, both of which actions would be expected to inhibit pain (Burns & Ineck, 2006; McCarberg, 2006). 

The primary active ingredient in marijuana is Δ9 tetrahydrocannabinol (THC). Synthetic THC (Marinol) is approved in the United States for chemotherapy-induced nausea and AIDS-induced anorexia. Most studies indicate that it has no or very transient pain-relieving effects. 

Nabilone is a synthetic drug similar to THC. Its reported analgesic effects are weaker than codeine in a controlled study of neuropathic pain (Frank, Serpell, Hughes, Matthews, & Kapur, 2008). There is some evidence that prolonged cannabinoid use can increase pain (Gardell et al., 2002).  

Although it is reasonable to conclude that modulating the human cannabinoid system shows promise for treating pain, there is no reason to believe that inhaled smoke is an acceptable delivery mode. The consensus panel does not recommend marijuana for treating CNP. 

Nonpharmacological Treatments 

An approach to pain management that integrates evidence-based pharmacological and nonpharmacological treatments can ease pain and reduce reliance on medication. Nonpharmacological treatments for CNP:

· Pose no risk of relapse

· May be more consistent with the recovering patient’s values and preferences than pharmacological treatments, especially opioid interventions

· May reduce pain and improve quality of life in some patients with CNP

· Should be included in most pain treatment plans (Hart, 2008; Simpson, 2006). 

Common nonpharmacological therapies for CNP include:

· Therapeutic exercise

· Physical therapy (PT)
· Complementary and alternative medicine (CAM) (e.g., chiropractic therapy, massage therapy, acupuncture, mind–body therapies, cognitive behavioral therapy).

Appendix D provides information on how to find qualified practitioners who provide CAM. 

Therapeutic Exercise

A number of practitioners including physicians, chiropractors, and physical therapists frequently include exercise instruction and supervised exercise components in CNP treatment. Therapeutic exercise can improve strength, aerobic capacity, and flexibility. Fitness can be an antidote to the sense of helplessness and personal fragility experienced by many people with CNP. Moderate evidence shows that exercise alleviates low back pain, neck pain, fibromyalgia, and other conditions. Furthermore, exercise reduces anxiety and depression. Physical reconditioning helps patients regain strength, balance, and mobility, and it can improve mood. Limited evidence suggests that exercise benefits individuals undergoing SUD treatment (Weinstock, Barry, & Petry, 2008). 
Physical Therapy

PT encompasses a variety of specialties including cardiopulmonary, geriatric, pediatric, integumentary, neurologic, and orthopedic. Neurologic PT and orthopedic PT are most likely to be used to treat chronic pain in people with SUDs. Physical therapists use various hands-on approaches to help patients increase their range of motion, strength, and functioning. They also offer training in movement and exercises that help patients feel better and gain or protect functioning. 

The integration of research evidence into PT practice has been a professional challenge. Although surveys of physical therapists show an overall positive attitude toward evidence-based practice, most treatment techniques and modalities (e.g., transcutaneous electrical nerve stimulation) have little scientific support. To overcome these limitations, the World Confederation for Physical Therapy, the American Physical Therapy Association, and a number of authors have called on the profession to adopt and adhere to evidence-based practices formally based on the best available scientific sources. For example, Physiospot presents summaries of the most clinically relevant research from recently published journals (http://www.physiospot.com). Despite the lack of an evidence base, PT interventions have the advantages of being nonsurgical, bringing low risk of injury or dependence, and encouraging patient involvement in recovery.

Complementary and Alternative Medicine 

CAM includes health systems, practices, and products that are not necessarily considered part of conventional medicine (National Center for Complementary and Alternative Medicine, 2007). Surveys of chronic pain patients have shown that respondents using CAM ranged from 27 to 60 percent (Fleming, Rabago, Mundt, & Fleming, 2007; McEachrane-Gross, Liebschutz, & Berlowitz, 2006; Nayak, Matheis, Agostinelli, & Shifleft, 2001). Clinicians are urged to learn about these approaches to pain treatment not only because of their therapeutic promise, but also because many patients use at least one CAM modality, raising the possibility of interactions with conventional treatments (Simpson, 2006). Exhibit 3-3 presents one way to ask patients about their use of CAM.
Exhibit 3-3 Talking With Patients About CAM 

Clinician  
So many of my patients use alternative medicine that I always ask about it. Are you using vitamins, herbs, acupuncture, that sort of thing for pain or for anything else?

Patient  
Yeah. Acupuncture really helped when I was in rehab, and I still get it now and then. She does the needles and gives me Chinese herbs once in a while. 

Clinician
That’s fine. If it helps, keep doing it. And when you take herbs or anything else she gives you, please tell me. I want to make sure that any herbs or medicines that you get from your acupuncturist won’t interfere with the treatment that you are getting here, okay?

The evidence supporting CAM interventions for people at the interface of CNP and addiction is understandably ambiguous. These clinical conditions are complex and multifactorial in themselves; therefore, aggregating nonhomogeneous patient populations by diagnosis is difficult. Many systematic reviews of CAM research note generally poor-quality reporting and heterogeneous methodology that preclude definitive evidence-based conclusions (see, e.g., Gagnier, van Tulder, Berman, & Bombardier, 2006). 

Of the CAM interventions, manual therapies are the most widely used and the most extensively studied (Simpson, 2006). Chiropractic and massage therapies are often covered by a patient’s health insurance, making these therapies accessible and more complementary than alternative. 

Treating Comorbidities

Research shows well-established associations among chronic pain, SUDs, and co-occurring disorders such as depression, anxiety, posttraumatic stress disorder, and somatoform disorders (Chelminski et al., 2005; Covington, 2007; Manchikanti et al., 2007; Saffier, Colombo, Brown, Mundt, & Fleming, 2007; Wasan et al., 2007). Psychiatric comorbidity is of special significance for two reasons. First, it is often occult. Second, untreated psychopathology is associated with poor pain treatment outcomes (Edwards et al., 2007; Williams, Jones, Shen, Robinson, & Kroenke, 2004). Therefore, management of patients with CNP must include intervention for co-occurring psychopathology. 
It should be noted that benzodiazepines are generally indicated for short-term treatment of anxiety; however, the anxiety associated with chronic pain commonly persists for years. Effective options include:

· Selective serotonin reuptake inhibitors 

· SNRIs

· Tricyclic antidepressants

· Several anticonvulsants (Van Ameringen, Mancini, Pipe, & Bennett, 2004) 

· Psychological and behavioral treatments.

The anxiety that is often comorbid with CNP can often be managed satisfactorily with adjuvants prescribed for the pain syndrome. Several anticonvulants that are used for CNP are strongly anxiolytic (Van Ameringen et al., 2004). In addition, many of the antidepressants that are efficacious for chronic pain states may be used to treat comorbid anxiety (Rickels, Downing, Schweizer, & Hassman, 1993), and both duloxetine and venlafaxine have been approved by the Food and Drug Administration for treatment of generalized anxiety disorder. Most tricyclic antidepressants are anxiolytic, and doxepin was found to be as effective as diazepam for treatment of anxiety. Treating comorbidities with medications that also alleviate pain can reduce polypharmacy, drug interactions, noncompliance, and, at times, costs. 
The person who somatizes extensively may present a plethora of complaints that can lead to inappropriate discounting of all the patient’s symptoms as trivial or imaginary. Clinicians should take the following steps in treating these patients:

· Take a complete inventory of all the patient’s complaints.

· Emphasize history and physical examination in the evaluation.

· Validate the patient’s symptoms while assuring him or her about the absence of worrisome pathology.

· Minimize expensive or invasive tests and treatments.

· Minimize use of medications with abuse liability, especially short-acting medications used as needed.

· Minimize use of passive modalities of therapy.

· Schedule regular appointments rather than frequent or PRN visits.

· Adequately treat comorbid Axis 1 disorders.

· Refer for counseling or relaxation training, as available.

Other comorbidities that can complicate pain treatment result from other chronic illnesses. Exhibit 3-4 offers points on treating CNP in patients with HIV/AIDS. 

Exhibit 3-4 Treating Patients With HIV/AIDS 

A vast range of pain syndromes are common in patients with HIV/AIDS. Some are due to HIV infection, others are due to immunosuppression, and others are unrelated but comorbid with AIDS. Pain commonly results from painful neuropathy, Kaposi’s sarcoma, herpes zoster, candida esophagitis, drug-induced pancreatitis, headache (including from meningitis), and numerous types of joint and myofascial pains. 

Patients are often both poor and stigmatized, leading to reduced access to pain care. They may be sick, frail, and cachectic, which creates challenges in the use of pharmacotherapies. Finally, a number of the patients have comorbid addictive disorder, which complicates the use of opioid analgesics. 

Core principles of treating CNP, such as meticulous diagnosis of the pain mechanism and etiology and monitoring for benefits and adverse effects of treatment, and use of the World Health Organization’s “pain ladder” for titrating analgesics are applicable in this population. However, addressing the psychological aspects of the illness as well as functional restoration is especially important. Nonpharmacological therapies, including PT modalities, acupuncture, biofeedback training, and hypnosis, may be helpful.
Source: Breitbart, 2003.
Assessing Treatment Outcomes

Treatment of chronic pain is usually an evolving process, with medication and adjunctive therapies attempted, monitored, and adjusted or abandoned as indicated by patient response. Exhibit 3-5 lists elements that clinicians should document and keep current during patient visits. Some information is collected from the initial assessment (Chapter 2), but other information needs to be collected regularly as clinicians evaluate the patient’s response to therapies. 

Exhibit 3-5 Elements To Document During Patient Visits

	Area
	Elements of Documentation

	History and Physical Evaluation
	· Medical history

· Medication history

· Pain history

· SUD/addiction history

· Screening tool assessments 

· Pain score/intensity

· Physical examination

· Results of diagnostic studies

	Diagnostic/Clinical Indication for Prescribing Opioids
	· Assumed pathology

· Hypothesized pathology

	Treatment Plan
	· Pharmacological treatments (e.g., type of medication, dosage, quantity, date prescribed)

· Nonpharmacological treatments (e.g., PT, behavioral therapy, lifestyle changes)

· Treatment goals and anticipated time course

· Compliance measures (e.g., urine drug screen, pill counts)

	Informed Consent and Agreements for Treatment
	· Informed consent (e.g., discussion of risks/benefits)

· Agreement specifying patient’s responsibilities and clinic policies

	Periodic Review
	· Pain score/intensity

· Physical, occupational, and overall function; family and social relationships; and mood and sleep patterns

· Side effects (including severity)

· Aberrant drug-related behaviors

· Medication

	Consultations and Referrals
	· As appropriate to provide comprehensive care


Source: Nicholson & Passik, 2007.

Opioid Therapy 

Limitations
Opioids are potent analgesics that provide unmatched pain relief for many types of CNP. However, even when effective, they have limitations, such as diminished efficacy over time (Ballantyne, 2006; Noble, Tregear, Treadwell, & Schoelles, 2008). Opioids also have adverse effects, including opioid-induced hyperalgesia, nausea, sedation, constipation, and the risk of addiction or addiction relapse. Many patients elect to discontinue treatment rather than manage side effects.  

Although opioids are an important treatment component for many patients, they are rarely sufficient. Chronic opioid therapy rarely shows more than one-third pain reduction in studies extending beyond 18 months, indicating that opioids must be part of a multidimensional approach for most patients. 

When an SUD co-occurs with CNP, the benefits of opioids are not well established and risk of relapse is increased (Reid et al., 2002). Studies indicate that most patients who are currently addicted to prescription opioids had prior SUDs, suggesting that those in recovery are at increased risk for relapse (Peles, Schreiber, Gordon, & Adelson, 2005; Potter, Hennessey, Borrow, Greenfield, & Weiss, 2004; Rosenblum et al., 2003). This may be especially true when the prior SUD involved opioids, because one of the most powerful triggers for relapse is exposure to the former drug of choice (Daley, Marlett, & Spotts, 2003; Gardner, 2000). However, poor pain control may lead to increased pain that can trigger cravings and lead to relapse (Charlton, 2005; Oregon Health and Science University, 2005).  

Before Initiating Opioid Treatment 

Although some clinicians consider a history of addiction to be a contraindication to treatment with controlled substances, evidence suggests that patients with such histories can respond well to carefully structured opioid therapy for pain (Weaver & Schnoll, 2002). Because no controlled studies have determined whether prescribing or withholding opioids entails a higher risk of addictive relapse, it is critical to discuss the risk and benefits with the patient (Exhibit 3-6). Exhibit 3-7 shows steps to take before initiating opioid therapy. Information about patient education, informed consent, and treatment plans is in Chapter 5. 

Exhibit 3-6 Talking With Patients About Risks and Benefits of Opioid Treatment for CNP

Clinician
John, your pain has become worse, and it’s obvious that you can’t do as much as you could a few months ago.

Patient
I know, Dr. Smith. Nothing works.

Clinician
Well, the reason we tried so many different medications is that they do help many patients with chronic pain. Unfortunately, they haven’t provided the relief we were hoping for. 

Patient
And the side effects are horrible.

Clinician
Well, the physical therapy is helping somewhat, and you’ve said you benefit from your chronic pain support group.

Patient
That’s right. 

Clinician
So far, we’ve avoided using opioids to manage your pain because of your history of addiction to heroin and other drugs. But you’ve been doing well in your recovery for several years now. I think the potential for opioids to decrease your pain and increase your ability to function, maybe even return to work, is pretty good. If you feel ready, we could add an opioid trial to your treatments and see how you respond.

Patient
I’d love to go back to work, but what about the risk here? I don’t want to go back to my old life; I’m just starting to think of myself as someone other than an addict. 

Clinician
The risks are real, but we can work together to keep them contained. You have to understand that opioids will not be the centerpiece of your pain treatment. They’re not going to give you 100 percent pain relief. On average, people get only 40 percent pain relief from opioids. So you’ll still need to continue to do the things that help reduce your pain, such as physical therapy. I’ll need to carefully monitor the situation including count your pills, check your urine for other drugs, and notify your other doctors that I’ll be the only prescriber for this medication.

Patient
I think I would be willing to try it and see what happens.

Clinician
Good, let’s start with a low dose and increase your appointments with me to once a week. If you get any benefit from opioids, we can increase the dose gradually to a level that balances benefits and side effects, and we’ll always be on the lookout for any problems. 

Patient
You know, my wife is pretty scared that opioids would be like a match to a can of gasoline. 

Clinician
Let’s involve your wife in this. She can keep an eye on you for signs of relapse and can alert us if she sees any behaviors that could indicate a problem. Also, you can tell your sponsor what our plan is and increase your meeting attendance at Narcotics Anonymous meetings. Let’s talk about how many times a week would work with you and what else we can do to give you the support you want.

Patient

Okay.

Exhibit 3-7 Steps To Take If Opioid Therapy Is Indicated

Step 1.
Educate patient and family about treatment options, sharing decision about goal and expected outcome of therapy

Step 2. 
Discuss treatment agreement with patient and family

Step 3. 
Obtain a written opioid agreement

Step 4. 
Determine and document treatment plan

Step 5.
Initiate trial of opioid therapy

Step 6. 
Document therapy

Source: Department of Veterans Affairs, 2003.

Opioid Selection

For patients with histories of SUDs, it is essential to minimize exposure to the euphoric effects of opioids. To reduce the likelihood of such effects, clinicians should: 

· Select opioids with minimal rewarding properties (e.g., tramadol, codeine), when effective

· Avoid prescribing supratherapeutic doses

· If higher potency opioids are required, prescribe slow-onset opioids with prolonged duration of action (Mironer, Brown, Satterthwaite, Haasis, & LaTourette, 2000).
Short-acting medications may be used preemptively before activities known to cause pain, such as PT, or for pain limited to certain times of day. 

It is theorized that the route of administration may influence addiction risk, so medications that are injected or easily convertible to forms that can be injected, smoked, or snorted should be avoided in patients with SUDs. For patients who have trouble controlling their opioid use, intrathecal injection may be an option that is resistant, although not 100-percent invulnerable, to abuse (Covington, 2008), although intrathecal injection is indicated for only certain chronic pain conditions. Some clinicians favor transdermal medication, with an agreement that refills are contingent on the patient’s returning the used patches to demonstrate that they were not punctured, cut, or diverted. 

Dose Finding 

Dose finding for the patient with an SUD can be complicated because of existing or rapidly developing tolerance. Also, analgesics affect individuals differently. Thus, a person who states that a particular opioid “doesn’t work for me” whereas another opioid does may be accurately reporting analgesic response.  

Titration schedules appropriate for the patient with no SUD history may expose the patient in recovery to a protracted period of dose finding and inadequate relief, unless the opioid is titrated every day or two until either analgesia or toxicity appears. For some patients, no dose provides acceptable analgesia and functional restoration; in these individuals, increasing the dose typically leads to decreased functioning. 

When an effective dose for a given patient has been determined, total opioid dose should thereafter be escalated very slowly, if at all. No study has ever shown that opioids eliminate chronic pain other than in the very short term, so efforts to achieve a zero pain level with opioids will fail. 

The titration of methadone for chronic pain is more complex and potentially dangerous because methadone metabolites build up over the first few days of treatment with a given dose, raising overdose risk. A large number of drug interactions and the potential for cardiac toxicity (e.g., QTc prolongation, torsade de pointes) are additional hazards. 

Relapse

For patients on chronic opioid therapy who have minor lapses and quickly regain stability, provision of substance abuse counseling, either in the medical setting or through a formal addiction program, may suffice. Opioid medications, if continuation is deemed safe, must be very closely monitored, with short dispensing intervals and frequent urine toxicology testing. Unfortunately, many addiction treatment programs are unwilling to admit patients who are taking opioid pain medications, interpreting their pain medication use as a sign of active addiction. 

Clinicians providing opioid pain medications should develop relationships with addiction specialists who are willing to provide services for patients who need additional support in their recovery but do not require extensive services. For clinicians who treat a population with high levels of comorbid addiction, the development of onsite chemical dependence counseling services may be extremely helpful.

For serious relapse in patients who acknowledge that opioid addiction is a primary problem, referral to an opioid treatment program (OTP) for methadone maintenance therapy (MMT) may be the best choice. Such programs will not generally accept patients whose primary problem is pain, because they do not have the resources to provide comprehensive pain management services. In addition, patients with chronic pain may not obtain adequate pain control through the single daily dose of methadone that can be provided through an OTP. Such programs may, however, be willing to collaborate in the management of patients, providing addiction treatment and allowing the prescription of additional opioids for pain management through a medical provider. Such arrangements require very close communication between the OTP and the prescribing clinician so that patients who do not respond to SUD treatment can be safely withdrawn from opioids prescribed for pain. TIP 43, Medication-Assisted Treatment for Opioid Addiction in Opioid Treatment Programs (Center for Substance Abuse Treatment [CSAT], 2005), provides more information about OTPs.

Another option for patients with comorbid active addiction and chronic pain is cessation of full agonist opioids for pain and transfer to the prescription of the partial opioid agonist buprenorphine for opioid addiction. Although some patients may not receive adequate analgesia with partial agonist treatment, others may benefit from this form of treatment because dose escalation does not provide further reinforcement and other opioid medications are blocked. Buprenorphine will prevent withdrawal and allow patients to stabilize their addiction and move forward onto non-opioid and nonmedication forms of pain treatment. TIP 40, Clinical Guidelines for the Use of Buprenorphine in the Treatment of Opioid Addiction (CSAT, 2004), provides more information.

Opioid Discontinuation 

Opioids should be discontinued if harm outweighs benefit. This situation may be apparent early in therapy, for example, if function is impaired by doses necessary to achieve useful analgesia. Harm may also begin to outweigh benefit after a long period of successful treatment. Discontinuation of opioid therapy is covered in Chapter 4. 

Patients in Medication-Assisted Recovery

Goals for treating CNP in patients who are in medication-assisted recovery are as follows:

1. Prevent withdrawal and treat CNP.

2. Recommend or prescribe nonpharmacological therapies to decrease pain and improve function (see above).

3. Treat comorbidities (see above).

4. Assess treatment outcomes (see above and Chapter 4).

Buprenorphine and Methadone 

Patients receiving opioid agonist treatment for addiction require special considerations when being treated for chronic pain. In these patients, doses of opioid agonists sufficient to block withdrawal and craving are unlikely to provide adequate analgesia. Because of tolerance and hyperalgesia, a higher-than-usual dose of opioids may be needed (in addition to the maintenance dose) to provide pain relief (Charlton, 2005). 

Patients with CNP using sublingual buprenorphine for the disease of addiction require case-by-case care. Analgesic effects of sublingual buprenorphine can last 6 to 24 hours, depending on the patient, and buprenorphine’s being a partial opioid agonist will diminish the effects of agonist medications used to treat acute or chronic pain (Alford, Compton, & Samet, 2006). 

Methadone effects vary significantly from patient to patient. Methadone’s analgesic effects last approximately 6 hours. However, its half-life is approximately 30 hours and may be much more in some patients. As an analgesic, methadone may take 10 days or longer to stabilize, so the clinician must titrate slowly and balance the risk of insufficient dosing with the life-threatening dangers of overdosing. 

Naltrexone

When opioid or alcohol addiction is treated with the long-acting mu-opiate antagonist naltrexone, usual doses of opioids given for acute pain may be completely blocked from working. Patients prescribed naltrexone should not be prescribed outpatient opioids for any reason. If, however, these patients require emergency opioids for acute pain, higher doses are required, which, if continued, can become toxic as naltrexone levels wane. In this situation, inpatient or prolonged emergency department monitoring is required (Covington, 2008). 

Tolerance and Hyperalgesia 

Tolerance develops universally for the sedating, euphoric, and anxiolytic effects of opioids. It develops more slowly for their analgesic effects and seldom develops for their constipating effects. Tolerance can be characterized as decreased sensitivity to opioids, whereas opioid-induced hyperalgesia (OIH) is increased sensitivity to pain resulting from opioid use. In a clinical setting, it may be impossible to distinguish between the two conditions, and they may coexist (Angst & Clark, 2006). Tolerance can develop in chronic opioid therapy regardless of opioid type, dose, route of administration, and administration schedules (DuPen, Shen, & Ersek, 2007). Hyperalgesia has been found to result from the use of those opioids thus far studied (i.e., methadone, fentanyl, morphine, heroin). Patients in MMT experience analgesic tolerance and OIH. 
When patients develop tolerance to the analgesic effects of a particular opioid, either dose escalation or opioid rotation may be useful. Opioid rotation is a way to exploit incomplete cross-tolerance to achieve improved analgesia without an increase in (equivalent) doses.  

If a patient requests an increase in opioid dose, it is important for clinicians to discern whether the patient is experiencing an increase in pain, tolerance to the analgesic effect of opioids, or some other desired effect such as sedation or reduced anxiety. Increasing the opioid dose temporarily provides enhanced anxiolytic or sedative effects, but tolerance soon develops, necessitating another dose increase. When nonanalgesic effects are the basis for a request for an opioid dose increase, alternative non-opioid medications should be provided and opioid doses should not be increased. 

As with tolerance, OIH appears to require increased doses of opioids to achieve previous levels of analgesia. However, with OIH, increased doses could exacerbate pain. Treating pain with adjuvants and CAM in addition to analgesics may reduce the need for opioids, thereby decreasing the risk of tolerance and OIH. 
Patients With Active Addiction

The presence of active addiction makes successful treatment of chronic pain improbable (Covington, 2008; Weaver & Schnoll, 2007). For patients with active addiction and CNP, it may be impossible for clinicians in the medical setting to provide the comprehensive services necessary to treat both conditions. Specifically, an active SUD indicates that the patient should engage in formal and intensive addiction treatment, and the clinician should work closely with the patient’s SUD treatment provider. 

If the patient refuses treatment recommendations, the clinician can use motivational interviewing techniques (CSAT, 1999, provides more information). If the patient still does not consent to addiction treatment, he or she should not be prescribed any pain medication with addictive potential. 

Once the patient’s SUD recovery is stable, the likelihood of managing his or her pain increases. The need for formal addiction treatment often necessitates a major change in the plan for opioid medications, by discontinuing them or by changing the setting through which they are provided.  

Acute Pain Episodes

When patients with CNP and SUDs require acute pain management, such as for postoperative pain, precautionary steps can minimize risk of relapse.

Patients in recovery should consider nonpharmacological pain control. Patients in recovery from SUDs may prefer to avoid the use of any medication. Evidence shows that manual therapies and acupuncture offer effective relief for certain types of acute pain (Gross et al., 2005; Hurwitz et al., 2008; Vernon, 
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Humphreys, & Hagino, 2007).

Patients in recovery should be switched from short- to long-acting medications as quickly as appropriate and be provided with bolstered recovery support during the postoperative period (Covington, 2008). 

Patients on agonist therapy for addiction or pain should be continued on their current opioid or on an equivalent dose of an alternative opioid; however, this should not be expected to control acute pain, which requires supplementation with (often greater-than-usual doses of) additional opioids. Adjuvant NSAIDs may be opioid sparing in this situation (Mehta & Langford, 2006).
Patients on buprenorphine for opioid addiction may not benefit from full agonist opioids used for acute pain, because the full agonist will be somewhat blocked. Non-opioid analgesics can be used, but in some cases buprenorphine will need to be discontinued so that full agonist opioids for pain can be used (Alford et al., 2006).

Patient-controlled analgesia should have relatively high bolus doses and short lockout intervals, and patients should be closely monitored by medical staff. 

Patients who are dependent on opioids or depressants should not be withdrawn from these medications while undergoing acute medical interventions.

Exhibit 3-8 provides a discussion of treating patients with sickle cell disease (SCD), which brings recurring acute pain.

Exhibit 3-8 Treating Patients With Sickle Cell Disease

SCD is characterized by crises of acute pain, attributed to vasoocclusion, that are typically nociceptive but can be neuropathic as well. Opioids are the mainstay of treatment, although parenteral ketorolac may suffice in some crises and have opioid-sparing effects in others. 

Acute pain management is critical but is often poorly conducted. Mutual mistrust between the (typically minority) patient and the (typically majority) clinician often lead to fears of being discounted on the part of the patient and suspicions of symptom exaggeration on the part of the clinician. 

The development of CNP further complicates the situation. When there is explanatory pathology, such as leg ulcers, avascular necrosis, or osteomyelitis, appropriate (usually opioid) therapy is usually provided. Many patients, however, report chronic pain in the absence of detectable peripheral pathology, despite the absence of an SCD crisis. This pain has been attributed to so-called central sensitization as a result of multiple episodes of severe pain and can result from ischemic neuropathic conditions. A small percentage of patients develop SUDs, which adversely impact their pain reports and treatment responses. 

It is generally accepted that appropriate treatment of SCD crises requires prompt and aggressive analgesia. Some hospitals and emergency facilities have found it useful to keep a log of SCD patients that documents their degree of opioid tolerance, typically effective agents, and doses required so that near-immediate relief can be provided to patients presenting for care. Chronic pain with persistent tissue pathology likely requires continuation of substantial opioid doses for acceptable relief, although peripheral and adjuvant agents should be used as appropriate. 

The treatment of chronic idiopathic pain in SCD often requires a multidisciplinary approach with emphasis on adjuvant analgesics and nonpharmacological therapies, including psychological therapies (Ballas, 2007).
Key Points

· Pain treatment goals should include improved functioning and pain reduction.

· Comorbidities should be treated. 

· Non-opioid pharmacological and nonpharmacological therapies, including CAM, should be considered before opioid treatment is initiated.

· Opioids may be necessary and should not be ruled out based on an individual’s having an SUD history. 

· The decision to treat pain with opioids should be based on a careful consideration of benefits and risks.

· Addiction specialists should be part of the treatment team and should be consulted in the development of the pain treatment plan.
Chapter 4—Managing Addiction Risk in Patients Treated With Opioid Medications
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Key Points
In many cases, the optimum treatment for a patient’s chronic noncancer pain (CNP) includes opioid therapy. Prescribing opioid medications to patients with substance use disorder (SUD) histories requires extra vigilance on the part of the clinician, the patient, and other members of the treatment team. This chapter suggests ways to encourage adherence to treatment agreements in patients on chronic opioid therapy for CNP. Other topics include nonadherence to treatment, documenting care, managing difficult conversations with patients, workplace safety, drug diversion, and discontinuation of opioid therapy. 

Promoting Adherence

Clinicians should adopt a universal precautions approach toward their patients with CNP (Exhibit 4-1). The term universal precautions first emerged in the context of infectious disease treatment and referred to using infection control procedures with all patients. In the context of pain treatment, a universal precautions approach refers to a minimum standard of care applied to all patients with CNP, whatever their assessed risk (Gourlay, Heit, & Almahrezi, 2005). A universal precautions approach avoids the stigmatization of any one patient, improves care, and shows due diligence in an era of increasing illicit use of prescription opioids. 

Exhibit 4-1 10 Steps of Universal Precautions
	1. Make a diagnosis with appropriate differential.

2. Perform a psychological assessment, including risk of addictive disorders.

3. Obtain informed consent.

4. Use a treatment agreement.

5. Conduct preintervention and postintervention assessments of pain level and function.

6. Begin an appropriate trial of opioid therapy with or without adjunctive medication.

7. Reassess pain score and level of function.

8. Regularly assess the 4A’s of pain medication (discussed below in Documenting Care).

9. Periodically review pain diagnosis and co-occurring conditions, including addictive disorders. 

10. Document


Source: Gourlay et al., 2005.

Clinicians can help patients adhere to treatment plans by: 

· Employing treatment agreements

· Regulating visit intervals

· Controlling medication supply
· Conducting urine drug tests
· To the degree possible, including the patient’s support network in monitoring efforts. 

Treatment Agreements 

A treatment agreement can be used to gauge and reinforce adherence—not only to medication routines but also to nonpharmacological therapies that can be critical for the patient’s return to his or her normal function. It is unlikely that a patient can follow an agreement to the letter at all times throughout chronic opioid therapy. The clinician’s role is to note departures from the plan, to make a differential diagnosis (discussed below under Nonadherence), and to adjust the plan as needed.  

Significant departures from the agreement may indicate that other members of the patient’s treatment team need to be consulted or that the patient’s care needs to be transferred to a specialist. Any actions the patient is expected to take to return to compliance should be clearly explained. Treatment agreements are discussed at length in Chapter 5.

Visit Intervals  

Patients on opioid therapy typically meet with a clinician monthly; however, patients with histories of SUDs may require more frequent visits, such as weekly, whereas patients who are in stable recovery may be seen less often. Other factors that affect the frequency of visits include the complexity of the pain diagnosis, the status of the pain management, and the medications being prescribed. 

A schedule of routine visits has advantages over sporadic appointments arranged by the patient. It encourages the patient to consider the pain a manageable condition rather than an occasionally erupting crisis. Routine also allows for close monitoring of compliance. A patient who misses or reschedules appointments should be evaluated for relapse to an SUD. 

Medication Supply 

The “do not fill until” option allows physicians to write a 3-month prescription that can be filled in spaced intervals. However, only rarely will a patient with an SUD history be seen as infrequently as every 3 months. Patients who find it difficult to adhere to treatment plans may be better served by more frequent visits at which prescriptions for smaller amounts of medication are provided. In this case, clinicians can use the “do not fill until” strategy to divide a month’s supply into three 10-day prescriptions for patients who cannot handle a month’s worth of medication. Clinicians also can promote adherence through pill counts or by recruiting (with the patient’s consent) a pharmacist or trusted family member to dispense medication daily. Patients who require tighter-than-weekly dispensing of medication also probably require a higher level of care and should be referred to an addiction specialist. Exhibit 4-2 presents a scenario regarding medication supply.

Exhibit 4-2 Talking With Patients About Medication Supply

Clinician
I see that you are here because you ran out of your pain medication before you were due to pick up the next prescription.

Patient
I took extra pills for a few days and now I’m out. I am hurting more because I don’t have any pills.

Clinician
Can you tell me what happened?

Patient
I fell and hurt my knee, and it was really bothering me, so I took more than I usually do.

Clinician
We have a written agreement that you’ll take your medications only as prescribed.

Patient
Yeah, but it made sense because my knee hurt so bad. 

Clinician
Knee pain is a different kind of pain, and increasing your opioid medication is not necessarily the best treatment for that. Next time, please call me first as we agreed.

Patient
Okay, I’m sorry. 

Clinician
Whenever one of my patients breaks the agreement for any reason, I always ask for a urine sample. When did you last take your medicine?

Patient
I just ran out yesterday. 

Clinician
So you did not take anything else when you ran out of your prescription?

Patient
No! I didn’t have anything else to take.

Clinician
Okay. I’ll write your prescription while you go see the nurse. If your urine sample is okay, I’ll give you the prescription.

Drug Testing

Toxicology testing (usually performed on urine samples) has become a routine part of care for patients on chronic opioid therapy, and it has been shown to contribute to patient recovery from SUDs (Savage, Kirsh, & Passik, 2008). Intervals for drug testing depend on the degree of oversight the patient requires. The tests can be scheduled or random, again depending on the patient’s risk level. Testing can serve two purposes: it can detect use of other drugs besides the prescribed medications, and it can detect the presence of the prescribed medication to ensure it is being taken as prescribed and not diverted.  

Clinicians should help patients understand that drug testing is a monitoring tool, not a punitive action. The clinician should involve the patient in the interpretation of unexpected results and in responding to those results. These conversations can reveal underlying issues relating to patient loss of control and misuse of medication. Exhibit 4-3 presents sample scenarios for addressing drug testing with patients.

Exhibit 4-3 Talking With Patients Who Are Resistant to Toxicology Screening 

Patient A
I can’t give you a urine sample today. I just peed. 

Clinician
Not a problem. There’s a soda machine in the lobby. Why don’t you take in some fluids and come back when you’re ready. I’ll leave your refill prescription with the receptionist, and you can pick it up after we’ve run your screen. 

***

Patient B
Why do I need to give you a urine sample? Don’t you trust me?

Clinician
The urine sample gives me a great deal of useful information. For example, it tells me how you are metabolizing the medications.

Patient B
It’s spying.

Clinician
It may seem like that to you, but it’s a standard part of care for all my patients. Any level of substance use can affect a patient’s life and the management of the pain. Is there something we need to talk about?

***

Patient C
My problem was alcohol, doc. I was never a drug addict. You don’t have to treat me like one.

Clinician
I’m sorry if this gives you the impression that I am judging you. But as your doctor, it’s my job to identify and resolve any issues that may interfere with your pain treatment, sooner rather than later. The drug screen helps me do that.

***

Patient D
I’m philosophically opposed to drug tests.

Clinician
I understand. I’ve had other reluctant patients. Can you tell me why you feel this way?

Patient D
It just seems like an invasion of privacy.

Clinician
Yes, it does. A lot of things that happen in the doctor’s office can seem like an invasion of privacy. But our treatment options are limited if we can’t run the test. 

Patient D
That’s not fair.

Clinician
I will still work with you as your pain doctor, no matter what the test reveals. That’s fair, isn’t it?

Patient D
I still don’t want to do it.

Clinician
I’d like to have you talk with Joe [the addiction counselor on the patient’s treatment team]. He can help you sort this out.

***

Patient E
I hate tests.

Clinician
There are no passing or failing grades here. I am not going to flunk or fire you based on what I learn. In fact, we go over the results together, and we decide together how to interpret them and what to do if anything shows up unusual. How does that sound?

***

Patient F
But I gave you a urine sample last time I was here.

Clinician
Let’s look at your treatment agreement. Here it is: Item 5. We agreed that you might be asked for a screen at every appointment. 

Testing can occur in the clinician’s office (point-of-care testing) or in a laboratory. Clinicians should develop a relationship with the laboratory performing the tests. The clinician should inform the lab of the purpose of the test and identify which compounds to test for. All point-of-care results that are positive for an illegal substance or negative for the prescribed substance should be verified with a confirmatory test. The planned Technical Assistance Publication Clinical Drug Testing in Primary Care provides more information (Center for Substance Abuse Treatment [CSAT], planned). 

An unexpected result should be discussed at the earliest convenience with the patient (Exhibit 4-4). If the confirmatory test indicates the same result, a change of treatment or referral to an addiction recovery specialist is warranted.

Exhibit 4-4 Talking With Patients About Aberrant Screening Results 

Clinician
It seems you have not been taking your medications.

Patient A
Yes, I have.

Clinician
Some of it should be showing up in your urine, but it’s not.

Patient A
My husband twisted his ankle last week. I might have given him a couple tablets.

Clinician
You must take your medications as prescribed. That’s the only way I can determine whether they are effective in treating your pain. And I need to explain to you again the harm that can result when someone else takes medication that has been prescribed to you based on your body. 

***

Clinician
It seems you have been taking medications that I haven’t prescribed.

Patient B
No, I haven’t. 

Clinician
Your last urine test was positive for benzodiazepines. Can you think of any reasons why they might have appeared?

Patient B
Oh, that. I was stressed out because my pain was so bad. My buddy gave me a pill. 

Clinician
There are several reasons why your pain may have gotten worse. It’s really important that I know what medications you are taking and that you don’t take medications that I have not prescribed for you.

Inclusion of Family, Friends, and Others 

With support from others, the patient may be better able to comply with pain treatment. Just as important, the inclusion of others enables the clinician to obtain a broader picture of the state of the patient’s response to treatment, including his or her ability to adhere to an opioid medication regimen, any loss of function, or development of aberrant behaviors that may indicate relapse. The clinician should also obtain at least some collateral information from household members, physical therapists, pharmacists, and other members of the patient’s healthcare team. When a patient has a history of an SUD, it is crucial for the prescribing clinician to have collateral information. Any patient who refuses to give consent for this should not be treated with medications with addictive potential. 

Nonadherence

At some point in the treatment of their chronic pain, patients are likely to fail to adhere to their plans. Nonadherence to opioid therapy is known as aberrant drug-related behavior (ADRB), which is behavior that may suggest substance misuse, abuse, or addiction. ADRB includes:

· Being more interested in opioid medications (especially immediate-release and nongeneric) than in other medications or in any other aspect of treatment

· Taking larger doses than prescribed or increasing dosage without consulting the clinician
· Insisting that higher doses are needed

· Resisting urine drug testing, referrals to specialists, and other aspects of treatment

· Resisting changes to opioid therapy

· Repeatedly losing medications or prescriptions or seeking early refills 

· Making multiple phone calls about prescriptions

· Attempting unscheduled visits, typically after office hours or when the clinician is unavailable

· Worrying about being dependent on medications
· Appearing sedated

· Misusing alcohol or illegal drugs

· Showing deteriorating functioning and beginning to experience consequences of addiction, such as problems at home or on the job 

· Injecting oral formulations (having track marks)

· Obtaining medications illicitly (e.g., from multiple clinicians, street dealers, family members, the Internet; forging prescriptions) 

· Behaving in an intimidating or threatening manner

· Having a urine drug screen result with no sign of prescribed opioid

· Not adhering to nonpharmacological components of treatment.
However, individual patient behavior is highly variable and dependent on context, and the evidence base does not decisively implicate any single behavior or set of drug-related behaviors as being indicative of addiction. ADRB can be driven by other causes, including:

· Misunderstanding instructions

· Using opioids for reward or euphoria

· Using medications to deal with fear, anger, stress, sleep problems, or other issues

· Diverting medications for profit

· Dealing with untreated mental disorders

· Dealing with undertreated pain (Exhibit 4-5)
· General noncompliance.
Exhibit 4-5 Pseudoaddiction
Patients sometime display ADRB in response to undertreated pain. This phenomenon has been termed pseudoaddiction (American Academy of Pain Management, American Pain Society, & American Society of Addiction Medicine Committee on Pain and Addiction, 2001). It is often unclear how to determine the presence of pseudoaddiction in a patient, and the explanation of pseudoaddiction must be applied cautiously in patients with known SUDs. Clinicians may never know with certainty what motivates ADRB in patients. 

The ADRBs that clinicians are most likely to observe (or that patients are more likely to report) are often the behaviors that are most ambiguous (e.g., not following a medication regimen precisely, running out of a prescription early). The extreme behaviors that are easier to interpret (e.g., selling prescriptions, altering the medication’s delivery mode) are ones that may elude observation during an office visit. 
Tools To Assess ADRB

No tool accurately predicts which patients should not be prescribed opioids, but a few tools help clinicians assess ADRBs in patients on chronic opioid therapy. The Addiction Behaviors Checklist (Wu et al., 2006) is a list of 20 yes/no statements that documents a patient’s current prescription-opioid-related behavior to help determine whether using opioids has become a problem for the patient (Exhibit 4-6). The Addiction Behaviors Checklist is intended for ongoing evaluation and can flag addiction problems as they develop. It can be quickly administered at each office visit; three or more yes responses should trigger more careful monitoring or intervention. 

Exhibit 4-6 Addiction Behaviors Checklist
	
	Yes
	No
	Not Assessed

	Addiction Behaviors Since Last Visit

	1. Patient used illicit drugs or evidences problem drinking
	
	
	

	2. Patient has hoarded medication 
	
	
	

	3. Patient used more narcotics than prescribed 
	
	
	

	4. Patient ran out of meds early
	
	
	

	5. Patient has increased use of narcotics 
	
	
	

	6. Patient used analgesics PRN when prescription is for time-contingent use 
	
	
	

	7. Patient received narcotics from more than one provider 
	
	
	

	8. Patient bought medications on the streets 
	
	
	

	Addiction Behaviors Within Current Visit

	1. Patient appears sedated or confused (e.g., slurred speech, unresponsive) 
	
	
	

	2. Patient expresses worries about addiction 
	
	
	

	3. Patient expresses a strong preference for a specific type of analgesic or a specific route of administration
	
	
	

	4. Patient expresses concern about future availability of narcotic 
	
	
	

	5. Patient reports worsened relationships with family 
	
	
	

	6. Patient misrepresents analgesic prescription or use 
	
	
	

	7. Patient indicates she or he "needs" or "must have" analgesic meds 
	
	
	

	8. Discussion of analgesic medications is the predominant issue of visit 
	
	
	

	9. Patient exhibits lack of interest in rehabilitation or self-management 
	
	
	

	10. Patient reports minimal/inadequate relief from narcotic analgesic
	
	
	

	11. Patient indicates difficulty with using medication agreement
	
	
	

	Other

	1. Significant others express concern over patient's use of analgesics
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The Current Opioid Misuse Measure (Butler, Fernandez, Benoit, Budman, & Jamison, 2007) is a 17-item questionnaire that asks patients about their behavior in the 30 days before the appointment (Exhibit 4-7). Butler and colleagues recommend a conservative cutoff score of 9, which yields some false positives but misses fewer patients who may be misusing their medications. 
Exhibit 4-7 Current Opioid Misuse Measure (Measured on a Scale of 0=Never to 4=Very Often)

1. 
How often have you had trouble with thinking clearly or had memory problems?

2. 
How often do people complain that you are not completing necessary tasks (i.e., doing things that need to be done, such as going to class, work, or appointments)?

3.
How often have you had to go to someone other than your prescribing physician to get sufficient pain relief from your medications (i.e., another doctor, the emergency room)?

4. 
How often have you taken your medications differently from how they are prescribed?

5. 
How often have you seriously thought about hurting yourself?

6. 
How much of your time was spent thinking about opioid medications (having enough, taking them, dosing schedule, etc.)?

7. 
How often have you been in an argument? 

8. 
How often have you had trouble controlling your anger (road rage, screaming, etc.)?

9. 
How often have you needed to take pain medications belonging to someone else?

10. 
How often have you been worried about how you’re handling your medications?

11. 
How often have others been worried about how you’re handling your medications?

12. 
How often have you had to make an emergency phone call or show up at the clinic without an appointment?

13. 
How often have you gotten angry with people? 

14. 
How often have you had to take more of your medication than prescribed?

15. 
How often have you borrowed pain medication from someone else?

16. 
How often have you used your pain medicine for symptoms other than for pain (to help you sleep, improve your mood, relieve stress, etc.)?

17. 
How often have you had to visit the emergency room?

Source: Butler et al., 2007.

Documenting Care

Because opioid addiction is often diagnosed prospectively over time—and because relapse can be prevented if action is taken when warning signs appear—it is important to keep careful and thorough documentation of symptoms, treatment, prescribed medications, and patient responses. Documentation also provides protection for the clinician if drug enforcement authorities conduct an investigation. 

Passik and colleagues (2004) developed the Pain Assessment and Documentation Tool (Exhibit 4-8) to regularly assess the 4A’s.  

· Analgesia 
· Activities of daily living 
· Adverse events 
· Aberrant drug-related behaviors. 
Exhibit 4-8 Pain Assessment and Documentation Tool
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Managing Difficult Conversations

Chronic pain patients can be especially difficult to treat because their condition often eludes diagnosis and because unremitting pain itself can affect their ability to be civil. When an SUD or other co-occurring disorder is overlaid onto the pain, the likelihood of difficult behavior from the patient increases. Such a patient has complex and intense needs that are best served by a treatment team approach that allows for frequent assessment and care of the patient without overburdening any one member of the team (see Chapter 3).

A good relationship is built by:

· Listening actively 

· Asking open-ended questions 
· Restating a patient’s report to make sure it has been heard correctly
· Using clarification statements (“It sounds as if the pain is worse than usual for you”)
· Demonstrating empathy
· Using feeling statements (“This must be very difficult for you”).

One stratagem for demonstrating empathy is to specifically acknowledge the effort required simply to cope with pain daily. It behooves the physician not to promise overly optimistic results and to educate patients properly so that they form reasonable expectations about outcomes. The physician also should diplomatically direct patients to focus on functioning improvements and to avoid defining their lives by their pain. 

Workplace Safety

Patients and staff must be protected from violence in the workplace. Staff members should be encouraged to be proactive and aware of their surroundings, report suspicious activity, and use common sense to make good decisions about aggressive patients or family members. Clinicians should plan for occasional disruptive or aggressive behavior. If a patient becomes threatening, security personnel or law enforcement may be needed. The consensus panel recommends that clinicians develop crisis management policies and plans and ensure that staff members are trained and drilled on their implementation. A plan should be developed for contacting public safety officials (discreetly if necessary) in urgent or emergent dangerous situations. The plan should include a distress signal to alert all staff  members. Contact information for public safety officials should be readily available. 
Drug Diversion

When prescribed opioid medications are used for unintended purposes, they are said to be “diverted.” Some patients sell or trade their medications, and sometimes patients give their medications to family or friends experiencing pain. 

Unequivocal evidence of diversion is rare. Nonetheless, the clinician and other members of the treatment team should be alert to the patient who:

· Is known to have contact with others with active SUDs

· Cannot produce the remainder of a partially used prescription when asked for a pill or patch count

· Does not comply with the nonpharmacological components of recommended treatment

· Strongly prefers brand name drugs or drugs with high street value

· Has a negative urine drug test result that should be positive if the medication was being taken as prescribed (Savage et al., 2008).

Clinicians should know which drugs are popular in their communities and be vigilant when prescribing substances that have high street value (Exhibit 4-9).

Exhibit 4-9 Resources for Information on Drug Use Trends 

	Resource
	Web Site

	National Institute on Drug Abuse’s Community Epidemiology Work Group
	http://www.drugabuse.gov/about/organization/CEWG/CEWGHome.html

	Drug Abuse Warning Network
	http://dawninfo.samhsa.gov

	Centers for Disease Control and Prevention National Center for Health Statistics
	http://www.cdc.gov/nchs/datawh.htm


Clinicians should remind patients of their responsibility to protect their medications against theft and diversion (Chapter 5). Clinicians must understand and comply with State laws regarding prescribing practices. State laws on the amount of opioids prescribed and prescription expiration may be more restrictive than Federal laws. State laws can be found at the Federation of State Medical Boards Web site (http://www.fsmb.org).
Strict boundaries should be placed around patients who push for medications. If a patient pressures a clinician to obtain a prescription medication, the clinician should say no and not waver (Longo, Parran, Johnson, & Kinsey, 2000). If diversion is suspected, treatment monitoring must be tightened. Clinicians should not tolerate diversion, which is a breach of trust that usually calls for cessation of opioid therapy or even ending the clinician–patient relationship. Evidence of diversion should be documented.

Discontinuation of Opioid Therapy

The best reason to discontinue opioid therapy is that the pain has resolved, but that is often not the case. Other likely reasons for discontinuation include the following:

· Opioids are no longer effective.

· Opioids no longer stabilize the patient or improve function.

· The patient loses control over the medication.

· The patient is diverting the medication. 

· Adverse effects are unmanageable.

When the benefits of opioid therapy are outweighed by its harms, it is time to discontinue it. Patients tapering off opioids may experience both short-term withdrawal, which occurs immediately, and protracted withdrawal. Short-term withdrawal begins when the blood level of the opioid falls below the accustomed level for that individual. It usually abates after a few days or a week (depending on the half-life of the medication) and involves increased pain and withdrawal hyperalgesia. Exhibit 4-10 lists signs and symptoms of opioid withdrawal.

Exhibit 4-10 Signs and Symptoms of Opioid Withdrawal

	Signs 
	Symptoms 

	· Tachycardia (fast pulse)
	· Abdominal cramps, nausea, vomiting, diarrhea

	· Hypertension (high blood pressure)
	· Bone and muscle pain

	· Hyperthermia (high body temperature)
	· Anxiety

	· Mydriasis (enlarged pupils)
	· Insomnia

	· Hyperreflexia (abnormally heightened reflexes)
	· Increased pain sensitivity in the original painful site

	· Diaphoresis (sweating)
	

	· Piloerection (gooseflesh)
	

	· Increased respiratory rate
	

	· Lacrimation (tearing), yawning
	

	· Rhinorrhea (runny nose)
	

	· Muscle spasms
	


Protracted withdrawal from opioids includes anxiety, depression, sleep disturbances, fatigue, dysphoria, and irritability, which can last for weeks or months following withdrawal from short- and long-acting opioids (Collins & Kleber, 2004; Satel, Kosten, Schuckit, & Fishman, 1993). Not all patients experience protracted withdrawal. Chronic pain can worsen protracted withdrawal symptoms.
The ease with which a reduction in opioid dose level is tolerated at the beginning of a taper in no way reflects the ease at the end of the taper, so patients should be carefully monitored throughout the entire process. As needed, clinicians should monitor for the symptoms identified above and prescribe other medications, such as clonidine, tricyclics, or gabapentin, or nonpharmacological therapies to help patients withstand withdrawal symptoms. For patients whose active addiction necessitates discontinuation of opioid therapy, referral for specialized addiction treatment is crucial. Chapter 4 of TIP 45, Detoxification and Substance Abuse Treatment (CSAT, 2006), provides more information on treating opioid withdrawal and tapering.

Patients who are being discontinued from any opioid therapy for inability or unwillingness to adhere to the treatment plan should be informed of the decision in a face-to-face meeting. There are many reasons for discontinuing controlled medications but very few for discontinuing care of the patient. When opioids are a liability, whether because of poor analgesic efficacy or patient ADRB, the clinician should usually offer to continue to provide non-opioid therapies. 

The clinician who elects to discharge a patient from his or her practice should also inform the patient in writing. The clinician should provide the patient with contact information for other clinicians, along with a tapering schedule and prescriptions for the medications that require a taper. In cases in which the clinician–patient relationship is hostile or dangerous or in which the patient presents a danger to the clinician, a letter alone can suffice. 

The presence of comorbid conditions such as major depression typically complicates a taper. A comorbid condition usually decreases the patient’s tolerance of withdrawal symptoms or increases the pain that accompanies a taper. Therefore, the taper likely needs to be slowed and the clinician needs to consider adjuvant therapies to support the patient through the transition. In addition, the patient’s comorbidity may require specific treatment to minimize its impact on his or her overall condition. 

Key Points

· Patients on opioid therapy should be monitored closely for signs of benefit, harm, and ADRBs. 

· All ADRBs should be documented, investigated, and acted on. 

· Difficult conversations should be managed with compassion and empathy. 

· Clinicians should establish and respectfully maintain strict limits with patients who insist on opioids.

· Clinicians should establish relationships with drug-testing laboratory staff and addiction specialists.

· When it is necessary to discontinue opioid therapy, a conscientious tapering plan should be provided.
Chapter 5—Patient Education and Treatment Agreements
In This Chapter

The Value of Patient Education
Providing Effective Education
The Internet as a Source of Patient Education
Education Content 
Treatment Agreements or Contracts

Key Points
No randomized controlled trials have specifically evaluated the effect of patient education on treatment outcomes. However, the potential value of patient education is supported by ad hoc reviews in the medical literature. For instance, Clinical Practice Guideline for the Management of Opioid Therapy for Chronic Pain (Department of Veterans Affairs [DVA], 2003) recommends both patient and family education, as do other pain treatment guidelines (American College of Occupational and Environmental Medicine, 2008; American Pain Society [APS] & American Academy of Pain Medicine [AAPM], 2009; Institute for Clinical Systems Improvement, 2007). The DVA guideline states, “Patient education about their therapy is of paramount importance for all patients with chronic pain. Helping patients to gain a clear understanding of the nature of the treatment, expected outcome, and possible adverse effects is an important element of management” (DVA, 2003, p. 12).

Patient education is necessary for truly informed consent. Geppert (2004) defines informed consent as follows:

Informed consent encompasses the capacity to understand the risks, benefits, and alternatives of a treatment, to communicate a choice regarding therapy, to deliberate and reason about the consequences of the proposed medication, and to appreciate how the treatment will affect life and values. (p. 163) 
Clearly, informed consent is not possible when patients do not have sufficient knowledge to understand the treatment and the decisions they are asked to make. When starting any new treatment, patients should understand how the treatment works and what to expect from it. This is particularly important when clinicians are prescribing potentially addictive medications to patients with histories of substance use disorders (SUDs). 
The Value of Patient Education

Providing culturally sensitive and linguistically appropriate education can: 

· Enhance safety by ensuring that the patient is using treatments or taking medications appropriately, understands any risks, and knows when to call the clinician

· Allay fears about particular treatments or medications
· Increase satisfaction with treatment by offering realistic expectations

· Provide an opportunity to discuss any concerns by increasing the patient’s awareness of his or her condition and its treatment

· Promote compliance by decreasing the potential for patient confusion about what he or she is supposed to do

· Strengthen the clinician–patient relationship by demonstrating respect and enhancing patient feelings of self-efficacy
· Improve health, well-being, and outcomes.
In addition, patient education provides a forum in which clinicians can ask patients about their perceptions of their condition. This querying provides an opportunity to explore patients’ conceptions and misconceptions about medical care in general and about specific treatments or medications. Clinicians should encourage patients to talk about their use of complementary and alternative medicine (CAM).

Providing education and soliciting questions saves time in the long run. A patient is less likely to make unnecessary “emergency” appointments when he or she clearly understands what to expect from a medication or treatment. Clinicians should ensure that patients understand side effects, their likely duration, ways to manage them, and what problems require immediate attention from their clinician or other healthcare professional. 

Providing Effective Education

Effective education is a process that begins at treatment initiation and continues throughout treatment. The treatment needs of patients with chronic noncancer pain (CNP) and SUDs change over time, necessitating ongoing education. Family members, especially caregivers, frequently play important roles in pain treatment (Glajchen, 2001) and need to be involved in educational efforts. 

Educational approaches must be tailored to each patient’s needs. The clinician or other members of the treatment team should develop a repertoire of educational materials and approaches to meet the differing needs of patients. Approaches should consider: 

· Primary languages spoken by patients

· Each patient’s culture, gender, race/ethnicity, and age

· Resources in the local community (e.g., availability of hospitals and pharmacies)

· Educational, general literacy, and health literacy levels of patients

· Each patient’s cognitive function.

Health literacy has been defined as “the degree to which individuals have the capacity to obtain, process, and understand basic health information and services needed to make appropriate health decisions” (U.S. Department of Health and Human Services, 2000, vi). Online sources for more information and training on health literacy are in Exhibit 5-1.
Exhibit 5-1 Selected Sources of Information on Health Literacy

	Organization
	Web Site

	American Medical Association Health Literacy Kit (continuing medical education credits available)
	http://www.ama-assn.org/ama/no-index/about-ama/9913.shtml

	Health Resources and Services Administration (HRSA) Unified Health Communication 101: Addressing Health Literacy, Cultural Competency, and Limited English Proficiency
	http://www.hrsa.gov/healthliteracy/training.htm

	Center for Healthcare Strategies, Inc., Health Literacy Fact Sheets
	http://www.chcs.org/usr_doc/Health_Literacy_Fact_Sheets.pdf

	Institute of Medicine Health Literacy: A Prescription To End Confusion 
	http://www.iom.edu/?id=19750


To enhance communication with a diverse patient population, HRSA recommends that the treatment team (http://www.hrsa.gov/healthliteracy): 

· Identify patients with limited general and/or health literacy levels  
· Identify patients with physical disabilities or cognitive impairment

· Use simple language and short sentences, and define technical terms 

· Supplement instruction with appropriate materials (e.g., videos, models, pictures)

· Ask patients to explain or demonstrate the clinician’s instructions (teach-back method)

· Ask open-ended questions that begin with “how” and “what,” rather than closed-ended, yes/no questions

· Organize information so that the most important points stand out, and repeat this information
· Consider gender; age; and the cultural, ethnic, and racial diversity of patients when selecting or designing educational materials

· For patients with limited English proficiency (LEP), provide information in their primary language and post universal symbols in the facility
· Offer assistance with completing forms.
Oral communication can be supplemented with charts, diagrams, and other visual aids. These communication aids can help patients with LEP or low-literacy skills. Patient education materials are available in other languages at http://www.healthinfotranslations.org. In some cases, a translator may be necessary. 

In-office communication also can be enhanced by using the teach-back method (or “interactive communication loop,” as Schillinger and colleagues [2003] call it) noted above. This method can be effectively used with any patient but may be particularly helpful with patients who have low general or health literacy or with patients in early recovery from SUDs. 

The method involves the clinician’s explaining or demonstrating an instruction or concept to the patient, then asking the patient to repeat the instruction or information back in his or her own words (not verbatim) or to repeat the demonstration. When asking, the clinician takes responsibility for any misunderstanding (e.g., “I want to be sure I explained this well enough”). If the patient cannot demonstrate or does not appear to understand the instruction, the clinician tries again. This is repeated until the patient clearly understands what he or she is expected to do. Schillinger and colleagues (2003) found that using the teach-back method did not increase the amount of time a clinician needed to spend with a patient. Exhibit 5-2 offers a sample teach-back dialog. 

Exhibit 5-2 Talking With Patients Following a Teach-Back Approach
Clinician 
You’re going to take this medicine, the green pill, two times each day: once in the morning, once at bedtime. Now, to be sure I explained this well enough, please tell me in your own words how you’ll take this medicine.

Patient 
Uh ... I’m going to take two green pills in the morning and two green pills when I go to bed. 

Clinician 
Well, no. I’m sorry I wasn’t clear. You will take one pill in the morning and one pill before you go to bed. Now, tell me again how you’ll take this medication.

Patient 
Okay, I think I’ve got it now. I’m going to take one pill in the morning and one pill before bed.

Clinician 
Yes! That’s it. I am also going to write it out for you. I also want to go over some information on when to call me. I am going to attach this information to your prescription. Please call me with any questions or concerns.

Take-home handouts and pamphlets also enhance patient education by aiding recall and providing additional information. Clinicians can prepare their own handouts, but many can be found online with a quick search. University medical center and government Web sites are a good source of reliable patient education resources, and pharmaceutical companies almost always offer patient education sheets on specific medications. Professional associations also often have useful materials, such as patient communication aids (e.g., Pain Log, Quality of Life Scale). Clinicians should review these documents for appropriateness, print them out, go over them with patients, and allow patients to take them home.  

The Internet as a Source of Patient Education

Many patients use the Internet as a source of health information (Washington, Fanciullo, Sorensen, & Baird, 2008). Although the Internet can be a useful adjunct to in-office education, it is also a source of much misinformation and marketing disguised as education.

Clinicians can offer some guidance and recommend Web sites with reliable content on chronic pain management. Exhibit 5-3 lists a few such Web sites.

Exhibit 5-3 Reliable Web Sites With Information on Chronic Pain and Pain Treatment

	Organization
	Web Site

	Aetna Intellihealth
	http://www.intellihealth.com

	Agency for Healthcare Research and Quality
	http://www.ahrq.gov

	American Academy of Family Physicians
	http://www.familydoctor.org

	American Academy of Pain Medicine
	http://www.painmed.org

	American Cancer Society
	http://www.cancer.org

	American Chronic Pain Association
	http://www.theacpa.org 

	American Pain Foundation
	http://www.painfoundation.org

	American Pain Society 
	http://www.ampainsoc.org

	American Society of Anesthesiologist
	http://www.asahq.org

	Arthritis Foundation
	http://www.arthritis.org

	Breastcancer.org
	http://www.breastcancer.org

	Department of Veterans Affairs
	http://www1.va.gov/pain_management

	Komen Foundation
	http://ww5.komen.org

	MedicineNet, Inc.
	http://www.medicinenet.com

	National Cancer Institute
	http://www.cancer.gov (click PDQ, physician data query) 

	National Institutes of Health
	http://www.nih.gov

	National Pain Foundation
	http://www.nationalpainfoundation.org

	WebMd
	http://www.webmd.com


Education Content

The specifics of patient education vary from patient to patient and over time. However, general content areas for patient education include information about: 

· The patient’s condition and the nature of the patient’s chronic pain
· Treatment options available

· The risks and benefits of treatment options

· How and when to take medications
· How to keep medications safely away from children (out of reach or locked up)

· The patient’s responsibility for keeping track of medications and not losing them or giving them to others

· Any medication interactions

· Common side effects of medication, their expected duration, and ways to manage them (e.g., a high-fiber diet to manage the constipation common to opioid use)

· Warnings and potential adverse events associated with medications and other treatments 

· Pros and cons of CAM

· Risks to pregnant and lactating women
· The degree of pain relief the patient can realistically expect from a treatment
· How to use treatment apparatus (e.g., transcutaneous electrical nerve stimulation machine)
· How best to use the Internet to find information and sources of support 

· Under what conditions the patient should immediately call the clinician or go to an emergency room

· How to deal with episodes of acute pain, such as from surgery or trauma, as well as flareup pain.

Clinicians also should refer patients to psychologists for instruction in basic coping skills and to physical therapists and other professionals (Naliboff, Wu, & Pham, 2006) for therapies that can be used in place of or in addition to medication (e.g., meditation, relaxation, stretching, distraction). 

Use of opioid medications requires additional educational efforts. To give informed consent, patients must understand the expected benefit of chronic opioid therapy. Specifically, they must understand that excellent analgesia can usually be provided by the initiation of opioids; however, long-term studies demonstrate diminishing benefit with time. After 1½ years, most patients drop out of opioid therapy, and those remaining have about 30-percent pain reduction. Patients must also understand the risks of therapy, which are primarily overdose (by patient, child, pet), constipation, and hormone changes, and the hazards of combining opioids with sedating drugs or alcohol. Finally, they should understand that tolerance and physical dependence are expected consequences of extended therapy, that these do not indicate the presence of an addictive disorder, but that they do require that arrangements be made to prevent abrupt withdrawal when patient or clinician is out of town or otherwise unavailable. Policies of the clinician (e.g., requirements for urine drug screening, responses to lost or stolen prescription reports or early refill requests) should be communicated in advance. 

Patients on methadone maintenance therapy (MMT) for opioid dependence need to understand how pain treatment will affect their MMT and vice versa (Exhibit 5-4). Patients also need to understand that long-term use of opioids can bring tolerance, can cause them to become more sensitive to pain (opioid-induced hyperalgesia), and can become ineffective over time. Chapter 3 provides more on opioid-induced hyperalgesia. 

Exhibit 5-4 Talking With Patients About Treating Pain While Receiving MMT

Patient
Doctor, my pain is getting worse. I can’t take it anymore. My family doctor is afraid to prescribe anything more than Motrin because I’m on methadone.

Clinician
Susan, I know you’ve been having a lot of trouble with pain. Remember, we tried other non-opioid medications for pain but you couldn’t tolerate the side effects.

Patient
I know, I know, but I’m in agony. You have to do something! No one will help me.

Clinician
We’ve all been trying to help you, but we have to balance the risks and benefits of any treatment that we offer to you. You’re doing pretty well in the substance abuse program, and your counselor is very supportive of you.

Patient
But my pain is getting worse. The methadone doesn’t do anything for my pain.

Clinician
The methadone was originally to keep you from relapsing into heroin. Although it is a pain medication, it doesn’t last very long. You can take it once a day to prevent withdrawal symptoms, but you have to take it several times a day to get long-acting pain relief.



Let’s try splitting your dose and perhaps we can even increase the total daily dose to even things out. If you continue to do well with no illicit drug use and you keep your therapy appointments, we can give you the second dose as a take home.

Patient
What if that doesn’t work either? Could we try other opioids?

Clinician
Depending on your response to the change in your methadone, we might be able to consider adding another opioid, but that would mean increasing the intensity of your substance abuse treatment with more frequent visits to the clinic and with your counselor. In addition, we would need to dispense the new medication from the clinic with your methadone. We’ll have to be extra careful that you don’t find yourself losing control of that medication or taking it for some reason other than pain management.

In addition to the general medication information noted above, patients need to understand (DVA, 2003):

· The titration process, how soon the patient can expect maximum effectiveness, and why taking medications exactly as prescribed is important to the titration process 
· The risks of discontinuing the medication abruptly (e.g., withdrawal symptoms) 
· How medication will be safely discontinued (e.g., tapering, managing withdrawal symptoms) 
· That drowsiness is a common side effect during titration and that patients should not try to drive or operate heavy machinery until drowsiness is cleared 

· How to discuss pain therapy, analgesic needs, and recovery status with other health professionals, such as dentists and anesthesiologists (Exhibit 5-5). 

Exhibit 5-5 Talking With Patients Before Surgery

Anesthesiologist
I understand you are scheduled for gastric bypass surgery. Is there anything else you would like me to know about your health?

Patient
Yes, I was addicted to Vicodin many years ago. I still have chronic low back pain even though I had a laminectomy and fusion about 5 years ago. The pain following surgery was terrible. I do not want to go through that again. Doctor, I do not want to suffer.

Anesthesiologist
I see. Please tell me more. I want to make certain that I have all the information such that your surgeon and I can develop a perioperative pain management plan to address your concerns.

Patient
I take buprenorphine. It works very well for me. 

Anesthesiologist
Thank you for sharing this information. This surgery is often associated with pain. Since we have 2 days before your surgery, we should make certain your doctor prescribing your buprenorphine is aware you are scheduled for surgery so that she can participate in the plan. She may want to modify your buprenorphine dose. In addition, we will consider using adjuncts such as anti-inflammatory agents as well as regional anesthetic techniques such as an epidural or peripheral nerve blocks. I will also consult the acute pain service at our hospital to participate in your care. We may also consider using opioid analgesics as well if necessary. We will need to closely monitor you and assess your pain as well as coordinate your followup care. We will also want to make certain that your support people are aware of the plan and available to assist you. May I contact your doctor?

Patients also need to know about legal and regulatory issues (DVA, 2003), including:

· The legal responsibilities of the clinician 
· That it is illegal to give away, trade, share, or sell opioids to anyone other than the person being prescribed therapy or use opioids with an illegal substance

· The potential effect of regulatory issues on occupation, lifestyle, and use (e.g., pilots, commercial drivers) (APS & AAPM, 2009, provides more information)

· The responsibility of the patient to report stolen medications both to the police and to the clinician.

Treatment Agreements or Contracts

As with patient education, opioid treatment agreements or contracts have had no randomized controlled trials that have specifically evaluated their effect on treatment outcomes. Such agreements are, however, recommended in clinical guidelines and are frequently used in practice. Although written agreements specific to prescribed opioid medications are most frequently discussed, agreements can be used for other treatment modalities, such as exercise regimens.  

Disagreement exists about the use of contracts when prescribing opioids (Heit, 2003). Some guidelines recommend opioid agreements only when the patient has or is at risk for an SUD. Others are concerned that “opioid contracts may diminish patient autonomy; autonomy and adherence may sometimes represent conflicting values in chronic opioid therapy” (Arnold, Han, & Seltzer, 2006, p. 294). An additional issue with patients who have recovered or are in early recovery from SUDs is the extent to which the effects of SUDs may have compromised patients’ ability to provide truly competent, informed consent (Geppert, 2004). 

These concerns can be mitigated somewhat by the way in which treatment agreements are established. Patients can be informed that treatment agreements are mutually agreed-on plans and courses of action. Providing education on options and involving the patient in planning and writing treatment agreements can preserve patient autonomy while establishing necessary guidelines. Arnold and colleagues (2006) suggest that, if a clinician chooses to use an opioid agreement, it should:

· Use neutral, nonconfrontational language

· Emphasize opioids as a part of a comprehensive pain management plan that also includes physical therapy, counseling, and other medications for co-occurring disorders, as needed

· Emphasize the clinician’s responsibility to work with the patient to alleviate his or her symptoms
· Explain that the purpose of the contract is to promote communication, clarify issues, and avoid misunderstandings

· Explain that the contract protects the patient’s access to controlled substances and protects the clinician’s license to prescribe them
· Describe behaviors that the literature indicates are red flags for abuse (e.g., getting prescriptions from other clinicians, losing medications) 
· Describe the actions the clinician may take in response to these behaviors up to and including discharge.

Routinely using treatment agreements with all patients receiving opioid therapy can reduce the perceived stigma of SUDs. 

As when treating all patients, the clinician can assess the ability of the patient with or in recovery from an SUD to make an informed decision (Longo, Parren, Johnson, & Kinsey, 2000). If the clinician becomes aware of limitations, he or she can (in addition to or instead of having a written agreement) involve the patient’s family in treatment, with the patient’s permission (Geppert, 2004). 

Treatment agreements vary considerably from practice to practice and from patient to patient. However, some common elements of agreements include the following (DVA, 2003; Fishman, 2007; Heit, 2003; Jacobson & Mann, 2004; Ziegler, 2007):

· Timeframe of the agreement
· Goals of therapy
· Risks and benefits of chronic opioid therapy
· Requirement for obtaining prescriptions from a single clinician and a named pharmacy
· Activities for pain management (e.g., exercise, CAM)
· Risk and benefit statement, including lists of possible side effects
· Proscription of changing medication dosage without permission
· Schedule for regular medical visits for evaluation of the agreed-on treatment
· Requirement of complete, honest self-report of pain relief, side effects, and function at each medical visit
· Limits on medication refills
· Limits on replacing lost medications or prescriptions
· Consent for random urine drug tests and other specified tests
· Required pill counts
· Consent for appropriate release of information (e.g., from family members, other clinicians, counselors, substance abuse treatment programs)
· Participation in agreed-on SUD recovery activities (e.g., treatment, continuing care, mutual-help groups) 

· Requirements of the primary care physician

· Participation in agreed-on psychiatric treatment activities
· Possible consequences of not following the treatment agreement.

A useful treatment agreement should be revised as the patient’s needs and circumstances change. Exhibit 5-6 is a sample pain treatment agreement for a woman in recovery from an SUD. An opioid agreement by AAPM is online at http://www.aapainmanage.org/literature/Articles/OpioidAgreements.pdf.
Exhibit 5-6 Sample Pain Treatment Agreement  
	Patient: Irene Simpson 

Doctor: Dr. Miller  

Date: 1-19-09

This treatment plan has been developed to manage neck pain and tension headaches. It is open to changes when both the doctor and I agree that the changes are in my best interest and are likely to improve my pain management or overall health. A primary goal of the plan is to protect my recovery from addiction.

1. My daily medications: 

gabapentin, 1,200 mg three times daily

duloxetine, 90 mg every morning

topiramate, 100 mg at bedtime

2. At the first indication of a headache, I will take ibuprofen (600 mg).

3. If possible, I will lie down in a darkened room with an ice pack to my neck and shoulders for 15 to 20 minutes to give the medication time to work; if the headache is still present in 30 minutes, I will take acetaminophen (500 mg). Use of opioid medications can be considered if this plan is unsuccessful. However, under no circumstances will I seek these medications from other doctors, friends, or the Internet. Instead, I will discuss my cravings and sense that the plan is not working with Dr. Miller, Joan Small, and my sponsor.

4. I will see Dr. Wong weekly or as recommended for acupuncture.

5. I will walk 15 to 30 minutes daily.

6. I will attend the pain management group with Joan weekly and see Joan for individual sessions as indicated.

7. I will obtain all prescriptions for headache or other pain and for addiction recovery from Dr. Miller, and I will fill all prescriptions at the Main Street Pharmacy.

8. I will not visit other physicians or the emergency department without first talking to Dr. Miller or to the doctor who is covering for him.

9. I will attend my home group, Tuesday Night Women’s Group, weekly, plus two other weekly Narcotics Anonymous (NA) meetings of my choice; I will talk with my sponsor at least weekly and will call her when I feel despondent or have cravings to drink or take opioid pills.

10. My daily meditation will focus on removing myself from conflicts where I do not have a direct role to play. I will try to remind myself when “I don’t have a horse in this race” at work or at home.

Important Phone Numbers:

Dr. Miller’s Office.........................................................222-3800

Dr. Miller’s Answering Service ....................................222-9000

Main Street Pharmacy ...................................................380-2000

Joan Small’s Office........................................................380-2132

NA Hotline ....................................................................234-0081

Abby (sponsor)...............................................................382-9970

Patient: _______________________  Doctor:___________________  Date:_________


Source: Ziegler, 2007. Obtain permission.
Key Points

· Patient education is necessary for informed consent, and it equips patients to take an active role in their pain management.

· Education must be tailored to the individual patient. More research is needed on tailoring education to patients with CNP.
· Clinicians should take time to educate their patients and make sure they understand how to help themselves.
· People learn in different ways; a clinician should have a variety of learning materials at his or her disposal.
· Treatment agreements document the treatment plan and the responsibilities of the patient and the clinician.
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Appendix B—Assessment Tools

	Tools To Assess Pain Level
	How To Obtain
	User Fee

	Faces Pain Scale
	http://painsourcebook.ca/docs/pps92.html
	N/A


	Numeric Rating Scale 
	http://www.rnao.org/pda/pain/page4.html
	N/A

	Verbal Rating Scale
	http://www.rnao.org/pda/pain/page4.html
	N/A

	Visual Analog Scale 
	http://www.rnao.org/pda/pain/page4.html
	N/A


	Tools To Assess Several Dimensions of Pain
	How To Obtain
	User Fee

	Brief Pain Inventory


	Pain Research Group

http://www.mdanderson.org/pdf/bpilong.pdf (long form)
http://www.mdanderson.org/pdf/bpisf.pdf (short form)
	Free for unfunded academic research and individual clinical practice

Contact the author for the fee structure for other uses

	McGill Pain Questionnaire 
	Centre for Evidence Based Physiotherapy
http://www.cebp.nl/vault_public/filesystem/?ID=1400 (long form)
Center for Gerontology & Health Care Research at Brown University

http://www.chcr.brown.edu/pcoc/SHORTMCGILLQUEST.PDF (short form)
	N/A

	Nonverbal Pain Indicators
	Massachusetts General Hospital

http://www2.massgeneral.org/painrelief/PCS_Pain_Files/CNVPI_scales.pdf
	N/A


	Tools To Assess Pain Interference and Functional Capacities
	How To Obtain
	User Fee

	Owestry Low Back Pain Disability Questionnaire
	Chiro Comp Injured Worker Specialists

http://www.chirocomp.com/pdf/backIndex.pdf
	N/A

	Katz Basic Activities of Daily Living Scale 
	University of Texas School of Nursing at Houston

http://son.uth.tmc.edu/coa/FDGN_1/RESOURCES/ADLandIADL.pdf
	N/A

	Pain Disability Index
	Chronic Pain Network

http://www.chronicpainnetwork.com/pdf/Pain_Disability_Index.pdf
	N/A

	Chronic Pain Grading Scale
	http://www.workcover.vic.gov.au/wps/wcm/resources/file/eb5b10427e40552/Chronic_Pain_Grading_Scale.pdf
	For permission, e-mail permissions@elsevier.com or healthpermissions@elsevier.com

	Roland-Morris Disability Questionnaire
	National Primary Care Research and Development Centre, University of Manchester, UK

http://www.rmdq.org
	N/A


	Tools To Screen for Substance Use Disorders
	How To Obtain
	User Fee

	Alcohol Use Disorders Identification Test (AUDIT)
	World Health Organization, Department of Mental Health and Substance Dependence

http://whqlibdoc.who.int/hq/2001/who_msd_msb_01.6a.pdf
	N/A

	AUDIT-C
	Veterans Affairs

http://www.hepatitis.va.gov/vahep?page=prtop03-audit_c
	N/A

	CAGE Adapted to Include Drugs (CAGE-AID)
	Michigan Quality Improvement Consortium

http://www.mqic.org/pdf/CAGE_CAGE_AID_QUESTIONNAIRES.pdf
	N/A

	Michigan Alcoholism Screening Test (MAST) (MAST-G for older patients)
	Recovery Connection

http://www.recoveryconnection.org/alcoholism_test (online test)
	N/A



	Drug Abuse Screening Test
	Project Cork

http://www.projectcork.org/clinical_tools/html/DAST.html
	N/A

	Alcohol, Smoking, and Substance Involvement Screening Test 
	World Health Organization

http://www.who.int/substance_abuse/activities/assist/en/index.html
	N/A


	Tools To Assess Emotional Distress, Anxiety, Pain-Related Fear, and Depression
	How To Obtain
	User Fee

	Brief Patient Health Questionnaire 
	DoD/VHA
http://www.pdhealth.mil/guidelines/downloads/appendix1.pdf
	N/A



	Center for Epidemiologic Studies Depression Scale
	Counselling Resource

http://counsellingresource.com/quizzes/cesd/index.html
	N/A

	Beck Depression Inventory
	It is possible to download the 1961 BDI version, the copyright for which is held by the American Psychological Association rather than Pearson Education (which acquired the original publisher, Harcourt Assessment). The original BDI is widely available to academic researchers via interlibrary loan, under fair use of provisions of international copyright law: Beck, A. T., Ward, C. H., Mendelson, M., Mock, J., & Erbaugh, J. (1961). An inventory for measuring depression. Archives of General Psychiatry, 4, 561–571. 

Order BDI-II through Pearson
http://pearsonassess.com/HAIWEB/Cultures/en-us/default
	$109 through Pearson

	Geriatric Depression Scale
	Stanford University

http://www.stanford.edu/~yesavage/GDS.html (long form) http://www.stanford.edu/~yesavage/GDS.english.short.html (short form)
	N/A

	State-Trait Anxiety Inventory 
	Mind Garden

http://www.mindgarden.com/products/staisad.htm
	$135 for introductory kit

$40 for manual/sampler set

	Tampa Scale for Kinesiophobia 
	http://www.workcover.vic.gov.au/wps/wcm/resources/file/eb5c6742bb4ae48/tampa_scale_kinesiophobia.pdf
	N/A

	Profile of Chronic Pain: Screen
	Psychological Assessment and Training, LLC

http://psychassessmentonline.com/profile_chronic_pain.htm
	$63.70 for introductory kit

	Tools To Assess Coping
	How To Obtain
	User Fee

	Coping Strategies Questionnaire 
	www.psycnet.org
	

	Chronic Pain Acceptance Questionnaire
	McCracken, L.M., Vowles, V. E., & Eccleston, C. (2003). http://www.somasimple.com/pdf_files/acceptance_pain.pdf  [appendix to McCracken, L.M., Vowles, V. E., & Eccleston, C. (2004)]
	

	Fear-Avoidance Beliefs Questionnaire
	WorkSafe Victoria

http://www.workcover.vic.gov.au/wps/wcm/resources/file/eb5ccd42bd88c5d/fear_avoidance.pdf
	N/A


Appendix C—CFR Sample Consent Form and List of Personal Identifiers

Sample Consent Form

	I, _____________________, authorize XYZ Clinic to receive from/disclose to _____________________ for 
 (Name of patient/participant)





    (Name of person/organization)

the purpose of ____________________________________ the following information




(Need for disclosure)

_____________________________________________________________________________________
                                                               (Nature of the disclosure)

I understand that my records are protected under the Federal and State Confidentiality Regulations and cannot be disclosed without my written consent unless otherwise provided for in the regulations. I also understand that I may revoke this consent at any time except to the extent that action has been taken in reliance on it and that in any event this consent expires automatically on ________________________
unless otherwise specified below.




   (Date, condition, or event)
Other expiration specifications:__________________________________________________________


_______________________________________________      ______________
           Signature of patient/participant                 


Date 

_______________________________________________      ______________

        Signature of parent/guardian, where required
Date


Individual Identifiers Under the Privacy Rule
The following 18 identifiers of a person or of relatives, employers, or household members of a person must be removed, and the covered entity must not have actual knowledge that the information could be used alone or in combination with other information to identify the individual, for the information to be considered de-identified and not protected health information (PHI):

· Names 

· All geographic subdivisions smaller than a State, including county, city, street address, precinct, ZIP Code,( and their equivalent geocodes

· All elements of dates (except year) directly related to an individual: all ages >89 and all elements of dates (including year) indicative of such age (except for an aggregate into a single category of age >90)

· Telephone numbers

· Fax numbers

· E-mail addresses

· Social Security numbers

· Medical record numbers

· Health-plan beneficiary numbers

· Account numbers

· Certificate and license numbers

· Vehicle identifiers and serial numbers, including license plate numbers

· Medical device identifiers and serial numbers

· Internet universal resource locators (URLs)

· Internet protocol (IP) addresses

· Biometric identifiers including fingerprints and voice prints

· Full-face photographic images and any comparable images

· Any other unique identifying number, characteristic, or code, except that covered identities may, under certain circumstances, assign a code or other means of record identification that allows de-identified information to be re-identified.

Source: 45 CFR § 164.514 (b)(2)(i).

Appendix D—Resources for Finding Complementary and Alternative Therapy Practitioners

	Type of Therapy
	Resource

	Chiropractic
	American Chiropractic Association
http://www.amerchiro.org 

	Massage
	American Massage Therapy Association

http://www.amtamassage.org/findamassage/locator.aspx

	Biofeedback
	Association for Applied Psychophysiology and Biofeedback http://www.resourcenter.net/Scripts/4Disapi9.dll/4DCGI/resctr/search.html


 Appendix E—Field Reviewers

tbd
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( The first three digits of a ZIP Code are excluded from the PHI list if the geographic unit formed by combining all ZIP Codes with the same first three digits contains >20,000 people.





This is a confidential, proprietary document prepared by staff of CSAT’s KAP Contract. It has not been cleared by CSAT and may not reflect the official position of CSAT, SAMHSA, or HHS. This document is distributed for personal review and comment only. Rerelease, publication, or dissemination to any person is strictly prohibited.


