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This paper offers a response by medical professionals and patient advocates to the May
2019 final draft report recommendations of the HHS Inter-Agency Task Force on Pain
Management. The authors propose that urgent changes in public policy on pain
management are needed to repair the widespread damage done to pain patients,
healthcare providers, and other stakeholders by the 2016 CDC Guideline on Prescribing
Opioids for Chronic Pain, and by the related “Opioid Safety Initiative” of the Veterans
Health Administration (VHA). An interim US policy on prescription of opioids is offered
for the period during which detailed practice standards will be developed by professional
medical associations, as envisioned by the Task Force report and enabling legislation.

Introduction

On May 9 to 10, 2019, the HHS Pain Management Inter-Agency Task Force met to vote
on extensive recommendations for changes to prevailing US practice guidelines for the
treatment of acute and chronic pain.! This response to the HHS Task Force is intended
to amplify and help focus the findings of the Task Force as they will be applied in further
policy deliberations envisioned by the enabling legislation (Comprehensive Addiction
Recovery Act, July 2016).

We find much to applaud in the recommendations of the Task Force. Particularly
meaningful is the advocacy for patient-centered, multidisciplinary treatment teams that
integrate a range of evidence-based options tailored to the individual patient’s medical
and support needs. Also constructive is the strong emphasis on the need for
expansions to medical school and post-doctoral training in pain treatment and funding
for related research into mechanisms and treatment protocols.

As many patients and physicians have already been severely affected by the 2016 CDC
guideline and the adverse impact of the guideline continues to grow, we believe that
there is great urgency for corrective actions by the HHS. Neither patients nor their
doctors can afford to wait further years for definitive and corrective guidance on pain
treatment. Doctors fearful of sanctions by healthcare provider organizations and federal
and state drug enforcement authorities are continuing to leave pain management
practice, deserting their patients to agony, disability, and, increasingly, suicide from
overwhelming pain. Significant and immediate changes in public policy are needed to
correct this trend and to save patient lives.



Ongoing Centrality of Opioids in Pain Treatment

A core understanding that we believe to be under-emphasized in the Task Force report
is that opioid analgesics will likely remain centrally important in pain management for
many years to come. There is simply no near-term prospect for the rapid emergence of
safe, effective, and affordable alternatives, nor can many of the therapies discussed by
the Task Force be seriously embraced as mandated “replacements.”

Although the Task Force report represents progress toward patient-centered and
multidisciplinary practice, it may also be seen as a missed opportunity to correct long-
standing and highly destructive mythologies in public policy regarding addiction in the
context of pain treatment. We urge the Task Force and legislators who will implement its
recommendations to consider the scientific evidence detailed below.

Ample published data demonstrate that the US public health crisis with regard to opioid
addiction and overdose mortality has not been created, nor sustained, by physicians
“over-prescribing” opioids to their patients. Today’s pain patient is rarely tomorrow’s
addict.® Extensive CDC data are available on the rates of opioid prescriptions by
geographic area and demographics of overdose mortality. Some of these data were
reviewed in public meetings of the Task Force, followed by extensive comments in its
December 2018 draft report.

It is clear from CDC state by state data that there is no relationship between rates of
opioid prescribing and rates of overdose mortality. These geographic data are
complemented by epidemiologic data. Individuals over age 55 are prescribed opioids
three times more often than younger adults, but their overdose-related mortality has
remained stable and is the lowest of any age group. By contrast, overdose-related
mortality has skyrocketed in people under age 25 over the past 20 years to levels six
times higher than in people over age 55 (see Figures 1 and 2, on next page).
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Figure 1. Opioid-related mortality vs prescribing rates, 2017.

Age Adjusted Opioid-Overdose Related Mortality by Year and Age Group
(CDC Wonder Database Apr 2, 2019)
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Figure 2. Age-adjusted opioid-overdose related mortality by year and age.



Contrary to current US policy on drug addiction and chronic pain, the data in these
figures directly contradict any claimed cause and effect relationship between prescribing
and mortality. Moreover, the direction of trend lines is remarkable. In nine US states
where opioid prescribing rates were highest for 2017, the average rates of overdose-
related mortality were lower than the average across the US.

Many factors likely contribute to this outcome. However, a plausible interpretation of this
trend is that restrictions on prescribing may actually be increasing mortality by driving
deserted patients into unsafe street markets or medical collapse and suicide due to
overwhelming pain. This trend first emerged in 2016; trend lines prior to that year were
flat, with similarly low correlation.*>

Issues Surrounding 2016 CDC Guideline

Considerable discussion is devoted in the Task Force’s recommendations to issues
surrounding the 2016 CDC guideline on opioid prescribing for chronic pain. There is
widespread evidence in public comments to the Task Force that the guidelines have
significantly damaged both patients and their doctors by prompting over 30 states and
thousands of hospitals and medical practices to restrict use of opioid analgesics, even
in patients for whom they have been shown to be effective and safe.

The CDC has recently issued a “clarification” of the guideline that asserts it was never
intended to be used as a mandate for limiting the availability of opioids to legacy
patients.® This clarification was reinforced by an FDA safety warning that rapidly-forced
tapers or unsupported cessation of opioid therapy is actively dangerous to patient’s
health.”

Also pertinent is a letter from several prominent pain management professionals to
Oregon Gov. Kate Brown, arguing against the mandated tapering of the state’s
Medicaid patients maintained on opioids, as proposed by the Oregon Health Evidence
Review Commission.® There are presently no documented trials demonstrating the
beneficial outcomes from mandated tapers of legacy patients; indeed, there is a
concern that coercing patients otherwise may contribute to medical and emotional
collapse, with significant risk of suicide.

Despite expressing criticisms of the CDC guideline, the Task Force report falls short of
calling for an outright retraction of this document, or the related “Opioid Safety Initiative”
of the VHA. These two documents have prompted widespread denial of appropriate
pain treatment to veterans and non-veterans alike. As medical professionals and patient
advocates, the authors counsel decisive correction of this oversight.

By virtue of the authority of the CDC, its guideline document has had profound political
ramifications, even if unintended, reflected in actions by healthcare provider
organizations, state legislatures, the Drug Enforcement Agency (DEA), health insurance
companies, and pharmacies. This political juggernaut is not likely to be halted by
anything short of withdrawal of the guideline document.



Opioid Analgesics are Effective and Safe for the Great Majority of Patients

There is ample published evidence that opioid analgesic therapy is effective and safe
for the great majority of patients who present with moderate to severe pain. In the very
few randomized controlled trials in which opioid dosage was adequately titrated, over
70% of patients rated their experience as good or excellent.®'® Multiple studies have
shown that the annual case fatality rate associated with “high dose” opioid regimens (>
100 morphine milligram equivalent doses [MMED]) is 0.25%. This low rate is identical to
the annual risk of fatal hemorrhage associated with anticoagulation for stroke prevention
in patients with atrial fibrillation.

Assessments of the risks of opioid treatment often conflate dependence (a common and
easily managed pharmacodynamic effect of opioids), tolerance (an uncommon and
readily managed consequence of chronic opioid therapy), and addiction (a rare but
serious medical problem of complex origin). As noted by Nora Volkow, MD, and
Thomas A. McMillan, PhD, of the National Institute on Drug Abuse (NIDA):"!

“Unlike tolerance and physical dependence, addiction is not a predictable result
of opioid prescribing. Addiction occurs in only a small percentage of persons who
are exposed to opioids—even among those with preexisting
vulnerabilities...Older medical texts and several versions of the Diagnostic and
Statistical Manual of Mental Disorders (DSM) either overemphasized the role of
tolerance and physical dependence in the definition of addiction or equated these
processes (DSM-IIl and DSM-1V). However, more recent studies have shown
that the molecular mechanisms underlying addiction are distinct from those
responsible for tolerance and physical dependence, in that they evolve much
more slowly, last much longer, and disrupt multiple brain processes.”

Assessments of the risks of opioid treatment have been heavily influenced by the
perception—unsupported by scientific evidence—that even very brief treatment is
associated with a high probability of long-term use, abuse, and addiction. Large US-
based studies of the incidence of opioid use disorder (OUD) or chronic opioid
prescribing in post-operative patients have now made it very clear that the risk of any
long-term use of opioids, let alone abuse or addiction, is very low (< 1%).'%"3 Neither of
these highly pertinent studies is referenced in the Task Force report, though both were
identified in public comments in the December 2018 draft.

Brat, et al,"® investigated medical insurance records of more than 586,000 patients
prescribed opioids for the first time after surgery. Less than 1% continued renewing their
prescriptions longer than 13 weeks; 0.6% were later diagnosed with OUD during follow-
up periods averaging 2.6 years between 2008 and 2016. It is likely that many recorded
diagnoses of OUD in these patients were incorrect. Many doctors who diagnose
patients with abuse are general practitioners who lack deep training in addiction and
have little experience evaluating the behaviors that actually define addiction. Likewise,
some physicians confuse patient reports of continuing pain—caused by failed surgery—
for potential opioid abuse. Thus, many patients who commented on the Task Force



report had been discharged as “drug seekers” with minimal or no factual justification by
practitioners.

This study substantially contradicts findings of a reference quoted in the Task Force
report:'4

"As one large study illustrated, among a population of opioid-naive patients who
were given a course of opioids to treat pain following surgery, about 6% became
new chronic users. Patients who were at higher risk for becoming chronic opioid
users were those with a history of tobacco use, alcohol and substance abuse
disorders, anxiety, depression, other pain disorders, and comorbid conditions.”

Unfortunately, the authors of the study referenced in the Task Force report defined any
patient who received at least one prescription within 90 to 180 days after surgery as
“chronic opioid users.” However, this metric is not "chronic" in any sense that most
practitioners would recognize from common medical practice. It substantially overstates
actual incidence of extended prescribing. More usefully, this paper also reinforces the
well-established evidence that depression and anxiety are important contributors to
suffering related to pain. It also stands to reason that if a surgical procedure was not
directed at the source of pain, the pain is likely to persist after surgery.

Sun, et al," tracked long-term opioid prescriptions in non-surgical patients and
compared prescription rates to 642,000 patients who received one of eleven common
types of surgery. Opioid prescriptions were defined as “chronic” when 10 or more scripts
were written in one year, or a prescription was renewed continuously for more than 120
days. The rate for chronic prescriptions of opioid analgesics among millions of non-
surgical patients was estimated at 0.136%. For 4 of the 11 surgical procedures studied,
the same rate of prescriptions occurred after surgery as before. For the seven
remaining procedures, long-term opioid prescriptions rose to 0.174% for caesarean
delivery, and 0.69% for total knee replacement—a procedure known to cause lingering
pain. It is thus likely that many ongoing prescriptions after knee replacement reflected
chronic post-surgical pain, rather than issues of opioid misuse.

Also of concern is a Task Force reference to the SPACE randomized clinical trial of
2018:15

“A recent study demonstrated that treatment with opioids alone was not superior to
treatment with trials of various combinations of non-opioid medications for improving
pain-related function over 12 months; the authors concluded that the results do not
support initiation of opioid therapy alone for moderate to severe chronic back pain or
hip or knee osteoatrthritis pain.”

This trial involved 240 patients treated for chronic pain in US Department of Veteran
Affairs (VA) hospitals. It has been widely represented as proof that opioids are no more
effective than non-opioid treatments for chronic pain. However, a review of the
supplementary material from this study reveals that the mean dose of opioid was 21
MMED, and only 12.6% of patients randomized to the opioid group were taking > 50



MMED, itself a low dose. Furthermore, antidepressants were among the treatment
options in the non-opioid group. Thus, results of this trial may best be construed to one
of three points:

1) patients whose pain is not sufficiently severe to warrant opioid treatment do not
particularly benefit from opioids

2) opioids are not of benefit to patients with moderate to severe chronic pain when
opioid dosage is not sufficiently titrated

3) optional use of antidepressants in the non-opioid group substantially mitigated
the inadequacy of other non-opioid therapy.

A troubling aspect of the 2016 guideline, repeated in Task Force recommendations, is
the assertion that further evidence is needed for the effectiveness of opioids in long-
term use. As noted by Tayebb, et al, such evidence is no less needed for the
effectiveness of all other therapy models in chronic pain.'®

What Must Be Done in the Near Term?

The HHS Task Force’s final recommendations will entail the development of evidence-
based or evidence-informed best practice guidelines for a wide range of medical
conditions and patient populations. However, as the Task Force process itself
demonstrates, such developments may take several years. Patients in pain and
physicians already removed or considering a departure from pain management practice
cannot wait that long. However, a way forward is suggested in the published repudiation
of CDC guideline by the American Medical Association (AMA):'”

*RESOLVED, that our AMA affirms that some patients with acute
or chronic pain can benefit from taking opioid pain medications
at doses greater than generally recommended in the CDC
Guideline for Prescribing Opioids for Chronic Pain and that such
care may be medically necessary and appropriate, and be it
further

RESOLVED, that our AMA advocate against misapplication of
the CDC Guideline for Prescribing Opioids by pharmacists,
health insurers, pharmacy benefit managers, legislatures, and
governmental and private regulatory bodies in ways that
prevent or limit patients’ medical access to opioid analgesia,
and be it further

RESOLVED, that our AMA advocate that no entity should use
MME (morphine milligram equivalents) thresholds as anything
more than guidance, and physicians should not be subject to
professional discipline, loss of board certification, loss of clinical
privileges, criminal prosecution, civil liability, or other penalties
or practice limitations solely for prescribing opioids at a
quantitative level above the MME thresholds found in the CDC
Guideline for Prescribing Opioids.”



The authors of this paper call on the HHS Task Force to explicitly recommend to
Congress that the third paragraph of the AMA House of Delegates Resolution 235 be
immediately enacted as a legally binding direction on all US healthcare agencies, the
HHS Centers for Medicare and Medicaid Services, FDA, NIDA, DEA, and the
Department of Justice. This step is a necessary emergency intervention to encourage
the return and retention of healthcare providers in pain management practice, pending
publication of detailed practice guidelines in all medical specialties. Likewise, we call for
immediate dissemination of this policy to all federal and state law enforcement and
regulatory bodies.
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