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Objective Evidence of Severe Disease: 
Opioid Use in Chronic Pain

ABSTRACT
Treating chronic pain presents numerous challenges. First, assessing patients 
with chronic pain is complicated by the lack of objective measures of pain itself. 
Chronic pain guidelines already developed by national organizations rely on 
careful history taking rather than objective measures. Second, opioids are an 
accepted element of chronic pain management, but their use is tempered by risks 
of overdose, dependency, and the potential for diversion. This essay proposes a 
new standard for the use of long-term opioids for chronic pain: the presence or 
absence of objective evidence of severe disease. This standard, which supports 
responsible prescribing of opioids, is one that clinicians can understand and 
apply when considering prescribing long-term opioids for chronic pain. Until we 
have measures of pain itself, we should insist upon objective evidence of severe 
disease before prescribing opioids for chronic pain.

Ann Fam Med 2012;10:366-368. doi:10.1370/afm.1375.

INTRODUCTION

M
anaging patients with chronic pain is a formidable challenge for 

primary care clinicians. The desire to alleviate pain is tempered 

by the risks associated with prescribing frequently abused medi-

cations. Unfortunately, there are no measures of pain to guide prescribing 

for chronic pain. The escalating number of deaths and overdoses associ-

ated with opioid pain relievers argues for more caution in their use. Until 

we have measures of pain itself, we should insist upon objective evidence 

of severe disease before prescribing opioids for chronic pain.

PAIN MANAGEMENT GUIDELINES
Chronic pain is frequently encountered in primary care settings. Clini-

cians are expected to be knowledgeable about the assessment and manage-

ment of chronic pain,1 and state licensing boards require participation in 

chronic pain continuing education courses.2 Pain scales, sometimes called 

the 5th vital sign, are now mandated in many settings.3

International and national organizations have weighed in on the assess-

ment and management of pain. The World Health Organization has issued 

guidance on palliative care and acute and chronic pain, calling for the 

preservation of the “legitimate medical use” of opioids,4 while national 

organizations have developed chronic pain guidelines that rely on careful 

history taking.5,6 The Institute for Clinical Systems Improvement (ICSI) 

calls for the use of “multidimensional pain assessment, functional assess-

ment, psychological assessment, and opioid assessment tools that meet the 

needs of the care providers and are appropriate for the patient popula-

tions,” such as the Brief Pain Inventory, Physical Functional Ability Ques-

tionnaire, Oswestry Low Back Disability Index, and the 9-item depression 

scale of the Patient Health Questionnaire.5

The scoring systems referenced by ICSI share a common characteris-

tic: they are based on subjective patient responses, not objective measures. 
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It is therefore not surprising that the ICSI guideline 

states, “There is no diagnostic test for chronic pain.”5 

Physicians must be cautious, however, when inter-

preting patient self-reports. For example, diagnosing 

chronic pain has workplace and disability implications, 

but nonmedical factors such as job dissatisfaction have 

been correlated with the development of chronic pain.7

RISING OPIOID USE
Opioids are an accepted element of chronic pain man-

agement,4-6 but their growing use has come at a price, 

in terms of both human suffering and health care–

related insurance costs estimated to exceed 70 billion 

dollars a year.8-11 Nearly 5% of Americans aged 12 

years or older used opioids nonmedically in 2010, and 

the number of deaths from opioids tripled from 1999 

to 2008,8 exceeding the number of deaths from heroin 

and cocaine combined.10 

Despite the risk of overdose, dependency, and 

diversion for recreational use or for resale on the street, 

specifi c guidance on opioid prescribing is lacking. The 

American Pain Society/American Academy of Pain 

Medicine opioids guidelines note, “Reliable evidence on 

methods to accurately assess the potential benefi ts of 

chronic opioid therapy is limited,” and recommends, “A 

benefi t-to-harm evaluation including a history, physical 

examination, and appropriate diagnostic testing, should 

be performed and documented before and on an ongo-

ing basis during chronic opioid therapy.”6 

The Centers for Disease Control and Prevention calls 

on clinicians to “only use opioid pain relievers [OPRs] 

in carefully screened and monitored patients when non-

OPR treatments are insuffi cient,” in addition to calling for 

other steps, including prescription drug–monitoring pro-

grams to reduce illegal prescribing, reimbursement limits 

to reduce inappropriate prescribing, tracking of indi-

viduals obtaining opioids from multiple clinicians, and 

changes in state laws monitoring clinician prescribing.8

The Federal Drug Administration (FDA) has moved 

to address the “epidemic” of opioid use through a series 

of steps including clinician education and medication 

guides.12 The FDA has established Risk Evaluation and 

Mitigation Strategies and communication guidelines that 

apply to opioid prescribing “to ensure that the benefi ts 

of a drug outweigh the risks,” including “elements to 

assure safe use,” but they do not address the diagnosis 

of chronic pain itself, and they do not specify whether 

objective evidence is needed when prescribing opioids.13

OBJECTIVE EVIDENCE OF SEVERE DISEASE
Clinicians would benefi t from additional direction on 

assessing chronic pain patients. One validated mea-

sure used to predict patient suitability for long-term 

opioid analgesic treatment for chronic noncancer pain 

is the DIRE (diagnosis, intractability, reliability with 4 

parameters, and effi cacy) scoring system.14 DIRE rates 

diagnosis based on objective fi ndings, whereas the 

remaining 6 scores are based on patient history and 

subjective assessments. State licensing agencies, such as 

the Arizona Medical Board, support the use of objec-

tive evidence when they call on clinicians to “document 

chronic pain associated with an objective pain genera-

tor and/or a recognized chronic pain syndrome.”2

Given the high potential for overdose, dependency, 

and diversion of opioids for recreational use or resale, 

clinicians should be expected to fi nd objective evidence 

of severe disease before prescribing these potentially 

dangerous medications. Clinicians can determine 

whether there is objective evidence of severe disease 

by looking for physical fi ndings, such as deformities, 

atrophy, or asymmetry consistent with subjective com-

plaints, in patients with musculoskeletal conditions. 

Patients with diseases such as infl ammatory autoim-

mune disorders, neuropathies associated with diabe-

tes, or acquired immunodefi ciency syndrome can be 

identifi ed with standard laboratory tests in addition to 

subjective and objective fi ndings. Patients with cancer 

or who require hospice care would also have objective 

evidence of severe disease.

Objective evidence of severe disease can include 

information from diagnostic studies in addition to 

physical examination fi ndings. Clinicians should be 

cautious when ordering diagnostic studies, however, 

because diagnostic studies can identify conditions of 

questionable importance that can lead to a cascade of 

interventions. For example, overreliance on diagnostic 

studies when evaluating chronic back pain will identify 

abnormalities in many individuals not likely to benefi t 

from surgical treatments, because more than 50% 

of asymptomatic patients have fi ndings on lumbosa-

cral magnetic resonance images.15 Diagnostic studies 

should be reserved for patients with history and physi-

cal fi ndings that suggest other interventions may be 

indicated. Furthermore, because diagnostic studies are 

expensive, their use should be consistent with estab-

lished utilization criteria.

CONCLUSION
Clinicians should fi nd objective evidence of severe dis-

ease through physical examination or diagnostic studies 

before prescribing long-term opioids. Even so, the con-

tinued need to exercise clinical judgment when manag-

ing chronic pain would not be eliminated, because pain 

syndromes are not characterized solely by physical 

fi ndings. For example, clinicians will need to rely more 
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on history when determining the appropriate treatment 

for patients with signs and symptoms consistent with 

trigeminal neuralgia, migraine or cluster headaches, 

or postherpetic neuralgia. Without objective evidence 

of severe disease, however, clinicians should rarely use 

long-term opioids for these conditions. It is also up to 

the clinician to sort out what constitutes severe vs mild-

to-moderate disease. Mild-to-moderate pain can be 

managed with nonopioid analgesics and adjunctive pain 

medications that are less likely to be abused.

Those of us in the medical community have much 

to learn about pain. The explosion in overdose, depen-

dency, and diversion attributed to opioids suggests we 

have lost control over opioid use for chronic pain. It is 

reasonable to expect that in the future, tests that mea-

sure pain will be identifi ed. Chronic pain guidelines 

that include assessing for objective evidence of severe 

disease would support primary care clinicians who are 

striving to prescribe opioids responsibly. Until we have 

measures of pain itself, we should insist upon objective 

evidence of severe disease prior to prescribing opioids 

for chronic pain.

To read or post commentaries in response to this article, see it 
online at http://www.annfammed.org/content/10/4/366.
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