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The Story of Maria Higginbotham

Maria Higginbotham jokes that she was just born unlucky: in 2003, she was a 43-year-old
regional bank manager in a town outside Seattle, Washington with two children and no
serious health issues. But one day she went out to get the mail and suddenly found she
could not walk. Within weeks, she was admitted to the hospital for the first of what would
be 12 operations performed on her spine between 2003 and 2015. Her diagnosis: an
aggressive form of degenerative disc disorder. The surgeries would put hardware in her
back to prop up her spine and relieve pain, but each time it was only a matter of months
before another disc in her back buckled and she found herself back on the operating table.
Her spine is now “encased in metal,” she said. A recent operation was required just to
remove all the hardware accumulated in her body over the years: she holds up a Ziploc bag
full of nuts and bolts.

Maria Higginbotham, 57, holding screws and bolts removed from her back in a recent surgery. Higginbotham,
a chronic pain patient diagnosed with degenerative disc disorder and a number of other painful disorders,
has had twelve operations to prevent the collapse of her spine. © 2018 Will Miller for Human Rights Watch
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Maria Higginbotham’s medication bottles, including hydromorphone, an opioid she uses for breakthrough
pain. Maria is being weaned off opioids by her physician, who told Human Rights Watch that he believed Maria
needed the medication but that he feared liability for prescribing high doses.

© 2018 Will Miller for Human Rights Watch

Those operations not only failed to halt the collapse of her spine — they also left her with
adhesive arachnoiditis, a condition caused by inflammation of the membrane surrounding
the spinal cord that is often the result of trauma, including from surgery. The National
Institute of Neurological Disorders and Stroke acknowledges that it is a rare but extremely
painful condition. “Your spinal cord is supposed to hang loose, like worms, in your spinal
fluid — [in my case] they glue themselves together,” is how Higginbotham explained it.
Because of the arachnoiditis, as well as a number of other more common pain conditions
like rheumatoid arthritis, she has “constant pain in the middle of [her] back, and a sharp

shooting pain when [she] move[s].”

She has tried the gamut of available pain treatments, from physical therapy to steroid
injections to nerve ablations — which heat up a small area of nerve tissue to decrease pain
signals from it — but none provide adequate relief. Medical marijuana helped somewhat,
but makes her too anxious. She has racked up more than $2,000 in credit card bills paying

for treatments that are not reimbursed by insurance, such as medical marijuana and over-
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the-counter heat patches. Higginbotham cannot take ibuprofen-like drugs due to stomach
and liver problems.

Because nothing else works, she relies primarily on opioid analgesics to get through the
day. She has been on the medication in doses that have varied only slightly since 2004.
She has a pain pump, a device implanted into the body that delivers pain medication
directly to the spinal cord, and also uses patches that infuse opioids through her skin,
which she replaces every few days. This combination of medications allowed her to
function well enough to make meals, take care of her two dogs, tidy her house, and care
for her grandchildren for many years.

But in March 2018, Higginbotham’s pain doctor said he would be reducing her opioid
medications by 75 percent in order to get her down to a dose he said was recommended in
a guideline from the US Centers for Disease Control: 9o milligram equivalents of morphine.
He told Human Rights Watch he believed Higginbotham had done well on the medication,
but that his clinic was implementing a new policy over fears they could be held liable for
high-dose opioid prescriptions:

There’s a lot of talk in the pain medicine world that if you do not get people
down to 9o morphine equivalents, you set yourself up for a liability,
especially if something were to happen to that patient. It doesn’t matter if
you did everything appropriately [to prevent abuse] — and we do
everything, urine drug testing, prescription monitoring, screening for
mental health issues, pill counts. It doesn’t feel like enough. We still feel
like we’re vulnerable to being held liable for patients if they’re over that
guideline limit, even when you know they’re not addicted and they’re
benefitting [from opioids].

When Human Rights Watch interviewed Higginbotham in April 2018, the pain doctor had
reduced her dose by more than a third. She said that the effects have been profound: she
could be on her feet for just a few minutes at a time and needed her family’s help to get out
of bed or go to the toilet. She had lost 70 pounds because of the pain and because she
couldn’t stand up long enough to make herself a meal:
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Pain has a way of defeating you, taking away any pleasure you used to get.
I’m 57 years old and I’'m almost completely bedridden due to agonizing pain

like torture.

| cannot hold my 15-month-old grandson. | cannot hold my beloved dogs, |
can’t bend over to touch them. | cry out in my sleep because | can’t find a
way to get comfortable. The sun is shining and my flowers are blooming and

| want to just walk outside with my dogs and look at them, but | can’t.

| can barely get myself off of my toilet, sometimes | have to get off the couch
by getting on my hands and knees and pulling myself up because | can’t

stand up it hurts so badly. | don’t want to leave my home.

Higginbotham’s physician told Human Rights Watch that she is not doing well, but has
said he has no option but to continue gradually lowering her medication. He has
suggested she seek pain relief by undergoing another surgery, this time to remove a screw
that may be putting pressure on a nerve in her back. But Higginbotham is terrified of going

under the knife again after so many failed and problematic surgeries:

My body is failing me and all | want to do is live a life free of a massive
amount of suffering — | know | will never be free from pain but to subject
me to even more pain is inhuman. How many times do | have to go through

this to prove there isn’t a fix? | can’t be fixed.
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Summary

An estimated 40 million adults in the United States suffer from significant levels of chronic
pain, making it one of the most common health problems and the leading cause of
disability in the country. People with chronic pain tend to have worse overall health than
other Americans, experience depression and anxiety disorders at higher rates, and use the
health care system more frequently. Unlike people with acute pain, chronic pain patients
often experience a sense of hopelessness and catastrophic thoughts brought on by fears

that their pain might never go away.

Despite the extent of this problem and its medical, social, and economic impacts, many
patients in the US do not have access to adequate treatment for chronic pain. This is in
part because chronic pain can be difficult to treat: it can result from a wide range of causes
and it affects different people in different ways. But it is also because most clinicians are
poorly trained in pain management, health insurance policies often do not adequately
cover non-pharmacological treatments, and the health care system does not facilitate
multidisciplinary treatment of chronic pain, which is often the most effective option for

complex pain.

The opioid overdose crisis that has struck the US in recent years, which claimed more than
70,000 lives in 2017, has further complicated the situation for chronic pain patients. Many
overdose deaths involve the same opioid medications commonly prescribed to people in
chronic pain. Today, treating chronic pain with opioids is medically controversial because
evidence suggests their effectiveness is limited. But in the 1990s, these medications
became a go-to option for physicians treating chronic pain. Between 1999 and 2010,
prescriptions for opioid analgesics quadrupled in the US.

The government has a duty to address this rapidly unfolding public health crisis: in 2017
alone, more Americans are estimated to have died of a drug overdose than were killed in
the Vietnam, Iraq, and Afghanistan wars combined. Given the role prescription opioids
have played in the crisis, measures to regulate the use of these medications and to

promote more careful prescribing practices are essential.



A nurse in the office of Lucinda Grande, a family practitioner in Lacey, Washington who has tried to strike a
balanced approach for weaning her patients off opioids. © 2018 Will Miller for Human Rights Watch

However, under international human rights standards, actions taken to combat the
overdose epidemic should take the needs of chronic pain patients into account. The
government should seek to avoid harming chronic pain patients: some patients still have a
legitimate need for these medications, while others who have been on these medications
for many years but who may not be benefiting from them should be weaned off them safely

and in accordance with best medical practice.

If harms to chronic pain patients are an unintended consequence of policies to reduce
inappropriate prescribing, the government should seek to minimize and measure the
negative impacts of these policies. Any response should avoid further stigmatizing chronic
pain patients, who are increasingly associated with — and sometimes blamed for — the
overdose crisis and characterized as “drug seekers,” rather than people with serious
health problems that require treatment.

This report presents the challenges faced by chronic pain patients like Maria in obtaining

appropriate care, examines how the government’s legitimate efforts to address the opioid
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epidemic have contributed to unintended but serious harm, and fallen short of its
responsibilities to address the needs of individuals taking opioid medicines for chronic
pain. The report is based on 86 interviews with chronic pain patients, healthcare
providers, and officials, which were conducted over the phone orin person during visits to
Tennessee and Washington State between March and July 2018. We also reviewed relevant
state and federal laws, regulations, and clinical guidelines related to chronic pain

management and opioid prescribing.

Public health officials generally agree that the current opioid epidemic is the result of
multiple factors, including both a previous over-reliance on opioids to treat chronic pain
and aggressive and misleading marketing of opioid medication by pharmaceutical
companies. As a result, federal and state governments have made reducing opioid

prescribing a major priority in the last five years.

Top government officials, including the President, have said the country should aim for
drastic cutbacks in prescribing. State legislatures encourage restrictions on prescribing
through new legislation or regulations. The Drug Enforcement Administration (DEA) has
investigated medical practitioners accused of overprescribing or fraudulent practice. State
health agencies and insurance companies routinely warn physicians who prescribe more
opioids than their peers and encourage them to reduce prescribing. Private insurance
companies have imposed additional requirements for covering opioids, some state
Medicaid programs have mandated tapering to lower doses for patients, and pharmacy

chains are actively trying to reduce the volumes of opioids they dispense.

The medical community at large recognized that certain key steps were necessary to tackle
the overdose crisis: identifying and cracking down on “pill mills” and reducing the use of
opioids for less severe pain, particularly for children and adolescents. However, the
urgency to tackle the overdose crisis has put pressure on physicians in other potentially
negative ways: our interviews with dozens of physicians, mostly from Tennessee and
Washington State, found that the atmosphere around prescribing for chronic pain had
become so fraught that physicians felt they must avoid opioid analgesics even in cases
when it contradicted their view of what would provide the best care for their patients. In
some cases, this desire to cut back on opioid prescribing translated to doctors tapering

patients off their medications without patient consent, while in others it meant that
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physicians would no longer accept patients who had a history of needing high-dose

opioids.

The consequences to patients, according to Human Rights Watch research, have often
been catastrophic. Patients like Maria were often left with debilitating pain that made
them incapable of going about their daily lives — simple activities, such as household
chores or taking care of others, were suddenly impossible. In many cases, patients
suffered extreme anxiety and others even thoughts of suicide, as they questioned whether
their lives would ever be worth living in such extreme pain. Others, particularly those who
struggled to find a medical provider if their treatment still involved opioid medications, felt

betrayed and abandoned by the medical community.

Amidst the repeated calls for cutbacks in prescribing, new laws and regulations on
prescribing, stricter insurance policies, and concerns about criminal sanctions, medical
providers lacked clear guidance on the harms of involuntary tapering and their legal and
ethical obligations to provide adequate treatment for chronic pain patients. State agency
policies on opioids, as well as physicians interviewed for this report, frequently referred to
the Centers for Disease Control Guideline for Prescribing Opioids for Chronic Pain as a key
resource in this regard. The Guideline, published in March 2016, sought to address gaps in
primary care physicians’ understanding of opioids, their risks, and the limited evidence

surrounding their effectiveness.

The Guideline proposes a carefully balanced approach. It cautions against the use of
opioid analgesics to manage chronic pain, especially at high doses, but leaves decisions
about individual patients to clinicians. It advises providers to try alternatives before
resorting to opioids, but acknowledges that some patients who do not see their pain
resolved by other means might still need opioids, sometimes at high doses. The Guideline
also acknowledges that because opioids were frequently used in the US to treat chronic
pain from the 1990s onward, many patients may already be on high doses and tapering
those patients, who have developed a physical dependency on the medication, may be
difficult.

However, the Guideline does not clearly state that physicians should not taper patients off
their medications involuntarily, and it has been used by state officials to justify policies

that define maximum doses for all patients regardless of their individual medical needs.
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Even when medical providers understood that the Guideline was voluntary, they believed
they risked punishment or unwanted attention from law enforcement agencies or state
medical boards if they maintained patients at high doses. Because the DEA, which
licenses all controlled substance prescribers in the country, defines illegal prescribing as
anything not within the confines of “professional practice,” a term that has no commonly
accepted meaning, providers said they were left to police themselves against risks, and
did so by using the CDC Guideline as a red line for prescribing. Twelve physicians told
Human Rights Watch that they had made involuntary dose reductions for patients —
sometimes hundreds — who were compliant with screening procedures and appeared to
be benefiting from their medication. This practice is inconsistent with the Guideline’s

recommendations, unsafe, and can severely undermine a patient’s quality of life.

This report found that chronic pain patients, particularly those who have relied on opioid
medications for treatment, face increasing difficulty finding clinicians willing to provide
them care, and feel abandoned and stigmatized by the healthcare system as a result.
Some providers said they refused to take on new chronic pain patients who were on
opioids because of the liability, even if they believed that those patients had diagnoses
that warranted treatment with opioid medication. In cases where a pain clinic was shut
down or a provider’s license revoked, there appeared to be minimal government efforts to
ensure continuity of care. Because many patients who take opioids develop a physical
dependence on them, abrupt termination of care could, in addition to increased pain,

trigger withdrawal.

Patients described harms they have experienced as a result of being involuntarily tapered,
including increased pain, decreased mobility, and thoughts of suicide. Indeed, the
debilitating physical, mental, and social effects of chronic pain have been well-
documented. But involuntary tapering or inadequate treatment can also have a major
negative impact on a patient’s quality of life, and can even drive them to self-medicate

with alcohol orillicit drugs.

Moreover, patients and physicians told Human Rights Watch that non-opioid treatments
for chronic pain are often unavailable or not covered by health insurance. The Guideline
recommends that patients use non-opioid therapies to treat chronic pain, and emphasizes

the importance of non-pharmacological treatments like massage, acupuncture, and

5 HuMAN RIGHTS WATCH | DECEMBER 2018



various types of physical therapy. However, many patients and physicians told us these
treatments are not an option because they would require patients to incur burdensome
out-of-pocket costs.

The government’s efforts to combat the overdose epidemic should be balanced with the
interests of chronic pain patients who have a medical need for opioid analgesics. As this
report documents, current policies and practices to reduce the use of these medicines
have significant unintended negative consequences, which the government should seek to
redress. Among others, it should document the pace of involuntary tapering and its impact
on chronic pain patients — including patients' mental and physical health as well as

hospitalization — and take corrective steps as needed.

More broadly, the government should take proactive steps to ensure that chronic pain
patients who have a serious and often debilitating medical condition have access to
adequate care. Federal and state governments have a responsibility to ensure that a broad
range of pain treatment interventions is available to such patients, including non-
pharmacological treatments, and that treatment modalities are covered by insurance

plans, including Medicaid and Medicare.

In 2016, the Department of Health and Human Services released a National Pain Strategy,
calling it the federal government’s first “coordinated plan for reducing the burden of
chronic pain” in the United States.* The strategy aims to improve the prevention and
management of pain; support the development of an integrated, patient-centered,
approach to pain management; reduce barriers to treatment; and improve public
awareness. But the strategy does not specifically address the situation of the thousands of
chronic pain patients who are already on opioid medicines. To date, implementation of the
strategy has primarily focused on a research agenda, rather than reducing the barriers to
care chronic pain patients currently face. Congress has not made any appropriations to

implement the strategy.

1 National Institutes of Health, National Pain Strategy: A Comprehensive Population Health-Level Strategy for Pain, March 18,
2016, https://iprcc.nih.gov/sites/default/files/HHSNational_Pain_Strategy_508C.pdf (accessed Nov. 20, 2018).
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Key Recommendations

To counter harmful trends in the treatment of chronic pain patients and ensure their access

to appropriate health services, Human Rights Watch makes the following

recommendations:

Implement the National Pain Strategy

Federal and state governments should fully implement and provide adequate
funding for the National Pain Strategy, including the components related to
healthcare worker and public education and delivery of services. While research on
pain prevention and management is critical, it is essential that steps to improve
access to existing interventions are taken right away, as today’s chronic pain
patients cannot wait.

Limit the Unintended Consequences of Prescription Reductions for Chronic
Pain Patients

The Centers for Disease Control and Prevention (CDC) should revise its 2016
Guideline for Prescribing Opioids for Chronic Pain to explicitly state that patients
should not be involuntarily tapered off opioids and that there is no mandated

maximum dose.

The CDC and DHHS should work with other relevant federal and state government
agencies, state medical boards, and professional and civil society groups to ensure
that clinicians, including those caring for patients on high doses of opioids, can
implement the Guideline’s recommendations without having to fear unwarranted
legal scrutiny, arbitrary limits, or administrative barriers.

The CDC and DHHS should work with the Centers for Medicare and Medicaid
Services, the Department of Veterans Affairs, individual states, and private
insurance providers to identify and address limits or administrative practices that
arbitrarily interfere with the ability of chronic pain patients who need opioid
analgesics to access them.
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State Departments of Health and other responsible agencies should take steps to
ensure that chronic pain patients are not abruptly forced off their medication when
a pain clinic is shut down or a provider removed from practice, and it should

involve local medical stakeholders to this end.

Improve the Availability, Accessibility and Affordability of Multimodal Pain
Management, Including to Non-Pharmacological Modalities

The Department of Health and Human Services, the Centers for Medicare and
Medicaid Services, the Department of Labor, and state insurance commissioners
should seek to expand insurance coverage of treatment modalities for chronic

pain, including non-pharmacological interventions.

The National Institutes of Health, CDC and other relevant government agencies
should fund more research into the effectiveness of different modalities for chronic

pain.

Improve Data Collection on Involuntary Tapering and the Overdose Crisis to
Allow the Most Effective Response Possible

Federal and state government agencies should collect data about the frequency of
involuntary tapering among chronic pain patients, as well as outcomes for those
patients: if they have physical and mental health issues as a result, whether they
are hospitalized, maintained in care, or commit suicide as a result. To the extent
that government agencies have collected such data, they should disclose it to the

public at the present time.

Federal and state government agencies should implement or encourage
standardized data collection on overdose deaths, including details relevant to

gaining a better understanding of the role of prescribed opioids in such deaths.

Overdose deaths should be cross-referenced with prescription monitoring data and
other statistics to obtain detailed information on current or past prescription

history of the overdose victim.
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Methodology

This report is based on research conducted from March to July 2018, including field visits
to Washington State in April and May 2018 and to Tennessee in June 2018. Human Rights
Watch conducted 86 interviews with various stakeholders, including 44 chronic pain
patients; 34 health care workers (including physicians, nurse practitioners, physician
assistants, psychologists, and pharmacists); four officials from the Departments of Health
of Washington (as well as Washington State’s Labor and Industries, a workers’ protection
and compensation group that has been instrumental in influencing policy on opioid
prescribing in the state); and five experts in medicine, law, and health policy. In addition
to interviews in the two states, Human Rights Watch conducted telephone interviews with
patients in Maine, West Virginia, Texas, California, and Montana; and physicians in West
Virginia, Maine, Utah, Colorado, and Maryland.

Human Rights Watch also extensively reviewed medical literature, using academic
databases to find available studies about opioid use for chronic pain, opioid dependence,

and tapering practices.

Most interviews with patients were conducted in their homes or at a meeting place
convenient for them. Patients were identified primarily through online channels, such as
patient support groups on social media. Most interviews with healthcare providers were
conducted in their offices or by phone. Interviews were almost exclusively conducted in
private, and occasionally in the presence of a patient’s relatives. Interviews were semi-
structured and covered a range of topics related to chronic pain management and
treatment. Before each interview we informed interviewees of its purpose, the kinds of
issues that would be covered, and asked whether they wanted to participate. We informed
them that they could discontinue the interview at any time or decline to answer any
specific questions without consequence. Human Rights Watch did not offer any incentives
to interviewees. In some cases, patients asked their identities to be disguised to protect
their privacy, while many healthcare workers declined to be identified for fear of

retribution. All interviews were conducted in English.

We chose Washington State for our field research because officials from Washington

State’s Labor and Industries (the state’s workers’ compensation program) are sometimes
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credited with being the first to effectively document the increase in overdose deaths
involving opioids,2 and the state was thus one of the first to implement statewide rules
more tightly regulating opioid prescribing in 2011.3 We eventually chose Tennessee
because it was a state where we were able to reach doctors and patients, and also
because of new legislation on opioid analgesics enacted in 2018.4 These two states were

also chosen in part to present geographic and socioeconomic diversity.

In addition to asking healthcare providers about conflicts of interest, Human Rights Watch
screened all providers for pharmaceutical company funding using available databases,
such as ProPublica’s Dollars for Docs.5 The majority of interviewees did not appear to have
significant financial relationships to these companies. Human Rights Watch has noted the
small number of cases in which a healthcare provider had received money from

pharmaceutical companies (above $1,000 per year).

In July 2018, we sent a summary of the findings of our research to the CDC, inviting them to
respond. We received a response on August 28, 2018, a copy of which has been included
in an annex to this report. In August 2018, Human Rights Watch sent a request for
comments to the DEA, the Federation of State Medical Boards, and several state Medicaid
and private insurance providers that are mentioned in this report. In September, the DEA
and the Federation of State Medical Boards replied to Human Rights Watch’s requests for
comment, but as of when this report went to print in December, none of the contacted
insurance companies or officials from the Tennessee Department of Health had

responded.

All documents cited in the report are either publicly available or on file with Human Rights
Watch.

2 Gary Franklin et al., “Opioid Dosing Trends and Mortality in Washington State Workers’ Compensation, 1996-2002,”
American Journal of Industrial Medicine, July 2005, doi: 10.1002/ajim.20191.

3 Washington State Department of Health, Addressing the Opioid Crisis Through Prescribing and Monitoring Changes,
https://www.doh.wa.gov/ForPublicHealthandHealthcareProviders/HealthcareProfessionsandFacilities/OpioidPrescribing
(accessed September 28, 2018).

4 State of Tennessee, Public Chapter No. 1039 / House Bill No. 1831, April 25, 2018,
https://home.svmic.com/assets/uploads/The%20Sentinel/Public%2ochapter1039%20TN%20HB1831.pdf (accessed
September 28, 2018).

5 ProPublica, Dollars for Docs, https://projects.propublica.org/docdollars/ (accessed September 28, 2018).
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Background

Chronic Non-Cancer Pain: Prevalence, Impact, and Treatment

Chronic pain, typically defined as pain lasting three months or more, is one of the most
common health problems in the United States. An estimated 40 million adults have high
levels of pain every day, and these individuals report worse health, use the health care
system more frequently, and are more likely receive disability benefits.¢In 2016, the Global
Burden of Disease Study estimated that low back pain and migraines were among the five
leading causes of ill-health and disability — and the leading cause in high-income, high-

middle-income, and middle-income countries.?

Chronic pain has serious ramifications not just physically, but psychologically. Depression
and anxiety disorders are much more prevalent in individuals experiencing chronic pain
than in those who do not.8 A number of studies have demonstrated that chronic pain
patients have an increased risk of suicide, even when controlling for other factors such as
socioeconomic status, general health, and psychological disorders.? Chronic pain patients
also often experience a sense of hopelessness and catastrophic thoughts brought on by

fears that their pain might never go away.

Chronic pain can result from a wide range of causes, such as traumatic injury, medical
treatment, inflammation, or neuropathic pain.* Chronic pain is highly individualized,
meaning patients with the same diagnosis can have different pain levels. Because chronic

pain has such diverse causes and wide-ranging effects, it poses challenges to treatment®2:

6 Richard L. Nahin, “Estimates of Pain Prevalence and Severity in Adults: United States, 2012,” The Journal of Pain, 2015 Aug;
16(8): 769-780, doi: 10.1016/j.jpain.2015.05.002.

7 GBD 2016 Disease and Injury Incidence and Prevalence Collaborators, “Global, Regional, and National Incidence,
Prevalence, and Years Lived With Disability for 328 Diseases and Injuries for 195 Countries, 1990-2016: A systematic Analysis
for the Global Burden of Disease Study 2016,” The Lancet, September 16, 2017, doi: 10.1016/50140-6736(17)32154-2.

8 Oye Gureje, et al., “Persistent Pain and Well-Being: A World Health Organization Study in Primary Care,” JAMA, 1998;
280(2): 147-151, doi: 10.1001/jama.280.2.147.

9 Alfton Hassett, Jordan Aquino, and Mark llgen, “The Risk of Suicide Mortality in Chronic Pain Patients,” Current Pain and
Headache Reports (2014) 18: 436, doi: 10.1007/511916-014-0436-1.

10 Nicole Yang and Catherine Krane, “Suicidality in Chronic Pain: A Review of the Prevalence, Risk Factors, and Psychological
Links,” Psychological Medicine, May 2006, doi: 10.1017/50033291705006859.

1 |nstitute of Medicine of the National Academies, Relieving Pain in America: A Blueprint for Transforming Prevention, Care,
Education, and Research (Washington: IOM, 2011), p. 35.

12 |bid., p. 116
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patients react (and fail to respond) to a wide range of interventions for their pain.=
Psychological treatments can be an important additional tool in treating chronic pain, and
cognitive behavioral therapy and stress-reduction techniques have proven helpful to

patients with intractable pain.

The 2011 Institute of Medicine (IOM) report “Relieving Pain in America” suggests that it is
for these reasons that a simplistic medical approach, in which doctors diagnose and
“cure” patients, might not be the norm for patients suffering chronic pain. It cautions that
the “road to finding the right combination of treatments ... may be a long one,”® and

suggests a large number of treatment options, including:

e Medications, including opioids and non-opioid analgesics, such as nonsteroidal
anti-inflammatory drugs (NSAIDs)

e Regional anesthetic interventions (including joint and epidural steroid injections,
nerve blocks, and implanted devices that deliver analgesic medications directly to

the affected area)

e Surgery

e Physiological therapies

e Rehabilitative/Physical therapy

e Complementary and alternative medicine (including massage therapy, supportive
group therapy, music therapy, acupuncture, chiropractic spinal manipulation and

yoga)

According to the IOM report, many Americans receive inadequate pain prevention,
assessment and treatment. The report identifies numerous challenges that impede better
pain care, including financial incentives that work against the provision of the best, most
individualized care; unrealistic patient expectations; a lack of valid and objective pain

assessment tools; a lack of training for clinicians in guiding, coaching and assisting

13 Courtney Lee, et al., “Multimodal, Integrative Therapies for the Self-Management of Chronic Pain Symptoms,” Pain
Medicine, vol. 15 (April 2014), p. $76-585, doi: 10.1111/pme.12408.

14 Daniel C. Cherkin et al., “Effect of Mindfulness-Based Stress Reduction vs. Cognitive Behavioral Therapy or Usual Care on
Back Pain and Functional Limitations in Adults with Chronic Low Back Pain: A Randomized Clinical Trial,” JAMA, 2016; 315
(212): pp. 1240-1249. Doi: 10.1001/jama.2016.2323.

15 Institute of Medicine, p. 126
16 Ibid., pp. 129 - 136
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patients with pain; a lack of time of primary care providers to do comprehensive

assessments; and a dearth of pain specialists.v

The Use of Opioid Analgesics in Treating Chronic Non-Cancer Pain

While opioids are a widely used method for treating acute pain, their efficacy and safety in
chronic pain management is hotly debated. Scientific evidence of the effectiveness and

risks of opioid treatment for chronic non-cancer pain is contradictory and inconclusive.

One 2010 systematic review found that there was only weak evidence to suggest that
patients on opioid pain medicines over long time periods experienced clinically significant
pain relief.:® Another systematic review in 2017 regarding the use of high dose opioids in
chronic non-cancer pain treatment similarly found a “critical lack of high quality evidence
regarding how well high-dose opioids work for the management of chronic non-cancer pain
in adults.”® The review also found a lack of high quality evidence regarding the presence
and severity of adverse events caused by the medications.”2°A 2018 trial of veterans with
common forms of musculoskeletal pain did not find a difference in pain-related
functioning between patients treated primarily with non-opioid treatments (culminating in
a low dose opioid for a minority), compared to a group of patients treated with increasingly
powerful opioid medications, suggesting opioids were not a uniformly superior

treatment.

Even if opioid medications are not effective for a majority of chronic pain patients, there is
broad — but not unanimous — agreement that for a subgroup of patients they do provide
benefits. The 2016 CDC Guideline states that opioid medications may offer benefits to

some patients.22 Similarly, the Federation of State Medical Boards recommends that while

7 |bid., p. 8

18 Noble M. et al., “Opioids For Long-Term Treatment of Noncancer Pain,” Cochrane Database of Systematic Reviews 2010,
Issue 1.. doi: 10.1002/14651858.CD006605.pub2.

19 Els C. et. al., “High Doses of Opioid Drugs for the Management of Chronic Non-cancer Pain,” Cochrane Database of
Systematic Reviews 2017, Issue 10. Doi: 10.1002/14651858.CD012299.pub2.

20 |hid.

21Erin Krebs, Amy Gravely, Sean Nugent et. al., “Effects of Opioid vs. Nonopioid Medications on Pain-Related Function in
Patients with Chronic Back Pain or Hip or Knee Osteoarthritis Pain,” March 6 2018 (319:9), doi: 10.1001/jama.2018.0899.
22 Centers for Disease Control and Prevention, “CDC Guideline for Prescribing Opioids for Chronic Pain—United States,
2016,” March 18, 2016,
https://www.cdc.gov/mmwr/volumes/65/rr/rr6501e1.htm?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fmmwr%2Fvol
umes%2F65%2Frr%2Frréso1e1er.htm (accessed Sept. 28, 2018).
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patients should be informed of the limited evidence supporting opioid use for treating
chronic pain as well as the risks, opioid medication may be appropriate for those whose
pain is not resolved with other methods.23 A 2014 literature review that was part of
Germany’s effort to update its chronic pain treatment guidelines concluded that there was
sufficient evidence to recommend long-term opioids as an option for chronic pain patients
with certain diagnoses while recommending against their use for others.24The 2011 IOM
reports suggests that the debate over inconclusive scientific findings about opioids should
be “set against the testimony of people with pain, many of whom derive substantial relief

from opioid drugs.”=s

Two systematic reviews of national guidelines on opioid prescribing for chronic non-cancer
pain identified several general principles that are present in all guidelines.2¢ These include
conducting a risk assessment before initiating opioid therapy; informing patients about
both its benefits and risks; establishing clear goals with the patient; avoiding
monotherapy with opioids; closely monitoring the patient for loss of response to the
therapy, adverse events and aberrant drug-related behavior; a regular reassessment of the
therapy; and discontinuation in case of loss of response, serious adverse effects or serious
or repeated aberrant behavior. See Table 1 for a more detailed overview of these general

principles.

23 Federation of State Medical Boards, “Guidelines for the Chronic Use of Opioid Analgesics,” April 2017,
https://www.fsmb.org/siteassets/advocacy/policies/opioid_guidelines_as_adopted_april-2017_final.pdf (accessed Sept.
28, 2018).

24 W. Hauser et. al., “Empfehlungen der aktualisierten Leitlinie LONTS,” Schmerz (2015) 29: 109.
https://doi.org/10.1007/5s00482-014-1463-x. (A version of these guidelines that has been translated into English is on file
with Human Rights Watch).

25 Institute of Medicine, p. 145.

26 Nuckols TK, Anderson L, Popescu |, et al. “Opioid prescribing: a systematic review and critical appraisal of guidelines for
chronic pain.” Annals of Internal Medicine, 160(1), 38-47 (2014),, doi: 10.7326/0003-4819-160-1-201401070-00732; Cheung
CW, Qiu Q, Choi SW, Moore B, Goucke R, Irwin M. “Chronic opioid therapy for chronic noncancer pain: a review and
comparison of treatment guidelines,” Pain Physician 17(5), 401-414 (2014),
http://www.painphysicianjournal.com/current/pdf?article=MjE10Q%3D%3D&journal=84.
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Table 1.

General Principles on Initiation, Continuation, and Discontinuation of Opioid Therapy for Chronic Non-Cancer Pain?7

A diligent medical assessment including psychosocial risk factors of potential drug abuse should be performed
as part of initial assessment of a patient with chronic pain

Inform patients about benefits and risks of opioid therapy, including driving ability, prior to initiating therapy

Treatment expectations should be explored and patient should help define individual goals of therapy

Monotherapy with opioids should be avoided

Selection and dose of opioids should be tailored to the individual response of the patient

Treatment should start with the minimum dose required to achieve relief of pain and/or improved functioning
without clinically relevant adverse effects

Patients must be closely monitored for loss of response, adverse events, or aberrant drug-related behavior

Long-term opioid therapy should only be performed in ‘responders,’ or those who achieve individual goals
without or with minor side effects (German guideline)28

Regular reassessment (pain intensity and level of functioning, adverse events, adherence to
nonpharmacological treatment, aberrant drug behavior) should be conducted

Serious or repeated aberrant behavior or diversion, experience of intolerable adverse effects, or failure to

maintain/achieve therapeutic goals are indications for discontinuation

27 Adapted from Hauser W, Petzke F, Radbruch L, Tolle T, The opioid epidemic and the long-term opioid therapy for chronic
noncancer pain revisited: a transatlantic perspective. Pain management. 2016.

28\, Hauser et. al., “Empfehlungen der aktualisierten Leitlinie LONTS,” Schmerz (2015) 29: 109.
https://doi.org/10.1007/500482-014-1463-x. (A version of these guidelines that has been translated into English is on file
with Human Rights Watch).
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Chronic Non-Cancer Pain Treatment in the United States

Chronic pain was often undertreated before the 1990s.29 During that decade, patient
advocates, pain specialists, and medical organizations increasingly drew attention to the
suffering of chronic pain patients and began calling on practitioners to take greater steps
to alleviate patient suffering, including by prescribing opioid analgesics.3° In 1996, Purdue
Pharma, a privately owned pharmaceutical company, introduced a new long-release opioid
called OxyContin which it promoted aggressively for chronic pain management. It claimed

that the medication was abuse-resistant, a claim that turned out to be false.3:

In 2001, the Joint Commission, responsible for accrediting some 21,000 health care
organizations in the US, published new standards meant to combat the undertreatment of
chronic pain. It encouraged physicians to actively seek to reduce pain levels and treat pain
as a “fifth vital sign.”32 While the Joint Commission did not recommend the use of any
specific treatments for pain, in practice healthcare providers began to increase prescribing
of opioid analgesics — the quickest and easiest way to address chronic pain. Between
1999 and 2010, prescriptions for opioid analgesics in the US quadrupled.33 As shown in
the graph below, opioid consumption by morphine equivalence — a measurement
indicating the strength of a given drug at a given dose — grew astronomically from the
1990s onward: average annual opioid consumption in the US grew from 69.6 morphine

equivalents and peaked at 739.8 morphine equivalents in 2011.34

29 See, for example: The Joint Commission, The Joint Commission’s Pain Standards: Origins and Evolution, May 5, 2017,
https://www.jointcommission.org/assets/1/6/Pain_Std_History_Web_Version_o5122017.pdf (accessed September 28,
2018).

39 |nstitute of Medicine, pp. 45-47. Also: https://www.ncbi.nlm.nih.gov/pubmed/2873550

31 Centers for Disease Control and Prevention: Morbidity and Mortality Weekly Report, “Vital Signs: Changes in Opioid
Prescribing in the United States, 2006-2015,” July 7, 2017,
https://www.cdc.gov/mmwr/volumes/66/wr/mmé6626as.htm#suggestedcitation (accessed September 28, 2018).

32 The Joint Commission, The Joint Commission’s Pain Standards: Origins and Evolution, May 5, 2017,
https://www.jointcommission.org/assets/1/6/Pain_Std_History_Web_Version_o5122017.pdf (accessed September 28,
2018).

33 Centers for Disease Control and Prevention: Morbidity and Mortality Weekly Report, “Vital Signs: Changes in Opioid
Prescribing in the United States, 2006-2015,” July 7, 2017,
https://www.cdc.gov/mmwr/volumes/66/wr/mmé6626as.htm#suggestedcitation (accessed September 28, 2018).

34 University of Wisconsin, Pain & Policy Studies Group, “United States of America: Opioid Consumption in Morphine
Equivalence (ME), mg per person,” 2015,
http://www.painpolicy.wisc.edu/sites/default/files/country_files/morphine_equivalence/unitedstatesofamerica_me_meth
adone.pdf (accessed Nov. 10, 2018).
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Primary care providers, the first point of contact for chronic pain patients, became the
main source of opioid prescribing. By 2012, they accounted for nearly half of 289 million
opioid prescriptions dispensed by pharmacies.3s These increases in prescribing happened
against a backdrop of a dearth of evidence about the efficacy and safety of opioid
medicines in chronic pain management and a widespread lack of training for primary care

providers in pain management.3¢

Graph 1.

Opioid Consumption in the United States
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Source: [ntemational Narcotics Control Board and World Health Crganization data, analyzed by Pain & Policy Studies Group,
University of Wisconsin/WHO Collaborating Center, 2015,

A significant reason for the massive increase in their prescribing appears to have stemmed

from providers’ genuine beliefs that they were giving their patients the most financially

35 Levy, Benjamin et. al., “Trends in Opioid Analgesic-Prescribing Rates by Specialty, U.S., 2007-2012,” American Journal of
Preventive Medicine, 2015 Sept.; 49: 3; doi: 10.1016/j.amepre.2015.02.020.

36 Sam Quinones, Dreamland: The True Tale of America’s Opiate Epidemic (New York: Bloomsbury, 2015),

pp. 92-98; see also: Foreman, Judy, A Nation in Pain: Healing our Biggest Health Problem (New York: Oxford University Press,
2014), p. 8.
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accessible option to treat their pain. In the 19905 and 2000s, insurance companies
tightened reimbursement policies for nonpharmacological interventions, putting many
holistic pain clinics out of business;37 interdisciplinary chronic pain management
programs approved by the Accreditation of Rehabilitation Facilities (CARF) declined from
210in 1998 to 84 in 2005.38 One retrospective survey found that providers in low-income
primary care settings had viewed opioids as the best option to treat pain, partly because it
kept patients engaged with the healthcare system and because other treatments like
physical therapy were unaffordable.39 Providers in that study had also been influenced by
evidence showing that women and minority groups were more likely to be undertreated for
their pain.4° Research suggests that opioid analgesics are more commonly prescribed long
term to patients who are less healthy and experience greater disability: between 2007 and
2016, only three percent of commercially insured individuals were on long-term opioids,

versus 14 percent of Medicare patients with disabilities.4

These rapid increases in opioid prescribing occurred at a time when government oversight
was sorely lacking. Pharmaceutical companies marketed opioid analgesics with
misleading claims about their efficacy and risks: for example, the Food and Drug
Administration originally approved a label for OxyContin that stated that addiction from
the medication was “rare.”42While the FDA did enhance warnings about OxyContin’s
addictive potential in updated labels from 2001 onward, by that point physicians were
writing more than 7 million prescriptions for OxyContin per year.43 Unscrupulous
physicians sold prescriptions in exchange for cash and sometimes for sex.4 A West
Virginia town with just over 3,000 residents was flooded with more than 21 million

hydrocodone and oxycodone pills over the span of a decade, or 6,500 pills per person, but

37 Quinones, p. 97

38 Schatman, Michael, “The Demise of Multidisciplinary Pain Management Clinics?” Practical Pain Management, December
28, 2011, https://www.practicalpainmanagement.com/resources/practice-management/demise-multidisciplinary-pain-
management-clinics (accessed Sept. 28, 2018).

39 Kelly R. Knight et al., “Opioid Pharmacovigilance: A Clinical-Social history of the Changes in Opioid Prescribing for Patients
with Co-Occurring Non-Cancer Pain and Substance Use,” Social Science & Medicine, 2017 Aug; 186: pp. 86-95, doi:
10.1016/j.s0cscimed.2017.05.043.

49 |bid.

41 Moore J. M. et. al., “Trends in Opioid Use in Commercially Insured and Medicare Advantage Populations in 2007-16:
Retrospective Cohort Study,” BMJ, 2018; 362, doi: 10.1136/bmj.k2833.

42 United States General Accounting Office, “Prescription Opioids: Oxycontin Abuse and Diversion and Efforts to Address the
Problem,” January 22, 2014, https://www.gao.gov/htext/do4110.html (accessed: Nov. 10, 2018).

43 |bid.
44 Quinones, p. 157.
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that does not seem to have immediately raised red flags for law enforcement.4s “Pill mills,”
or clinics with no real medical purpose other than to write prescriptions in exchange for
cash, flourished for years in several states, including in Florida,4¢ Ohio,4 and West
Virginia4® before being shut down. People drove across several states to visit these clinics
and re-sell the pills at a huge profit elsewhere.2 The pharmaceutical industry lobbied
against tougher regulation: political action committees (organizations that raise money
privately to influence elections or legislation) representing the industry contributed at
least $1.5 million to lawmakers who sponsored legislation undermining the DEA’s ability to
investigate drug distribution companies that knowingly supplied fraudulent clinics and

pharmacies.s°

The Overdose Crisis

Toward the mid-2000s, public health officials first began noticing an uptick in overdose
deaths involving opioids.5*The scale of the crisis soon became clear, with opioid-related
overdose deaths increasing almost threefold from 2002 to 2015.52 In 2015, 52,404 people
died of a drug overdose, more than any previous year on record; 63 percent of these

deaths involved opioids. In 2017, the CDC estimated that a record 72,000 people died from

45 Lindsey Bever, “A Town of 3,200 Was Flooded with Nearly 21 Million Pain Pills as Addiction Crisis Worsened, Lawmakers
Say,” The Washington Post, January 31, 2018, https://www.washingtonpost.com/news/to-your-health/wp/2018/01/31/a-
town-of-3200-was-flooded-with-21-million-pain-pills-as-addiction-crisis-worsened-lawmakers-
say/?noredirect=on&utm_term=.10b1bcb99459 (accessed September 28, 2018).

46 pllen, Greg. “The ‘Oxy Express’: Florida’s Drug Abuse Epidemic,” NPR, March 2, 2011,
https://www.npr.org/2011/03/02/134143813/the-oxy-express-floridas-drug-abuse-epidemic (accessed Nov. 10, 2018).

47 Regan Ron, Assad Samah, Ackerman Mark, Lasso Gretchen, “How State Regulators Allowed Ohio’s Pill Mill Crisis to
Explode,” News 5 Cleveland, October 30, 2018, https://www.newsscleveland.com/longform/how-state-regulators-allowed-
ohios-pill-mill-crisis-to-explode (accessed Nov. 10, 2018).

48 pierson, Lacie, “Twelve Indicted in Alleged Pill Mill at HOPE Clinic Locations,” Charleston Gazette-Mail, Feb. 20, 2018,
https://www.wvgazettemail.com/news/cops_and_courts/twelve-indicted-in-alleged-pill-mill-at-hope-clinic-
locations/article_8362das1-7db7-5587-98ca-76a566eedcs9.html (accessed Nov. 10, 2018).

49 Quinones., pp. 245-246.

5% Higham, Scott and Bernstein, Lenny, “The Drug Industry’s Triumph Over the DEA,” The Washington Post, Oct. 15, 2017,
https://www.washingtonpost.com/graphics/2017/investigations/dea-drug-industry-congress/?utm_term=.25396acf7487
(accessed Sept. 15, 2018).

51Quinones pp. 202-205

52 National Institute on Drug Abuse, Overdose Death Rates, August 2018, https://www.drugabuse.gov/related-topics/trends-
statistics/overdose-death-rates (accessed September 28, 2018).
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accidental overdoses.s3 That same year, President Donald Trump declared the overdose

crisis a public health emergency.s54

The crisis has hit some states and populations particularly hard: opioid overdose deaths
tend to be more common among white, poor, and rural populations, and states like West
Virginia, Ohio, and Pennsylvania have seen overdose rates skyrocket in recent years.ss
However, there are indications that the impact of the crisis on other communities is
growing: opioid-related deaths in African American communities are increasing,5¢ and rates

of opioid abuse among women are growing much faster than among men.s7

Many overdose deaths have involved prescription opioids. Between 2000 and 2015, opioid
overdose deaths were equally split between deaths from heroin, and those from opioid
pain medication such as hydrocodone, oxycodone, methadone, and morphine (this is
illustrated in Graph 2 below from the CDC).58 In the last few years, the rate of overdose
deaths involving prescription opioids has leveled off but is still a significant contributor to
overdose rates, increasing by three percent per year from 2009 to 2016; those deaths have
been surpassed by heroin overdose deaths (which increased 33 percent per year from
2010 to 2014 and 19 percent from 2014 to 2016) and fentanyl overdose deaths, which

increased by 88 percent per year from 2013 to 2016.5 Remaining questions about how

53 Ahmad FB, Rossen LM, Spencer MR, Warner M, Sutton P. “Provisional drug overdose death counts,” National Center for
Health Statistics, 2018, https://www.cdc.gov/nchs/nvss/vsrr/drug-overdose-data.htm (accessed September 28, 2018).

54The White House, “President Donald ). Trump is Taking Action on Drug Addiction and the Opioid Crisis,” Oct. 26, 2017,
https://www.whitehouse.gov/briefings-statements/president-donald-j-trump-taking-action-drug-addiction-opioid-crisis/.
55 Centers for Disease Control, Drug Overdose Data: 2010-2016 Increases, Dec. 19, 2017,
https://www.cdc.gov/drugoverdose/data/statedeaths.html (accessed Nov. 10, 2018).

56 Penaloza, Marisa, “The Opioid Crisis is Surging in Black, Urban Communities,” NPR, March 8, 2018,
https://www.npr.org/2018/03/08/579193399/the-opioid-crisis-frightening-jump-to-black-urban-areas (accessed Nov. 10,
2018); see also: Henry ). Kaiser Family Foundation, Opioid Overdose Deaths by Race/Ethnicity, 1999-2016,
https://www.kff.org/other/state-indicator/opioid-overdose-deaths-by-
raceethnicity/?activeTab=graph&currentTimeframe=0&startTimeframe=17&selectedDistributions=black-non-
hispanic&sortModel=%7B%22colld%22:%22Location%22,%2250rt%22:%22asc%22%7D (accessed Nov. 10, 2018).

57 U.S. Department of Health and Human Services, Office of Women’s Health, Final Report: Opioid Use, Misuse, and
Overdose in Women, July 19, 2017, https://www.womenshealth.gov/files/documents/final-report-opioid-508.pdf (accessed
Nov. 10, 2018).

58 Rose Rudd, et al., “Increases in Drug and Opioid-Involved Overdose Deaths—United States 2000-2015,” CDC, Morbidity
and Mortality Weekly Report, vol. 65(50-51) (2016), https://www.cdc.gov/mmwr/volumes/65/wr/mmés5051e1.htm
(accessed April 6, 2017). 2015 is the most recent year for which summary data are available from the CDC.

59 Centers for Disease Control, National Center for Health Statistics, Drug Overdose Deaths in the United States, 1999-2006,
December 2017, https://www.cdc.gov/nchs/products/databriefs/db294.htm (accessed Nov. 10, 2018).
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many deaths are attributable to prescription versus illicit opioids will be discussed in more
detail laterin this report.

Graph 2.
Opioid Overdose Deaths
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In the 20005, the growing realization that prescription opioids played a significant role in
the overdose crisis set off a major debate about the appropriateness of prescribing these
medications for both acute and chronic pain. This period also brought greater scrutiny of
pharmaceutical companies that marketed prescription opioids, and patient advocacy
groups that accepted money from pharmaceutical companies to campaign for medically
appropriate care. The national media began shining a light on rampant abuses by
pharmacies and clinics that prescribed and dispensed opioids for no proven medical
reason at all.
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Government Response

In the face of evidence of the role that prescription opioids played in this public health
crisis, government agencies have sought to significantly limit the supply and use of
prescription opioids in the US, encourage more conservative prescribing practices,
strengthen oversight over the use of these medicines, and crack down on fraudulent

prescribing and marketing practices.

Government agencies have imposed greater restrictions on some of the most commonly
prescribed opioids,é brought high-profile lawsuits against pharmaceutical companies,é:
and cracked down on pharmacies and doctors accused of inappropriately supplying and
prescribing opioid medicines.62All states but Missouri have implemented prescription
monitoring programs, allowing physicians to check whether patients were visiting multiple

doctors or pharmacies,% and states have cracked down on pill mills.

The government has clearly made cutbacks in prescribing a priority: President Trump, for
example, promised to decrease opioid prescriptions by a third in the next three years.é: The
DEA has reinforced these statements with policies meant to limit the manufacturing of
opioid analgesics in coming years,%and the Justice Department has encouraged insurance

companies to help flag above-average prescribers to law enforcement.¢ These efforts have

60 Department of Justice, Drug Enforcement Administration, Schedules of Controlled Substances: Rescheduling of
Hydrocodone Combination Products from Schedule Il to Schedule II, August 22, 2014,
https://www.deadiversion.usdoj.gov/fed_regs/rules/2014/fro822.htm (accessed September 28, 2018).

61 Tim Bellon, “U.S. State Lawsuits Against Purdue Pharma Over Opioid Epidemic Mount,” Reuters, May 15, 2018,
https://www.reuters.com/article/us-usa-opioids-litigation/us-state-lawsuits-against-purdue-pharma-over-opioid-epidemic-
mount-idUSKCN11G2WU (accessed September 28, 2018).

62 prug Enforcement Administration, DEA Surge In Drug Diversion Investigations Leads to 28 Arrests and 147 Revoked
Registrations, April 2, 2018, https://www.dea.gov/press-releases/2018/04/02/dea-surge-drug-diversion-investigations-
leads-28-arrests-and-147-revoked (accessed Nov. 10, 2018).

63 prescription Drug Monitoring Program Training and Technical Assistance Center, “Status of Prescription Drug Monitoring
Programs (PDMPS),” October 18, 2016, http://www.pdmpassist.org/pdf/PDMPProgramStatus.pdf (accessed September 28,
2018).

64 The White House, “President Donald J. Trump’s Initiative to Stop Opioid Abuse and Reduce Drug Supply and Demand,”
March 19, 2018, https://www.whitehouse.gov/briefings-statements/president-donald-j-trumps-initiative-stop-opioid-abuse-
reduce-drug-supply-demand/.

65 Drug Enforcement Administration, Justice Department, DEA Propose Significant Opioid Manufacturing Reduction in 2019,
August 16, 2018, https://www.dea.gov/press-releases/2018/08/16/justice-department-dea-propose-significant-opioid-
manufacturing-reduction (accessed Nov. 10, 2018).

66 5. Department of Justice, “Deputy Attorney General Rosenstein Delivers Remarks at the America’s Health Insurance
Plans’ National Health Policy Conference,” March 7, 2018, https://www.justice.gov/opa/speech/deputy-attorney-general-
rosenstein-delivers-remarks-america-s-health-insurance-plans (accessed Nov. 10, 2018).
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been echoed at the state level: as of 2018, 32 states had passed laws setting limits or

guidelines on opioid prescribing.é7

Because a large percentage of the overall volume of prescription opioids used in the
country is prescribed for chronic pain — and there is limited evidence as to the efficacy of
opioids in treating it — much government rhetoric and policy has focused on long-term
prescriptions for that group, and especially on high-dose prescriptions, which studies

show are more likely to result in overdose.s8

However, reducing the prescribing of opioid analgesics poses significant challenges for
patients with legitimate medical problems. While these medicines may not be the most
effective or safe option for many of these patients, they served a specific purpose: to
reduce their pain and improve their quality of life. Any effort to reduce reliance on opioid
analgesics for chronic pain management should be accompanied by initiatives to ensure
that these patients have access to other treatments for their pain and are not abandoned

to suffering without appropriate medical attention.

Moreover, many thousands of chronic pain patients are already taking opioid analgesics,
and many have done so for years. These patients should not be abruptly cut off these
medicines as that could lead to withdrawal symptoms, anxiety, and increases in pain.
Under international human rights standards, actions taken to combat the overdose
epidemic should seek to ensure that chronic pain patients are not unnecessarily or
disproportionately harmed. If that is unavoidable, the government should implement
measures to remedy those harms. Unfortunately, the 2016 National Pain Strategy, a
coordinated federal plan to improve prevention and management of chronic pain, does not

address this issue at all.

In an effort to address overprescribing and rectify inadequate provider knowledge about

the risks versus the benefits of opioid analgesics, the CDC began developing a guideline in

67 Email from Kate Blackman, Health Program Manager, National Conferences of State Legislatures, to Human Rights Watch,
July 10, 2018.

68 Centers for Disease Control, Prescription Opioids, August 29, 2017,
https://www.cdc.gov/drugoverdose/opioids/prescribed.html (accessed Nov. 10, 2018).
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2010 that would help to provide “better clinician guidance on opioid prescribing.”¢9 This
Guideline is a voluntary set of recommendations aimed at primary care providers. It
encourages providers to first try non-opioid alternatives in treating chronic pain, and if
they do ultimately resort to opioid prescribing, they are encouraged to avoid prescribing
more than 9o milligrams of morphine equivalence (MME) — a value assigned to opioids to
signify their strength. However, it also recognizes that some patients will need opioid
analgesics, including doses above 9o MME, for their pain and leaves prescribing decisions

to the discretion of the physician.

Clinical Recommendations: The CDC and VA Guidelines

The CDC’s Guideline for Prescribing Opioids for Chronic Pain is addressed to primary
care providers — not pain specialists — and is intended to “improve communication
between providers and patients about the risks and benefits of opioid therapy for
chronic pain, improve the safety and effectiveness of pain treatment, and reduce the
risks associated with long-term opioid therapy, including opioid use disorder and

overdose.” 7°The following is a summary of the full CDC recommendations:

e Nonpharmacologic treatments and nonopioid medications are preferred for
chronic pain. The CDC advises clinicians to consider opioid therapy “only if
expected benefits for both pain and function are anticipated to outweigh risks
for the patient.”

e Before starting a patient on opioids, the CDC says clinicians should establish
explicit treatment goals with patients, including how opioids are prescribed
and monitored, and how physicians will discontinue or taper doses for patient
safety.

e The CDC states that physicians should inform patients about the known risks
versus benefits of opioid therapy before starting patients on them.

69 Centers for Disease Control and Prevention, CDC Guideline for Prescribing Opioids for Chronic Pain—United States, 2016,
March 18, 2016,
https://www.cdc.gov/mmwr/volumes/65/rr/rr6501e1.htm?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fmmwr%2Fvol
umes%2F65%2Frr%2Frr6so1eier.htm (accessed Sept. 15, 2018).\

79 CDC Guideline for Prescribing Opioids for Chronic Pain

“NOT ALLOWED TO BE COMPASSIONATE” 24



e When starting patients on opioids, clinicians should prescribe immediate-
release opioids instead of long-acting opioids.

e When opioids are initiated, clinicians should prescribe the lowest effective
dose. They should use caution when prescribing opioids at any dosage,
should carefully reassess evidence of individual benefits and risks when
considering increasing dosage over 50 MME/day and avoid increasing to
doses over 9o MME/day, or carefully justify their decision to do so.

e Clinicians should treat acute pain with the lowest effective dose of immediate-
release opioids, and should usually limit prescriptions to 3-7 days.

e The CDC encourages clinicians to evaluate the benefits and harms of opioid
therapy with patients starting within 1 to 4 weeks of prescribing and
continuing every three months or more frequently. CDC states that tapering
should be considered when benefits do not outweigh harms. The CDC
recommends that physicians “work with patients to reduce opioid dosage or to
discontinue opioids when possible.”

e The CDC recommends clinicians assess for risks, such as history of overdose
and substance use disorder.

e The CDC recommends that clinicians review a patient’s history of controlled
substance use prescriptions by using available data.

e Clinicians should conduct urine drug testing to screen for prescription drug as
well as illicit drug use.

e Clinicians should avoid prescribing opioids and benzodiazepines together, as
in combination they are associated with higher overdose risks.

e Clinicians should offer evidence-based treatment for patients with opioid use

disorder.

In 2017, the Department of Veterans Affairs (VA) issued its own clinical guideline as
part of a broader initiative to reduce opioid prescribing within the organization. The VA
Guideline recommends against initiating long-term opioid therapy for chronic pain,
and recommends non-pharmacological or non-opioid treatments instead. The VA
Guideline is directive in encouraging providers to “avoid titrating to doses higher than

90 MME.”7t Unlike the CDC Guideline, the VA Guideline actively encourages tapering,

71 |bid.
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including tapering without patient consent: it says tapers should be initiated by a
provider when the “risks of long-term opioid therapy outweigh benefits.” It also states
that patients on long-term opioids “may threaten suicide when providers recommend
discontinuation of opioids,” but that “continuing (long-term-opioid therapy) to
‘prevent suicide’ in someone with chronic pain is not recommended as an appropriate
response if suicide risk is high orincreases.” Instead, the VA encourages providers to
involve behavioral health providers to “treat a patient who becomes destabilized as a

result of a medically appropriate decision to taper or cease [opioids].”72

The VA asserts that “the CDC Guideline did not form the basis of the deliberations on
the strength or the direction of these recommendations,” but the authors state they

were aware of the CDC Guideline and came to some similar conclusions.73

The CDC Guideline offers carefully balanced recommendations that safeguard provider
discretion and provide exceptions for chronic pain patients in need of opioid analgesics.
Unfortunately, some of the regulations, policies and recommendations it appears to have
inspired do not. According to the CDC, 46 states have implemented guidelines or other
policies aligned with its Guideline. However, in our review, not all states strictly followed
recommendations made in the CDC Guideline. For example, Human Rights Watch found
that six state Medicaid programs imposed maximum dosages and involuntary tapering on
patients. All of these policies were passed after the publication of the CDC Guideline in
2016, and three of them explicitly state that these policies were motivated by the CDC
Guideline.s As mentioned previously, neither involuntarily tapering nor mandatory

dosages are recommended in the CDC Guideline.

72 |bid.
73 |bid.

74 Oregon requires titrating all Medicaid patients to 9o MME and all patients with spine or back conditions to o MME—while
the policy itself does not cite the CDC Guideline, but previous announcements by a state government task force determined
that all state medical policies should be brought in line with the CDC Guideline; Texas and South Dakota require titrating
high-dose patients down to doses of 100 or 9o MME, and explicitly justify these policies by stating that they are in line with
the CDC Guideline; Maine’s Medicaid program reduced maximum doses for chronic pain patients to 100 MME after the state
legislature passed a law banning such prescriptions in the state—that law leaned on the CDC Guideline as justification;
Colorado reduced its maximum dose to 250, although it allows for a prior authorization to allow for tapering, and cites the
CDC Guideline as one motivation in doing so; Tennessee’s Medicaid program, TennCare, imposed a maximum dose for
chronic pain patients of 200 MME in 2017.
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The CDC does not say how the Guideline has influenced insurance companies and
pharmacy policies, however our research found that these companies publicly prioritize
cutbacks in prescribing, without any indication that they are monitoring the impact that
such cutbacks have on patients or assurances that alternative treatments are available for
those patients.

Our research focused primarily on the effect these policy initiatives have had on chronic
pain patients who already receive opioid analgesics, and on the physicians who care for
them. Both clinicians and patients told Human Rights Watch that prescribing practices had
changed in ways that are frequently inconsistent with the recommendations in the
Guideline. Many healthcare providers impose involuntary dose reductions on patients;
offer them little or no support in the tapering process; and fail to refer patients to mental
health professionals or other services when patients experience a deterioration in their
health as a result of tapering. Patients are tapered despite deriving benefits from the
medication, having no record of violating risk-screening protocols, and being compliant

with clinic regulations like urine drug testing and pill counts.

This kind of tapering is inconsistent with the CDC Guideline. In a letter to Human Rights
Watch, the CDC reaffirmed that the Guideline “does not provide support for involuntary or
precipitous tapering, and that such practice can be associated with withdrawal symptoms,
damage to the clinician-patient relationship, and patients obtaining opioids from other
sources. It also emphasized that clinicians have a responsibility to carefully manage
opioid therapy and not abandon patients in chronic pain, and that obtaining patient buy-in
before tapering is critical.”7s

While several of the physicians we interviewed who were involuntarily tapering their
patients were aware that this practice was not encouraged by the CDC, they described an
atmosphere in which they felt that they had no choice but to prescribe at, or below, the 9o
morphine milligram equivalent threshold described in the CDC guideline, even when they
believed the patient benefited from higher doses of medication. They described a number
of prods and pressures that made them feel compelled to taper patients on higher doses:
the fear of scrutiny by law enforcement agencies like the DEA, which registers every

prescriber of controlled substances in the country and has ready access to information

75 Letter from the Centers for Disease Control and Prevention to Human Rights Watch, Aug. 28, 2018.
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about prescribing practices of most providers; monitoring by state medical boards, which
are responsible for licensing practitioners; and state laws and regulations, which in some
states mandate dose caps or otherwise reinforce the 9o morphine milligram equivalent
threshold defined in the CDC Guideline. Amidst these pressures, providers said they felt
that the only way to protect themselves from liability was to stay rigidly at or below the CDC
Guideline’s 9o morphine milligram equivalent threshold and to disregard the emphasis on
individualized patient care and respect for patient consent that are recognized within the

Guideline (see “Patients as Liabilities” for testimonies from providers).

The consequences for chronic pain patients have been real: many told Human Rights
Watch they have been forced to quit working, limit their activities, and even in some cases
remain housebound due to pain. Some patients said they suffered from intense anxiety
and suicidal thoughts during and after the tapering process. Other patients said they faced
increasing difficulty finding a doctor willing to accept them as patients because they were

on high-dose opioids.

Current data are not available to more precisely indicate the impact involuntary tapering
has on chronic pain patients’ physical and mental health. It is also unclear to what extent
involuntary tapering and overall inaccessibility of prescription opioids drive illicit drug use,
as the few studies on this issue are inconclusive about the causal relationship between

the two.7¢

Faced with an overdose crisis of unprecedented proportions, federal and state
governments have a duty to respond to protect people from accidental overdose death.
Any policy to address the overdose crisis should consider and minimize potential
unintended harms, including for patients suffering from chronic pain who have a medical

need for opioid analgesics.

76 Compton, Wilson, et. al., “Relationship Between Nonmedical Prescription-Opioid Use and Heroin Use,” The New England
Journal of Medicine, January 14, 2016, doi: 10.1056/NEJMra1508490.
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Involuntary vs. Voluntary Tapering

Many thousands of chronic pain patients are currently on high-dose opioid
analgesics.77 For some, these medicines are a lifeline, improving their pain control and
allowing them to take part in family, social or work life. For others, the medicines may
offer little or no benefit. As the government tries to reduce the volume of prescription
opioids in society, this raises complex questions about how to taper off patients who

do not benefit from the medicines or get unnecessarily high doses.

The 2016 CDC Guideline encourages obtaining buy-in from patients before initiating a
taper, and says physicians should engage mental health specialists to help a patient
manage potential anxiety, which may be due to the fear that their pain will return or to
the fact that they are physically dependent on the medication and could suffer
withdrawal. In a letter to Human Rights Watch, CDC officials clarified this position to
mean that tapering patients from opioid medicines should always be voluntary, with

their consent.?8

Despite this emphasis on consent, many patients report being tapered off their
medication without their consent, and the Department of Veterans Affairs/Department

of Defense Guideline on opioid prescribing seems to endorse involuntary tapering.

In either scenario, patients face significant challenges tapering themselves to off

opioids. One 2017 systematic review of 67 studies examined several strategies for
reducing long-term opioid prescribing for chronic pain, including multidisciplinary
pain care and close follow-up of patients, though it noted that such “team-based,

intensive support would require additional resources to implement in primary care

77 According to the CDC, in 2016 (the last year for which there is complete public data on opioid prescribing), there were 6.1
people per 100 of the population who were on high-dose opioids (https://www.cdc.gov/drugoverdose/pdf/pubs/2017-cdc-
drug-surveillance-report.pdf). The current US population is approximately 329 million, meaning approximately 20.1 million
people in the country were on high-dose opioids in 2016. That number has decreased substantially — by 8 percent per month
between March 2016 and March 2018, according to the CDC. Even at this lower rate, there are several million people in the
US on high-dose opioids. Determining how many of these prescriptions were for chronic pain is difficult: some high-dose
prescriptions can be for cancer or other serious diseases. But it is clear that given that chronic pain patients make up a
significant number of opioid prescribing, there are many thousand who remain in this group.

78 Letter from the Centers for Disease Control and Prevention to Human Rights Watch, Aug. 28, 2018.
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settings, where most opioids are prescribed.”7? The study found limited evidence that
patients’ pain became less severe or that their functionality or quality of life improved
after tapering.8°Another 2011 study that examined tapering chronic pain patients who
had developed a substance use disorder found high failure rates but concluded that

medication assisted treatment, such as buprenorphine, improved the patient success

rate.s:

In its guideline, the CDC notes that there is a dearth of high-quality studies on
different tapering protocols, but it recommends that primary care physicians adjust
the pace of a taper to a patient’s needs, and collaborate with other medical
professionals, such as mental health specialists, to manage anxiety that the taper

might induce.32

At the time of writing, few studies had examined outcomes of involuntary tapering on
patients. A 2017 survey of 509 Veterans Health Administration chronic pain patients
discontinued from opioid medication found that 47 patients (9.2 percent) exhibited
signs of suicidal ideation, while twelve patients (2.4 percent) attempted suicide.83 As
the study only captured information reported to medical professionals and only
followed patient outcomes for one year, this likely underestimates the actual number
of such cases. The authors conclude that patients discontinued from prescription
opioids, whether diagnosed with a substance use disorder or not, may require close
monitoring and risk prevention. Another study suggests that patients who are
involuntarily tapered off opioids are less likely to follow up in primary care than
patients who aren’t (65 percent compared to 88 percent) and that “discontinuation of

opioids may carry risks that should be thoughtfully assessed and managed.”84

79 Frank, Joseph et. al., “Patient Outcomes in Dose Reduction or Discontinuation of Long-Term Opioid Therapy: A Systematic
Review,” Annals of Internal Medicine, Aug. 2017; 167 (3), doi: 10.7326/M17-0598.

80 |hid.

81 \yeiss RD, Potter ]S, Fiellin DA, et al., “Adjunctive Counseling During Brief and Extended Buprenorphine-Naloxone
Treatment for Prescription Opioid Dependence,” JAMA Psychiatry, 2011; 68(12), doi: 10.1001/archgenpsychiatry.2011.121.

82 CDC Guideline for Prescribing Opioids for Chronic Pain

83 Demidenko M, et al., “Suicidal Ideation and Suicidal Self-Directed Violence Following Clinician-Initiated Prescription
Opioid Discontinuation Among Long-Term Opioid Users,” General Hospital Psychiatry, Jul. 2017 (47), doi:
10.1016/j.genhosppsych.2017.04.011.

84 Jawad M. Husain et al., “Reasons for Opioid Discontinuation and Unintended Consequences Following Opioid
Discontinuation Within the TOPCARE Trial,” Pain Medicine, 27 June 2018, doi: 10.1093/pm/pny124.
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Itis unclear how much research is currently under way to study tapering practices and
their consequences. There should clearly be more research into safe methods of
opioid tapering, and data should be captured on the consequences of denying
adequate medical treatment to chronic pain patients, including in cases where those

patients are involuntarily tapered.
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Patient Plight

Involuntary and Inappropriate Tapering of Patients on High Doses of Opioids

Twenty-six patients, mostly in Washington State and Tennessee, told Human Rights Watch
that their healthcare providers had involuntarily tapered them or were in the process of
doing so. A dozen providers, including both primary care providers and pain specialists,
also mostly from those states, said that they were involuntarily tapering all patients who
were on opioid doses above — and in some cases even those who were under — the 9o
morphine milligram equivalent threshold described in the CDC. Another nine healthcare
providers said that they were not planning to wean existing patients off opioids without
their consent, but said that they had stopped accepting new chronic pain patients who
required opioid analgesics, particularly those patients who were already on high-dose

opioids.

Stephanie Miller, 49, told Human Rights Watch that she suffers from spinal stenosis (a
narrowing of the spaces in one’s spine that puts pressure on nerves) and cervical
radiculopathy (a pinched nerve in her neck), which give her bouts of sharp pain in her neck
and an intense ache in her back that feels “like a rod in my spine.” Since 1998, the
Washington State resident has been taking a daily dose of oxycodone equivalent to 315
MME, which she says helped her live a stable life. In January 2018, even though Miller had
routinely submitted to urine drug testing, pill counts, and other kinds of screening, her
provider told her she would have to reduce her dose to 9o morphine equivalents by June,

because she feared losing her license if she continued to prescribe high doses.

The lower doses of oxycodone have significantly reduced her quality of life, Miller told
Human Rights Watch, leading her to contemplate suicide:

I never had a pain-free life, but | could do little things like washing the
dishes, not hiking or dancing. Now [with the reduced dose of medication]
it’s: okay, | can’t vacuum today, can’t sweep the floor today. It’s changing

everything and it’s terrifying....
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| feel like | got a new diagnosis when | got that letter saying | should go
down to 9o MME. It felt like a ticking clock for when my life was going to
end. If it stays this way, | am going to end my life. | have a locked box where
| keep my medications, and there is a note all ready that says | do not

blame my providers, | blame the government.

| always thought | would keep fighting, but now I’m facing something that’s
completely and totally out of my control. When I’m lying in my bed my heart
is beating so fast I’m afraid of a heart attack. Why put it off?8s

Miller’s health has declined so significantly that she can no longer shower on her own and
required assistance taking care of her dog. Her Medicaid plan has since granted her 20

more hours with a home health aide per week.

Physical Dependence vs. Addiction

Many of the chronic pain patients interviewed for this report have been receiving
opioid analgesics for their pain over extended periods of time. That means that their
bodies have gotten used to a regular dose of the medications and that abrupt
discontinuation of the treatment can lead to withdrawal symptoms, just as would be
the case with other prescription medications (or non-prescription substances such
as nicotine). Common withdrawal symptoms include anxiety, agitation, aching,

nausea and insomnia.

The fact that a patient may face such symptoms if their medications are
discontinued does not mean that they have a substance use disorder or are
“addicted to pain pills.” The National Institute on Drug Abuse (NIDA) — a federal
agency that works to advance research about and medical care for drug users —
distinguishes between physical dependence, which occurs when a patient takes a

certain medication over an extended period and is normal, and substance use

85 Human Rights Watch interview with Stephanie Miller (pseudonym), chronic pain patient, Lakeland, WA, April 9, 2018.
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disorder.8¢ The latter is defined as compulsive drug use despite harmful
consequences, including a failure to stop using the drug; failure to meet work,
social, or family obligations; and sometimes tolerance and withdrawal. NIDA
clarifies that “physical dependence can happen with the chronic use of many drugs

— including many prescription drugs, even if taken as instructed-"87

A similar distinction is made by a host of other US and international medical
standards and institutions: the International Classification of Mental and
Behavioral Disorders (ICD-10), the Diagnostic Statistic Manual (DSM) of the
American Psychiatric Association,? and the American Academy of Addiction

Medicine.89

The patients we interviewed all said that they used their medications as prescribed
and almost all of them regularly underwent urine tests and pill counts, allowing
their physicians to confirm that they took their medications as prescribed. They also
told us that their medicines allowed them to participate in family life, social events

or work.

Bob Green, a 67-year-old retiree with the autoimmune disorder Sjogren’s disease, was
involuntarily tapered beginning in January 2018 despite being compliant with his
physician’s pill count and urine drug test requirements. Sjogren’s disease attacks the
body’s mucosal linings, giving him dry eyes and mouth, as well as a “rust-in-the-joints type
feeling.” It has exacerbated two previous army injuries. After a neck operation in 2012 his
health “really went haywire,” he says. “For whatever reason that rust feeling has been so
intense since the surgery — whether it’s directly related, | can’t tell you, but it seems like

my nervous system just exploded on me.... | have pain in my back, feet, hands, arms.”

86 National Institute on Drug Abuse, Principles of Drug Addiction Treatment: A Research-Based Guide (Third Edition), January
2018, https://www.drugabuse.gov/publications/principles-drug-addiction-treatment-research-based-guide-third-
edition/frequently-asked-questions/there-difference-between-physical-dependence (accessed Nov. 15, 2018).

87 Ibid.

88 American Psychiatric Association, Diagnostic and Statistical Manual of Mental Disorders, sth Edition (DSM-5), May 2013,
doi: 10.1176/appi.books.9780890425596.

89 American Society of Addiction Medicine, “Definitions Related to the Use of Opioids for the Treatment of Pain: Consensus
Statement of the American Academy of Pain Medicine, the American Pain Society, and the American Society of Addiction
Medicine,” 2001, https://www.asam.org/docs/default-source/public-policy-statements/1opioid-definitions-consensus-2-
011.pdf (accessed Nov. 15, 2018).
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In 2012, he was referred to a pain specialist who prescribed him opioids to keep the pain
under control while he was at his job: Green had plans to work until 70, and he worried
that he could lose his house if he didn’t, he told Human Rights Watch. In 2016, the
Department of Veterans Affairs approved Green for service-connected disability
compensation, allowing him to retire earlier than planned. That decision couldn’t have
come soon enough: soon afterward, his provider said that she would no longer prescribe
him high-dose opioids because she feared punishment by federal law enforcement or state
medical board authorities. Green said that he wouldn’t have been able to wean off opioids,
which “keep [him] working at 110% and getting up at sam every day,” if he was still at his

job.

It [the weaning] has made my life really difficult, but what are my options?...
| have to be grateful for the fact that the VA rated me as 100% service-
connected disabled. When | officially retired | have the extra time to sitin a
massage chair for half an hour in the morning, to do physical therapy and
reiki. Do | have much of a life? No, | have about 10% of a life. The pain that |

have pretty much keeps me housebound.s°

Marty Revolloso, a Medicaid patient from San Antonio, Texas, was hiking in 2011 with
friends when he slid on some gravel and fell off a cliff. Both legs were shattered and his
left hand severed from his body: “The impact was so great it shattered my ankles, my feet,
my shins, and the shock traveled up through my body and shattered my spine like a stack
of bricks.”9t He spent six months in a full-body cast to heal his spine, and his legs have

undergone intensive reconstruction.

He suffers from severe pain which doctors have told him will persist for the rest of his life.
Prescription opioids provide him some relief: for the past several years, he had been on
180 MME of medication, which he says allowed him to start working part-time in IT and
taking online classes. “Before, the days would just blend together. | would get up to go to
the bathroom, all | could do was just lie there day after day, it was like being in the
hospital again,” he said. “When he [the doctor] increased my medications, my whole life

changed — I didn’t even know | could make that kind of progress.”

90 Human Rights Watch interview with chronic pain patient Bob Green (pseudonym), Lakeland, WA, April 29, 2018.
91 Human Rights Watch phone interview with chronic pain patient Marty Revolloso, San Antonio, TX, July 5, 2018
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According to Revolloso, in April 2018, the physician assistant at his doctor’s office said his
dose would be cut back to half its current level, because his insurance provider for
Medicaid would no longer cover it. Texas Medicaid has a policy that mandates opioid
tapering down to 9o MME in 2018, which “will be applied for all clients, except for clients

diagnosed with cancer or receiving palliative or hospice care.”?

Revolloso said that in the beginning, his clinic was unaware of the change. They attempted
prescribe him a lower dose of 120 MME and obtain an override from the insurance
company by sending a prior authorization. But when Marty went to the pharmacy, he said

he realized the insurance company had rejected this attempt.

In a recorded phone conversation with his doctor’s office, a nurse explained the issue:

It’s not going to go through because [the insurer] is not paying for anybody
to have a morphine equivalency over go. We’ve had to do this for all our
500 to 600 patients of [this insurer], we haven’t been able to get anybody
approved for a morphine equivalency over go.... The only way to get a

higher dose approved is if you have cancer.

We’ve had a lot of patients call and just tell us, because member services
and the pharmacy services is telling them one thing, but when it comes
down to us actually submitting the prior authorization they have denied
every single one of them. The only way we’ve been able to get them

approved is if we lower them to 90.93

Revolloso told Human Rights Watch that the change in medication wiped out much of his
recovery: “l was flat on my back from the pain... | couldn’t eat, couldn’t get up, couldn’t
bathe, | stank.” He later learned he could pay out of pocket for the medication he needed.

But while the $120 he would have to pay might be a small price for some, Marty earns only

92 Texas Medicaid & Health Partnership, Texas HHS to Limit Daily Morphine Equivalent Dose for Medicaid FFS Clients
Beginning Jan. 9, 2018, January 4, 2018, http://www.tmhp.com/News_Items/2018/01-Jan/1-4-
18%20Texas%20HHS%20t0%20Limit%20Daily%20Morphine%20Equivalent%20Dose%20for%20Medicaid%20FFS%20Clie
nts-%20Jan.%209,%202018.pdf (accessed September 28, 2018).

93 Recorded phone call between Marty Revolloso and a healthcare provider, March 14, 2018; heard by Human Rights Watch
on August 24, 2018.
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$740 per month from disability payments. “It was a pretty big struggle, because it caught
me totally off guard — this month at least I’ll be able to budget.” Human Rights Watch did
not speak with Revolloso’s healthcare provider, because Revolloso said he feared that

outside scrutiny might provoke his physician to terminate his care.

While in the above cases, health providers explained the rationale behind decisions to
taper their patients off opioids without patient consent, this was not always the path taken
by providers, some of whom dramatically reduced a patient’s dose involuntarily,

sometimes without even holding an in-person consultation to explain the change.

Jennifer Vinnard of Vancouver, Washington, for example, found out that her prescription
had been slashed by more than half from 250 to 100 MME when she showed up at the
pharmacy one day for a refill, despite the fact that she had always been a compliant
patient and underwent urine drug testing regularly. Vinnard had lifelong hip problems and
in 2014 herniated multiple discs in her spine and underwent four surgeries, leading to
crippling pain in her neck, for which she was prescribed opioids. After her visit to the
pharmacy, she wrote to her provider, asking why her medication had been changed
without warning. After several weeks’ delay, her provider finally sent her an email

containing the following94:

The bottom line of these [CDC] guidelines is that all patient’s [sic] need to
be around 100mg of morphine per day... | know you have done better with
the way your regimen is but his [sic] is not going to be sustainable. In order
to keep prescribing | need to make reductions... We as a clinic need to

make changes if we are going to stay open.9

The dose reduction has changed Vinnard’s life for the worse: she recently bought a new
home with her husband, but was unable to help set up the house because she is often in
too much pain to help with even relatively simple chores: “Since the reductions, | have to
wait for my husband to do even little things,” she says. “I sit in front of a space heater for
hours each day, sit in the sun or take baths in an attempt to help the pain. But life doesn’t

stop because | hurt.”9¢

94 Human Rights Watch interview with chronic pain patient Jennifer Vinnard, Vancouver, WA, April 24, 2018
95 Email correspondence sent to Jennifer Vinnard from her provider on March 1, 2018
96 Human Rights Watch interview with chronic pain patient Jennifer Vinnard, Vancouver, WA, April 24, 2018
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Similarly, Robin Gordon, a 48-year-old veteran from Oakland, Tennessee who receives care
from the VA, discovered her dose had been cut only when she received her monthly
prescription in the mail. Gordon’s pain stems from a 1996 car accident in which she was
hit in the driver side door after pulling out of an apartment complex. For about five years
after heraccident she didn’t experience much pain, but then things started going downhill:
she had problems with the knee impacted by the crash and shooting pain down her neck.
She has been diagnosed with degenerative disc disease and has tried nerve ablations,
TENS units (a device that sends electrical impulses across the surface of the skin), and
heating pads to manage the pain. She has been on opioid analgesics since 2005, at a
current daily dose of 105 MME. “l don’t like pain medication, I’'ve had family that was
addicted and was always leery of it. But if it’s at the point where you have to be in a

wheelchair you’re in so much pain, I’ll take the medication,” she said.s”

But in May 2018, Gordon received fewer pills from her provider than usual: her dose had
been cut back to 70 MME. While her provider had noted several times during office visits
that opioids were risky, she never suggested that she would involuntarily taper Gordon,
who had always complied with random urine drug testing. After Gordon sent an email
requesting to know why her dose had been changed, she received a response from her
physician, who referred her to the VA Opioid Safety Initiative (which includes the VA
guideline for opioid prescribing),®®and sent her several articles about pain management.
But Gordon still felt caught off guard by the change, and found her health deteriorating.
She told Human Rights Watch:

They should have done this with an in-person visit. | would have been
happy with just a phone call. This is my life you’re playing with and you
need to consult me first. | have plenty of other health problems, so this at
least was stable.s”

97 Human Rights Watch interview with chronic pain patient Robin Gordon in Oakland, TN, June 25, 2018

98 Department of Veterans Affairs & Department of Defense, “VA/DoD Clinical Practice Guideline for Opioid Therapy for
Chronic Pain,” February 2017,
https://www.healthquality.va.gov/guidelines/Pain/cot/VADoDOTCPGProviderSummaryo22817.pdf (accessed September 28,
2018).
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Gordon’s abrupt and nonconsensual tapering within the VA is not unique: Human Rights
Watch spoke to three other veterans in Tennessee, all of whom had been tapered without
an in-person consultation with their doctor first, and none of their providers had previously
voiced concerns that they might be abusing their medication. Similar stories documented
elsewhere in the media have shown that such rapid and unsupported changes in VA

facilities appear to have resulted in suicide and drug overdose.°

Involuntary Tapering and Suicide

There is a well-studied correlation between chronic pain and suicidal behavior.

Involuntarily tapering a patient, particularly those who have been on high-dose opioids for
long periods, has major physical and mental health repercussions and has been shown to
increase the risk of suicidal behavior. As noted above, one study found that 9.2 percent of
involuntarily tapered patients reported suicidal thoughts to their healthcare provider while
2.4 percent attempted suicide.rt The study’s authors say they believe that these incidents

were underreported.

Even if medical practice has changed, and some patients put on high-dose opioids in the
1990s and 2000s would not be today, tapering is still difficult and anxiety-inducing for
many patients and may leave them in uncontrolled pain. While there have been some
efforts to document individual cases in which pain patients commit suicide following
involuntary tapering, there have been no public efforts to study this issue more

systematically.t2

The provider who cared for Maria Higginbotham in Washington State, who was reducing
dosages for more than 200 other patients, described the conversations he had with

patients he was tapering:

100 mark Brunswick, “Cut Off: Veterans Struggle to Live with VA’s New Painkiller Policy,” The Star Tribune, July 12, 2015,
http://www.startribune.com/cut-off-veterans-struggle-to-live-with-va-s-new-painkiller-policy/311225761/ (accessed
September 28, 2018).

101 pemidenko MI, et al., p. 29.

102 Thomas Kline, “Opioid Crisis Pain Related Suicides Associated with Forced Tapers,” post on untitled blog, Medium.com,
May 11, 2018, https://medium.com/@ThomasKlineMD/opioidcrisis-pain-related-suicides-associated-with-forced-tapers-
c68c79ecf84d (accessed September 28, 2018).
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It’s so difficult, it’s emotionally just stressful and time-consuming to
explain this to patients every time they come in because it triggers lots of
fearand anger. | don’t have a week that goes by that | don’t have at least
one patient who insinuates that suicide is a possibility. We start talking
about pain pumps and spinal cord stimulator implants, but most of them
have already tried all the other medications. They’ve gone through all those
things, and we feel like we’re limited as to what we can offer them

instead.3

Tonya Schuler, a patient in West Virginia, was diagnosed with chronic regional pain
syndrome (CRPS) after a routine carpal tunnel surgery. The condition, which is typically the
result of traumatic injury or the malfunctioning of the nervous system, causes severe pain
and can even result in changes in skin temperature, color, or swelling in the affected
limb.x4 Her pain management clinic in Pittsburgh, Pennsylvania is currently weaning her
down to a dose of 9o MME despite her concern that she could experience a dangerous

increase in her heart rate — an issue common among CRPS patients?s — as a result.

This is called the suicide disease, and | can see why, because I’'m at the
early stages of this. There is no way one person can live in this amount of

pain. You can’t. You wonder, what’s your purpose?é

Abandoned Patients and Overwhelmed Physicians
Of the 44 patients interviewed by Human Rights Watch, ten were struggling to find care at

the time they were interviewed. The reasons were varied: in two cases, the patient moved
to a new state and was unable to find care. In two cases a physician retired, and in one
case a provider ceased practicing without informing the patient why. In three cases,
primary care providers determined they were no longer comfortable treating high-dose

patients: these providers referred their patients to pain management doctors, but those

103 Human Rights Watch interview with a Washington state pain specialist, May 2, 2018.

104 National Institute of Health, Complex Regional Pain Syndrome Fact Sheet, July 6, 2018,
https://www.ninds.nih.gov/Disorders/Patient-Caregiver-Education/Fact-Sheets/Complex-Regional-Pain-Syndrome-Fact-
Sheet%:20 (accessed Nov. 10, 2018).

105 Terkelsen A, et. al., Heart Rate Variability in Complex Regional Pain Syndrome During Rest and Mental and Orthostatic
Stress, 2012 Jan; 116(1); doi: 10.1097/ALN.obo13e31823bbfbo.

106 Hyman Rights Watch interview with chronic pain patient Tonya Schuler, April 2, 2018.
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patients were unable to find a doctor willing to take them on. In one case, a patient had
weaned herself off opioids temporarily because she was pregnant — after her pregnancy,
she could no longer find a doctor willing to treat her with opioids; and one patient with
cancer had her pain medication managed by an oncologist, but upon completing treatment
she struggled to find a pain doctor willing to care for her. One patient struggled to find care

after the shutdown of his pain clinic, but was able to find care four months later.

Chronic pain patients spoke more generally of the increasing challenges they faced in
finding health providers willing to care for them, but this was especially true for patients
who required opioids for treatment. The patients who spoke to Human Rights Watch
repeatedly said they felt abandoned by the medical community. They expressed anger and
frustration over the fact that they felt stereotyped as drug-seekers when they visited a
clinic or pharmacy. In many cases, they said the stigma of being a chronic pain patient on
opioids had become so great that they avoided telling even close friends and relatives
about their medication. In several cases, patients told us they were only able to find a
provider a four- or five-hour drive away — a journey that they often had to make monthly to

see their doctor or to pick up their prescriptions.

When pain specialist Dr. John Baumeister moved his practice from the suburbs of Seattle
to a rural community in eastern Washington a few years ago, many of his patients found
themselves unable to find care in the Seattle area. They are forced to make the more than
three-hour journey from Seattle once a month to visit him: “Some 50 percent of my
patients drive more than 225 miles to see me every two months,” he said. “They do this
because doctors in the Seattle area are unwilling to prescribe opioids to chronic pain
patients.”7

One of Dr. Baumeister’s patients is 51-year-old Nicole Rogers, who makes the journey every
month. She has had arthritis and other related conditions since she was 25, and has
received opioid medications, the only pain treatment that has provided her significant
relief, since the 1990s. In 2014 she was diagnosed with stage-three breast cancer and
received pain care from her oncologist. But after her cancer went into remission, she could
not find any doctors willing to treat her for pain in the Seattle area: “It’s too hard to find a

pain doctor who will prescribe medication, it’s almost impossible,” she said. “I can barely

107 Human Rights Watch interview with pain specialist Dr. John Baumeister in Issaquah, WA, April 30, 2018.
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walk to my mailbox and that’s half a block, I’m suffering a lot, and now | have to drive four

hours each way once a month.”08

One patient said that she felt abandoned by a provider with whom she had a long-term
relationship and pushed toward clinics she did not trust. Gail Gray, a 52-year-old from the
remote rural town of Celina, Tennessee, was diagnosed with degenerative disc disorder
and spinal stenosis when she was 35, and has had four back operations in the last five
years. Because other treatments did not provide adequate pain relief, her doctor
prescribed low doses of morphine for her 15 years ago. After her second back operation in
2013, her primary care doctor raised her dose to approximately 450 MME in response to
herincreasing pain. In 2017, however, that same doctor began cutting her back 30
milligrams at a time, citing the CDC Guideline and his fear that the DEA could intervene in
his practice. That doctor brought her down to 240 MME, but then said that he was no
longer comfortable prescribing her any morphine at all and suggested she transfer her care
to a pain clinic. She found a clinic one hour away, but worries that she has given up a

caring doctor for a pill mill:

They don’t take any kind of insurance and it costs $175 per visit, cash.... I'm
worried it’s a pill mill because they give minimal service and the visit only
lasts 15 minutes. [The doctor] barely looked at me.... I’'m not comfortable
with this. | feel like he [my primary care doctor] has pushed me into doing

something that’s not right, and | don’t want to break the law.?

Some healthcare providers told Human Rights Watch that they had been flooded with
patients because nearby medical clinics had either been shut down or had closed their

doors to chronic pain patients who had previously been prescribed opioids.

For example, Dr. Jon Olson in Edmonds, Washington, who has practiced pain
management for 33 years, said that his pain clinic had been flooded with patients, as pain
clinics in his area shut down and primary care doctors stopped almost all opioid

prescribing. Dr. Olson said he tried to employ a holistic approach with his patients, and

108 4yman Rights Watch phone interview with Nicole Rogers (pseudonym), May 8, 2018.
109 Human Rights Watch interview with chronic pain patient Gail Gray in Celina, TN on June 29, 2018.

110 According to public databases, Dr. Jon Olson received between $1,500 and $2,500 from pharmaceutical companies each
year from 2014 to 2016, primarily from “Food & Beverage” expenses.
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that he spent 45 minutes or more with many of them. He told Human Rights Watch that he
has had to delay retirement because his clinic, where he works with one other physician
and a nurse practitioner, was unable to find a younger doctor willing to take over his
patients.

Primary care in this neighborhood walked away from prescribing opioids
permanently. This trend sped up in the last year and a half or two, when the
CDC guidelines kicked in.

In this area | can think up off the top of my head 35 prescribers who have
been shut down. The harassment makes practice unpleasant... | could have
retired nine years ago but | have close to 1,000 patients who have better
lives thanks to our clinic. What would they do? For ten months we tried a
replacement [physician] so that | could retire, but he was concerned about
prescribing and didn’t want to work with these patients. So | had to come

out of retirement because otherwise nobody would take them.

In Maine, where opioid prescribing of over 100 MME for chronic pain is now against state
law, primary care doctor Cathleen London says she has been able to treat some chronic
pain patients with alternatives like buprenorphine, which is typically used to treat drug
dependency but can also be effective for pain. While Dr. London moved to a rural area of
Maine with the goal of working primarily in addiction medicine, she says she has been

overwhelmed by the number of chronic pain patients seeking help.

A day does not go by when | don’t get a call [from a chronic pain patient]. |
don’t want to spend my day just doing pain patients but I’'ve done way more
of it since | moved here than | did before, because there is such a need and
nobody is doing it.... | have patients from an Indian [Native American]
reservation two hours away, and the last nurse practitioner they had took

everybody off their pain medication, including people with [severe pain].t2

11 Hyuman Rights Watch interview with Dr. Jon Olson in Edmonds, WA, May 3, 2018
12 Human Rights Watch phone interview with Dr. Cathleen London, March 16, 2018.
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Several doctors admitted that they were reluctant to treat chronic pain patients and often
turned them away out of fear of liability, even when they believed that the patients had
legitimate pain issues. According to one physical medicine doctor in Spokane,
Washington: “At this point | won’t start anyone new on opioids, and we aren’t taking new
chronic pain patients unless it’s something like traumatic injury or brain disorders.”3 He

said this policy applied for all 12 of the physicians he supervises.

“There are more and more doctors who are discontinuing prescribing,” said Dr. Lucinda
Grande, a family practitioner from Lacey, Washington. “There is a local practice here that
decided as a group that they’re just not going to [treat people with] chronic opioids and
maybe not even acute opioids anymore. That is so irresponsible, taking the easy way out.
It’s doing the community a disservice and it’s socially irresponsible, but it’s easy for them

because all they have to do is say no.”4

Some pain specialists suggested that primary care doctors in their area had essentially
stopped prescribing opioids, even to patients who only needed very low doses. One

Washington pain specialist said:

This morning | had a new patient I’d seen five to six years ago, but he’s
back because his family doctor does not want to manage his medication
anymore. He takes five to six Tylenol codeine a day, that's 30-40 MME. It’s
not even close to the 9o limit, and yet primary care is washing its hands of

these patients. That means we [pain specialists] get even more.us

The Fate of Patients of Shuttered Pain Clinics

In recent years, government agencies have shut down dozens of pain clinics across the
country. Sometimes these closures can affect tens of thousands of patients: the
Tennessee-based Comprehensive Specialists closed its doors in July 2018, after potentially

fraudulent Medicare billing came to light amidst media scrutiny, leaving some 48,000

13 Human Rights Watch interview with a physician in Spokane, WA on May 2, 2018.
114 Human Rights Watch interview with Dr. Lucinda Grande, Lacey, WA on May 8, 2018.
115 Human Rights Watch interview with Washington state provider, May 2, 2018
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patients at 5o different clinics — 30 within Tennessee itself —suddenly deprived of care. ¢
In Florida, which became infamous for having hundreds of doctors who provided opioids to
patients for no true medical purpose and often in exchange for cash or other favors (“pill

mills™), the number of pain clinics went from more than 9oo in the 2009-2010 fiscal year to

just 371 by 2013-2014.17

While some or many of these clinics may not have been legitimate medical practices, the
closure of clinics with hundreds and in some cases thousands of patients on opioid
medications poses important challenges for continuity of care. If patients who are on
opioids are suddenly cut off, they will experience significant withdrawal symptoms as well
as a return of their pain. If continuity of care is not ensured, these patients are at increased
risk of self-harm, including suicide, or reverting to street drugs or alcohol to stave off

withdrawal symptoms or pain.

Government agencies have a duty to take adequate steps to ensure the continuity of care
for patients affected when they close down pain clinics or revoke physicians’ licenses,
even when those measures against clinics and physicians result from alleged violations of
the law. However, media reports across multiple states have documented that patients’
care is often abruptly terminated when pain clinics are closed down.8In some of these
cases, patients say they were not warned — and in some cases not even informed of the
change until arriving to receive a prescription. Other healthcare providers face difficulties

rapidly absorbing large numbers of patients. The DEA did not respond to a specific request

116 Fred Schulte, “Tennessee-Based Pain Management Group To Close Clinics Amid Financial Turmoil,” Kaiser Health News,
July 3, 2018, https://khn.org/news/tennessee-based-pain-management-group-to-close-clinics-amid-financial-turmoil/
(accessed Nov. 15, 2018).

117 National Institute of Justice, “Florida Legislation Helps Reduce the Number of ‘Pill Mills,”” February 8, 2018,
https://nij.gov/topics/drugs/markets/Pages/florida-legislation-helps-reduce-the-number-of-pill-mills.aspx (accessed
September 28, 2018).

118 Brett Kelman, “As Tennessee Pain Clinics Close, Some Desperate Patients May Switch to Heroine, Experts Say,” The
Nashville Tennessean, July 5, 2018, https://www.tennessean.com/story/news/2018/07/05/comprehensive-pain-clinic-
closures-may-push-tennessee-patients-heroin/760498002/ (accessed September 28, 2018).

Rich Kramer, “Cadott Doctor Faces DEA Investigation While Patients Face Withdrawal,” Wisconsin Public Radio, January 27,
2017 https://www.wpr.org/cadott-doctor-faces-dea-investigation-while-patients-face-withdrawal (accessed September 28,
2018).

Anne Maxwell, “Patient Says Pain Medication Was Cut Off Unexpectedly After Doctor, Physician Assistant Arrested,” WSPA,
July 3, 2018.
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forinformation from Human Rights Watch on contingency planning for patients in such

cases.'®

In 2016, the Washington State Attorney General’s Office shut down Seattle Pain Centers, a
network of clinics in eight cities, charging medical director Dr. Frank Li with the overdose
deaths of 16 patients, many of whom had filled a prescription from his office in the weeks
or months before their deaths.:2°The charges state that Dr. Li failed to use risk-screening
tools such as mental health screening, urine drug testing, and pill counts and did not hire
a sufficient number of qualified staff to deal with Seattle Pain Centers’ patients. The shut-
down affected clinics in eight different cities, an estimated 12,000 Medicaid and Medicare
patients, and up to a total of 25,000 people across the state.2t Within a week of the
charges being announced, only one location remained open, leaving thousands of patients
without care.22Ultimately, Dr. Li’s license was suspended by Washington Statet23and his

ability to prescribe controlled substances was revoked by the DEA.124

While state officials had been aware of overdose deaths among Dr. Li’s patients for several
years before shutting down the Seattle Pain Centers, state officials said they were unable
to warn any patients or doctors about the shut-down due to legal constraints.2sThe
Washington State Department of Health set up a hotline after the shut-down, and large

hospitals and clinics in the Seattle area absorbed approximately 2,000 patients, but many

119 | etter from Keith Brown, Deputy Assistant Administrator, Diversion Control Division, Drug Enforcement Administration, to
Human Rights Watch, September 14, 2018.

120 State of Washington Department of Health, “Statement of Charges: Frank D. Li, MD,” July 13, 2016,
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121joNel Aleccia, “DEA, State Crack Down on Pain Doctor Over Opiate Prescriptions, Citing 18 Deaths,” The Seattle Times, July
15, 2016, https://www.seattletimes.com/seattle-news/health/dea-state-crack-down-on-pain-doctor-over-opiate-
prescriptions-citing-18-deaths/ (accessed September 28, 2018).
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September 28, 2018).

123 State of Washington Department of Health, “Provider Credential Search,”
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February 21, 2017, https://www.deadiversion.usdoj.gov/fed_regs/actions/2017/fro221.htm (accessed September 28, 2018).
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others were left without care.?2¢ Investigations by news media alleged that the shutdown
resulted in at least one documented suicide, and at least 1,500 patients sought care in

emergency rooms as patients scrambled to find other doctors to take over their care.*7

Garrett Beyer was one of the patients affected by Seattle Pain Centers’ closure. Beyer
suffers from butterfly vertebrae — a rare, genetic spinal anomaly that can lead to intense
low back pain — which was discovered after a car crash as a teenager. Now 29 years old
and living in Spokane, Washington, he began pain management with his pediatric doctor
at 17, trying many different types of treatments, including physical therapy, a TENS unit,

and corticosteroid injections.

His doctor eventually put him on opioid pain medication, which reduced his pain enough
that he began pursuing an associate’s degree. He told Human Rights Watch that he had
been on a dose of 8o MME for six years when in 2016, the branch of Seattle Pain Centers in
Spokane where he had been a patient since leaving pediatric care was shut down, abruptly
leaving him without medication. Beyer’s life was transformed by the change, and he
worried he risked following a path similar to his father’s: his father suffered chronic back
pain after a car accident but was cut off his pain medication in 2015 when his doctor
retired, and he couldn’t find another physician willing to take him on as a patient. Garrett
believes that his father’s suicide, which followed shortly after, was driven by the loss of his

pain management.

| thought of suicide: | was sure | would follow in my dad’s footsteps. It’s not
just the pain, it’s the hopelessness, the feeling that it will never end. My
nerves were on fire. Alcohol was the only way | could cope, | would lay in my

room in the dark and drink.28

Beyer said that for three months, he drank to dull his pain. It took him four months to find
another provider, as he had difficulty recovering his medical records from the clinic that

was closed down. To his relief, his new doctor was willing to prescribe him opioid

126 |5 Nel Aleccia, “Patients Flood ERs, Hospitals After Pain Clinics’ Shutdown,” The Seattle Times, September 26, 2016,
https://www.seattletimes.com/seattle-news/health/patients-at-breaking-point-flood-ers-hospitals-after-pain-clinics-
shutdown/ (accessed September 28, 2018).
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128 Hyman Rights Watch interview with chronic pain patient Garrett Beyer in Spokane, WA, May 1, 2018.
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analgesics. He said: “They took a look at my x-rays and it was pretty clear that something

was wrong with me.”29

Beyer is one of the lucky ones — two patients who spoke to Human Rights Watch spent
longer periods without care and admitted to self-medicating with alcohol, buying opioid
painkillers illegally, or even pretending to have a substance use disorder in order to be
admitted to methadone clinics.°

Access to Alternative Treatments

Chronic pain patients can have complex medical histories — multiple coexisting diseases
or a history of surgeries and accidents — and often require care from more than one doctor.
For this reason, the CDC Guideline recommends that clinicians consider a wide range of
treatment options for chronic pain: “multimodal and multidisciplinary therapies (e.g.
therapies that combine exercise and related therapies with psychologically-based
approaches) can help reduce pain and improve function more effectively than single
modalities.”3*While studies show that the understanding of multimodal pain management
isinits infancy, the evidence suggests that patients react to a wide range of
interventions.:2According to at least one study in 2016, cognitive behavioral therapy, a
method of treatment that focuses in part on the development of coping behaviors, and

stress-reduction techniques have also proven helpful to patients with intractable pain.3

The CDC Guideline and various other authorities — such as the Federation of State Medical
Boards®4 and the Department of Veterans Affairs — recommend that opioids should only

be used to treat chronic pain after or in combination with alternatives.
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134 Federation of State Medical Boards, Guidelines for the Chronic Use of Opioid Analgesics, April 2017,
https://www.fsmb.org/globalassets/advocacy/policies/opioid_guidelines_as_adopted_april-2017_final.pdf (accessed
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Our investigation, however, found that many alternative treatment options are not actually
accessible to patients. Almost all providers we interviewed said that they had struggled to
manage patients’ pain appropriately because alternative and supplemental therapies were
not reimbursed by insurance. Likewise, patients said theirinsurance often did not fully
cover non-opioid treatments their doctors discussed with them. This is consistent with the

National Pain Strategy observation that:

Access to high-quality integrated care based on clinical evidence is
hindered by many challenges. Pain management often is limited to
pharmacological treatment offered by a primary care practitioner or to
procedure-oriented and incentivized specialty care that is neither
coordinated nor aligned with best available evidence or expected
outcomes. This situation is especially relevant for people with high-impact

chronic pain, where integrated care is likely to be most effective.s

When alternatives are not accessible, providers are involuntarily tapering patients off

opioids without offering them anything instead.

Few of the patients interviewed said that their providers had offered them any alternatives
to opioids to keep their pain under control, as recommended by the CDC guidelines, or at
least not ones that they had not already tried and which had failed. Patients said that even
when they told their providers they were struggling with involuntary tapering, their
providers were unable to offer them additional help, whether that be via other treatment
options or referral to a mental health provider who might help them manage the tapering
process. Some health providers said that they had turned to buprenorphine, an opioid
medication that is often used to treat substance use disorders but is considered less risky.
Physicians said that the biggest barrier in offering patients non-pharmacological

treatments, in particular mental health treatment, was insurance coverage.

Chris Skeens, a 59-year-old in Olympia, Washington, discovered she had a rare disease
called syringomyelia — in which cysts form within the spinal cord fluid — in 1997. She had

an operation soon after her diagnosis, but she has lived with chronic pain for the last 20

135 National Institutes of Health, National Pain Strategy: A Comprehensive Population Health-Level Strategy for Pain, March
18, 2016, https://iprcc.nih.gov/sites/default/files/HHSNational_Pain_Strategy_508C.pdf (accessed Nov. 20, 2018).
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years. After a few years of treatment her pain specialist put her on a dose of about 220
MME. That prescription was then transferred to and managed by her primary care doctor.
But in January 2018, that doctor said he would no longer continue to prescribe her opioids.
Skeens could only find another doctor willing to prescribe her a lower dose of 135 MME.
While Skeens has always used other treatments to manage her pain, she is frustrated that

so many other options aren’t covered by insurance.

I’m on Medicare, which barely covers anything. They cover only $3,000 of
physical therapy per year — no homeopathic remedies, no massage, no
acupuncture.¢

Doctors and patients alike also identified the limited amount of time doctors have with
patients as a challenge. This was especially, although not exclusively, true in primary care,
where physicians are often limited to 15 minutes sessions and have little time to get to
know a patient or design a treatment plan. The physical medicine doctor in Spokane,
Washington said:

There definitely was overprescribing. Opioids were the easiest way to end a
bad date — you have 15 minutes with the patient, you have an awkward
appointment, and you’re worried about your ratings.... But if you have
patients on Medicaid, which most of mine are, they get minimal
reimbursement (for other treatments). Medical marijuana isn’t paid for,
cognitive behavioral therapy, acupuncture, guided meditation, physical

therapy — hardly anybody pays for it.=s7

Human Rights Watch conducted literature searches and reviewed policy documents of
both private and public insurers to determine the extent to which insurers cover non-
pharmacological pain interventions. However, data from insurance plans are hard to
access: private insurers do not typically publish information about their plans to the
public. Even government agencies in charge of regulating insurance plans state that the
sheer number of plans available — there are some 5 million different employer-sponsored

health plans in the United States — makes it difficult to analyze how many Americans have

136 Human Rights Watch interview with chronic pain patient Chris Skeens in Olympia, WA, April 29, 2018.
137 Human Rights Watch interview with a physician in Spokane, WA on May 2, 2018
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access to specific kinds of treatment or medication.»® Human Rights Watch reached out to
three insurance providers to learn more about the impact of cutbacks in prescribing to
chronic pain patients, and coverage of non-opioid treatments for chronic pain. We did not

hear back from any of those companies.

Some barriers to care resulting from lack of insurance coverage have been examined in
surveys and in academic literature. One survey by the Department of Health and Human
Services found that between 2002 and 2012, only 25 percent of patients who saw a
practitioner for acupuncture, and 15 percent of those who saw a practitioner for massage
therapy, had coverage for those treatments. Of those, more than 50 percent were likely to
have partial rather than full coverage.9One study of New Hampshire healthcare providers
found that acupuncturists, chiropractors, and naturopathic medicine providers were 60 to
70 percent less likely to receive insurance reimbursement than were primary care
doctors.®° Another study found that adults in the US spend $8.7 billion out-of-pocket on
complementary treatments like acupuncture, chiropractic services, and herbal medicines
to manage back pain — which accounts for almost one third of the total health care
expenditure on back pain ($30.4 billion).%The IOM report cited earlier mentioned
payment structures as one of the biggest barriers to multidisciplinary care, and thus to

adequately treating chronic pain in general.2

Even acknowledging that not all non-conventional treatments will necessarily be effective,
this lack of parity of reimbursement for pharmacological versus non-conventional
treatments has been cited in government analyses as a key barrier to treating chronic pain
and combatting the opioid epidemic. In its 2017 report, the President’s Commission on
Combating Drug Addiction and the Opioid Crisis stated that while “behavioral programs,

acupuncture, chiropractic, surgery, as well as FDA-approved multimodal pain strategies

138 S Department of Labor, “Pathway to Full Parity: Report to Congress,” April 2018,
https://www.dol.gov/sites/default/files/ebsa/laws-and-regulations/laws/mental-health-parity/dol-report-to-congress-
2018-pathway-to-full-parity.pdf (accessed Nov. 20, 2018). P. 6.

139 Centers for Disease Control and Prevention: NCHS Data Brief, “Insurance Coverage for Complementary Health Approaches
Among Adult Users: United States, 2002 and 2012,” https://www.cdc.gov/nchs/data/databriefs/db235.pdf (accessed
September 28, 2018).

140 Whedon J. et. al., “Insurance Reimbursement for Complementary Healthcare Services,” Journal of Alternative Medicine,
2017 Apr; 23 (4), doi: 10.1089/acm.2016.0369.

141 Nahin RL, Stussman BJ, Herman PM, “Out-of-Pocket Expenditures on Complementary Health Approaches Associated With
Painful Health Conditions in a Nationally Representative Adult Sample,” Journal of Pain, 2015 Nov; 16 (11), doi:
10.1016/].jpain.2015.07.013.

142 |OM report, p. 148.
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have been proven to reduce the use of opioids while providing effective pain management,
current CMS reimbursement policies... create barriers to the adoption of these
strategies.”43The commission specifically cites CMS payment policies for postoperative
pain management, which create an all-inclusive bundled payment to hospitals for
“surgical supplies” (including opioids): any opioid medications are included in that
bundle, whereas nonopioid or non-pharmacological procedures essentially get deducted

from that payment, creating a disincentive for hospitals to use alternative treatments.4

Doctors said that reimbursement policies played a large role in defining how they were
able to treat chronic pain patients. They said they tended, where possible, to avoid
patients with long-term intractable pain who received prescriptions for opioids, because
they were often difficult to treat in a cost-effective way. One pain specialist from Utah

described how his clinic decided to take on new patients:

Physicians know that high-dose opioid patients are patients who have had
all kinds of problems and nothing has ever worked. They can really put a
burden on the system ... no doctor wants to touch them or take them, and
that’s why they have no home... | want primary doctors in my area to send
me the good patients. That’s a terrible thing to say, but some patients are
more profitable in terms of procedures they might need, they’re really easy
to getin and out the door — they need a quick injection and that makes

good money.s

Obtaining coverage for mental health care was particularly problematic for chronic pain
patients. In 2008 Mental Health Parity and Addiction Equity Act, which was later
incorporated into the 2010 Affordable Care Act, focused on deterring insurance companies
from imposing less favorable benefits for mental health and substance use disorders as

compared to surgical and medical benefits.¢ However, providers interviewed by Human

143 The White House, “The President’s Commission on Combating Drug Addiction and the Opioid Crisis,” Nov. 1, 2017,
https://www.whitehouse.gov/sites/whitehouse.gov/files/images/Final_Report_Draft_11-15-2017.pdf (accessed Nov. 10,
2018). P. 57.

144 |bid.

145 Human Rights Watch phone interview with a pain specialist from Utah, April 3, 2018.

146 Centers for Medicaid and Medicare Services, The Mental Health Parity and Addiction Equality Act (MHPAEA),
https://www.cms.gov/cciio/programs-and-initiatives/other-insurance-protections/mhpaea_factsheet.html (accessed Nov.
10, 2018).
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Rights Watch said that mental health services were often inaccessible to chronic pain

patients.

Various government agencies have noted the failure to create genuine parity for mental
health treatment. According to the report of the above-mentioned presidential
commission, equal coverage for mental health services is still far from a reality in the US:
the Mental Health Parity and Addiction Equity Act “has been the impetus for much
progress toward parity for behavioral health coverage; plans and employers have, by and
large, done away with policies that are clear violations... such as dollar-limits, visit limits,
and outright prohibitions on certain treatment modalities.” But the report notes that
enforcement has been inconsistent when it comes to “violations that are murkier and
harder for regulators to discern,” including stringent medical necessity reviews, limited
provider networks, and onerous prior authorization requirements.% The Department of
Labor, which is charged with enforcing the Mental Health Parity Act with regard to private,
employer-based plans, has echoed these concerns. According to the department, it is
limited in its enforcement capacity: it has only 400 investigators and 100 benefit advisors
to oversee 5 million health, pension, and other employee benefit plans covering some 143
million workers.%8 The Department also cannot “assess civil monetary penalties in
egregious cases of noncompliance to deter bad actors,” making it more difficult to
effectively enforce parity for mental health and substance use treatment in many

instances.9

Studies show that payment structures by insurance companies incentivize mental health
practitioners to adopt billing practices that often create more burdens for consumers. One
study found that mental health providers, from psychiatrists to psychologists to social
workers, were reimbursed 43 to 70 percent more if they billed clients out of network rather
than in network. These payment pressures incentivize mental health providers to bill their
clients out of network: from 2005 to 2015, the percentage of psychiatrists accepting private
insurance declined from 72 percent to 55 percent, significantly below the rate for other

specialists (89 percent).’° A 2017 survey found that insurers paid more than 21 percent

147 “The President’s Commission on Combating Drug Addiction and the Opioid Crisis.”

148 «“pathway to Full Parity: Report to Congress,” p. 6.

149 |bid.

150 Mark, Tami et. al., “Differential Reimbursement of Psychiatric Services by Psychiatrists and Other Medical Providers,”
Psychiatric Services, March 2018 (69: 3), doi: 10.1176/appi.ps.201700271.
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more for primary care services than for behavioral health services, and behavioral health
services were almost six times more likely to be offered as an out-of-network service than

medical or surgical care.?

While the insurance industry is minimally transparent about what alternative treatments or
mental health services are accessible to patients, insurance companies have made highly
publicized efforts to reduce opioid prescribing in recent years. Blue Cross Blue Shield
hailed a 29 percent reduction in prescriptions from 2013 to 2017 as “progress towards
preventing inappropriate prescription opioid use.”s2 United Healthcare touted a 17 percent
decrease in the number of long-term opioid prescriptions in 2016 as a way that the
company was “confronting the opioid epidemic,”*s3and other providers such as Aetnas
and Cigna publicized similar reductions in opioid prescriptions.»s Blue Cross Blue Shield
Tennessee did not respond to questions from Human Rights Watch about how their

policies impacted pain patients.

While efforts to reduce overprescribing are important — particularly for the insurance
industry, which garnered a great deal of criticism for failing to identify gross
overprescribing earliers¢ — they do not appear to be accompanied by greater efforts to
measure how reductions in opioid prescribing impact chronic pain patients, or to what
extent non-opioid alternatives are accessible to them. This trend is reinforced by the
organizations that set the standards for insurance plans. The National Committee for
Quality Assurance (NCQA) publishes a performance evaluation tool used by more than 9o

percent of the country’s health plans. In 2018, NCQA added new metrics to this tool, urging

151 Milliman Research Report, Addiction and Mental Health Vs. Physical Health: Analyzing Disparities in Network Use and
Provider Reimbursement Rates, December 2017,
http://www.milliman.com/uploadedFiles/insight/2017/NQTLDisparityAnalysis.pdf (accessed September 28, 2018).

152 BlueCross BlueShield, “The Opioid Epidemic in America: An Update,” July 12, 2018, https://www.bcbs.com/the-health-of-
america/reports/the-opioid-epidemic-america-update (accessed September 28, 2018).

153 UnitedHealthcare, “Prevent, Treat, Support: UnitedHealthcare’s Comprehensive Strategy,”
https://newsroom.uhc.com/opioids/uhc-opioids-overview.html (accessed September 28, 2018); see also:
UnitedHealthcare, “Addressing the Opioid Epidemic,” https://www.uhc.com/news-room/opioid-epidemic (accessed
September 28, 2018).

154 petna, “Aetna Sees Opioid Prescriptions Decrease,” May 18, 2017, https://news.aetna.com/2017/05/aetna-sees-opioid-
prescriptions-decrease/ (accessed September 28, 2018).

155 Cigna, “Cigna’s Partnership With Physicians Successfully Reduces Opioid Use by 25 Percent—One Year Ahead of Goal,”
March 28, 2018, https://www.cigna.com/newsroom/news-releases/2018/cignas-partnership-with-physicians-successfully-
reduces-opioid-use-by-25-percent-one-year-ahead-of-goal (accessed September 28, 2018).

156 | in DH, Jones CM, Compton WM, et al., “Prescription Drug Coverage for Treatment of Low Back Pain Among US Medicaid,
Medicare Advantage, and Commercial Insurers.” JAMA Network Open. 2018; 1(2). doi:10.1001/jamanetworkopen.2018.0235
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health care plans to measure the rate of high-dose opioid prescribing among their users as
a means of reducing the overdose risks. But NCQA has not released any recommendations
to insurance companies encouraging them to also measure the impact of reductions in
prescribing on chronic pain patients, or to what extent non-opioid treatments are
accessible to them. Insurance companies, similarly, have not publicly made any efforts to

measure harms to patients or accessibility to alternative treatments.

The Impact of Barriers to Care on Palliative Care and Sickle Cell Patients

In medical practice, people undergoing cancer treatment or receiving palliative care or
end-of-life care are typically exempt from the cautious opioid prescribing that is
recommended for chronic pain patients. For example, the CDC Guideline explicitly
states that these patients should not be subject to its recommendations on opioid
prescribing, and encourages physicians to use alternative guidelines for sickle cell
patients, who also suffer intense pain. The CDC says that medical treatment of the
above conditions typically has “unique therapeutic goals, ethical considerations,
opportunities for medical supervision, and balance of risks and benefits with opioid
therapy.”s7 The World Health Organization considers opioid analgesics an essential

medication for the treatment of cancer pain and in palliative care.z8

However, several surveys suggest that logistical barriers and the overall climate
around opioid prescribing in the US is affecting palliative care patients. Preliminary
data from one study found that a majority of oncology patients felt stigmatized
because they used opioids, and faced difficulties in obtaining the necessary
medications at the pharmacy.9 A 2018 survey by the American Cancer Society Cancer
Action Network and the Patient Quality of Life Coalition found that 30 percent of
cancer patients and survivors were unable to access pain medication because their

insurance would not cover it, up from 19 percent in 2016. Twenty-seven percent had

157 CDC Guideline for Prescribing Opioids for Chronic Pain.

158 World Health Organization, Cancer Pain Relief, 1986,
http://apps.who.int/iris/bitstream/handle/10665/43944/9241561009_eng.pdf (accessed Nov. 10, 2018).

159 Chad Kollas and Beth Boyer Kollas, “Assessing Opioid Stigma in Oncology Outpatients Receiving Palliative Care for
Cancer-Related Pain,” Scientific Poster Abstract Presented in: Journal of Pain and Symptom Management, 2 February 2018,
http://aahpm.org/uploads/Scientific_and_QI_Poster_Abstracts.pdf (accessed Sept. 15, 2018).
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been unable to fill a prescription at a pharmacy because the pharmacist would not fill
the prescription for unstated reasons, even if it was in stock — up from 12 percent two
years before.6°

Dr. Sandy Tun, an assistant professor in palliative medicine at the University of
Chicago, said that while she welcomed tighter restrictions on opioid prescribing, they

placed an undue burden on her medical practice and her palliative care patients:

Every single time | write a prescription for fentanyl, | or my staff actually
have to call the insurance [company] to justify every single
prescription, every month.... | am frustrated on behalf of my patients
and their families.

| just had a young man in his 40s who had metastatic gastric cancer
and he actually had to come in every two weeks for a prescription
because his insurance company wouldn’t cover him for a full month. |
feel awful having to insist to this patient who is barely able to get
through the day, who wants to spend the time he has left with his
[nine-year-old] son, that he come in every two weeks and tick these
boxes.”161

According to Dr. Joseph Rotella, Chief Medical Officer of the American Academy of
Hospice and Palliative Medicine, his group’s membership — over 5,000 physicians,
nurses, and other health professionals — faced greater difficulties in obtaining

appropriate pain management for patients in recent years.

[The doctors] are writing prescriptions and then the patient goes to the
pharmacy and they can’t fill it. They can’t fill it because the pharmacy

didn’t stock enough, or the pharmacy exceeded their quota of that

160 American Cancer Society, “New Data: Some Measures Meant to Address Opioid Abuse Are Having Adverse Impact on
Access to Legitimate Pain Care for Patients,” July 14, 2018, https://www.fightcancer.org/releases/new-data-some-measures-
meant-address-opioid-abuse-are-having-adverse-impact-access/ (accessed Nov. 10, 2018).

161 Human Rights Watch phone interview with Dr. Sandy Tun on June 22, 2018
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medication, or they run it through the patient’s insurance and the first
thing they see is that the insurance requires a prior authorization. The

patient walks away with no medicine and the doctor gets a call. 62

Karina Wilkerson, a nurse practitioner at Vanderbilt University’s Hematology
Department who specializes in caring for patients with sickle cell diseases, said that
while her office had pushed to make patients less dependent on opioid analgesics for
their pain, many patients still need opioid medications to function when pain flares
up. Sickle cell disease is a group of rare inherited disorders, primarily marked by
abnormal formation of red blood cells, that typically cause intense acute pain
“crises,” as well as chronic pain in many older patients. Despite exemptions for such
patients in the CDC Guideline and Tennessee state law, Wilkerson’s office had seen a

major push from state regulators and insurers to get patients down to lower doses:

The state is basically encouraging everybody to get them down to 9o
MME... Some patients really do better when we wean them, but that’s
not everybody... A big problem is insurers, who want us to try
medications we know won’t work or see patients every week in some
cases. TennCare (Tennessee’s state Medicaid program) has a limit of
five prescriptions per month. Private insurers are trying to dictate what
we can give them; we have even had to send them articles about what

works.

One patient was doing really well, an architect; he takes his
medication at home but we had such a hard time because for six
months, the insurance company didn’t want to approve his
medication. Eventually we had to write down how much it would cost
to send him to the ER twice a month instead, and they saw that it

would be more expensive than medication, so they gave in.63

162 Hyman Rights Watch phone interview with Dr. Rotella on August 17, 2018
163 Human Rights Watch interview with Karina Wilkerson in Nashville, TN on June 27, 2018
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Exploring the Causes of Involuntary Tapering

Many of the physicians and other clinicians Human Rights Watch interviewed described an
environment in which they felt extreme pressure to drastically cut down prescribing of
opioid analgesics to chronic pain patients, including in cases where they felt that it was
clinically inappropriate. They described a broad variety of push and pull factors that
include fears of scrutiny from law enforcement agencies, such as the DEA; uncertainty
about what constitutes appropriate prescribing; scrutiny by state medical boards; state
legislation and regulations that imposed restrictions on clinical decisions; complex
insurance procedures and pushback from individual pharmacists or pharmacy chains also
wary of liability.

In this environment, our investigation suggests, the CDC Guideline has often not been
used to bring about carefully calibrated corrections to prescribing practices, but rather to
push for drastic cuts in the rate of use of these medicines, often without accounting for the
cost to chronic pain patients. Our interviews with physicians and nurse practitioners found
that the CDC’s guidance around dosages was often not treated as a recommendation but
as a mandate. As noted above, many were involuntarily tapering or had already
involuntarily tapered all patients to doses at or below the 9o MME threshold described in
the Guideline, while others said they did not taper existing patients but no longer accepted
new chronic pain patients into their practice if they were on opioid medication at doses
above 9o MME. Providers expressed fears that prescribing over 9o MME could attract the
scrutiny of enforcement agencies such as the DEA and state medical boards; that any
prescribing over 9o MME would not be reimbursed by insurance providers, even if clinically
appropriate; and in some cases, that such prescribing would be in conflict with state-level
regulations.
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The Story of Barbara Gray

Barbara Gray, a 25-year-old from Knoxville, Tennessee, went to the hospital for a
routine operation for high arches in her feet in February 2017. She was told she would
receive an injection meant to numb the nerves down to her foot, when suddenly she
felt a sharp, searing pain in her leg: “I screamed so much that | was embarrassed
when it happened. But they rolled me back over and didn’t mark anything down in my

medical records.”64

Tests would later show that the injection damaged two key nerves running down her
calf to her foot. Within a few weeks, Barbara had excruciating pain from the knee
down, and discoloration in her foot and leg. The diagnosis: chronic regional pain
syndrome (CRPS), an extremely painful disorder that sometimes results from direct
nerve damage. It causes severe pain in the affected limb and can lead to swelling and

changes in skin temperature and color.65

Barbara said the pain feels “like an ice pick is being driven under [her] toenail.” She
struggled to balance her graduate studies with her job as a speech therapistin a local
school, because she couldn’t make it through a full conversation without suddenly

being blindsided by pain.

Barbara found a pain clinic and was prescribed a low dose of hydrocodone: 30 MME to
start, which was later increased to 40 MME. She took the medication as needed when
her pain flared up, but also spent hours researching and trying alternatives, from
massage therapy to acupuncture to reiki and even ketamine, a medication more
commonly used for starting and maintaining anesthesia. But early into her treatment,
Barbara’s doctor said he could not maintain her on opioids indefinitely, and insisted
that she try a spinal cord stimulator, a device that is implanted into the body and
sends electric pulses to parts of the spine. After the trauma of her first surgery,

Barbara was terrified of another invasive procedure, and had discovered through

164 Human Rights Watch interview with Barbara Gray in Knoxville, TN, June 29, 2018

165 National Institute of Neurological Disorders and Stroke, “Complex Regional Pain Syndrome Fact Sheet,” July 6, 2018
https://www.ninds.nih.gov/Disorders/Patient-Caregiver-Education/Fact-Sheets/Complex-Regional-Pain-Syndrome-Fact-
Sheet%20 (accessed September 28, 2018).
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research that there were risks the CRPS could spread to other parts of her body. But
she didn’t see how she could say no: “They were so adamant that it was the spinal
cord stimulator or nothing that in December, | agreed to do a trial.” It didn’t go well.

She explained:

| want to avoid any invasive procedures if possible.... Having the spinal
cord stimulator pushed on me was gut-wrenching. The trial was horrific
— | could feel the doctor threading the wires up my spine. It wasn’t so
much painful as it was mentally disturbing. My face was just smeared

with black mascara. | cried throughout the whole thing.

Barbara’s physician, Dr. Joe Browder,*¢¢ said he felt compelled to comply with the
Tennessee Chronic Pain Guidelines that were published in 2017 following the CDC
Guideline. Although the Tennessee guidelines say that “reasonable non-opioid
treatments should [emphasis added] be tried before opioids are initiated,”7Dr.
Browder explained that he believed he risked potential liability if he prescribed
opioids without exploring viable nonopioid options first, even if those entailed

potential risks to patients:

This is the most vexing kind of decision | have to make. The guidelines
say all therapies have to be tried and failed before opioids. Some
modalities are quite invasive, like spinal fusions or spinal cord
stimulation — if you have that modality available, it needs to be used.
And that is a dilemma with someone on moderate doses of opioids
who is doing very well, because then you have to insist that they

undergo this invasive procedure that has significant downsides to it....

166 pr, Joe Browder received more than $40,000 from pharmaceutical companies in 2015 and just under $2,000 in 2015,
according to ProPublica’s Dollars for Docs. In an interview with Human Rights Watch, he said these payments had been for
consulting services on how to encourage safer prescribing practices.

167 Tennessee Department of Health, Tennessee Chronic Pain Guidelines: Clinical Practice Guidelines for Outpatient
Management of Chronic Non-Malignant Pain, January 2017,
https://www.tn.gov/content/dam/tn/health/healthprofboards/ChronicPainGuidelines.pdf (accessed September 28, 2018).

“NOT ALLOWED TO BE COMPASSIONATE” 60



| see elderly patients quite frequently and they’re doing well on
moderate amounts of opioids, but they have herniated discs and

surgery might help but that’s a difficult question.

When writing prescriptions for opioids is being so strongly discouraged in

Tennessee, he said,

It makes you pause before you fail to follow the guidelines explicitly....
If | write [a prescription for] the opioids and something untoward

happens, then it’s my problem. Whereas if they go to surgery and have
a complication [it’s not]. And it’s really against everything | was trained

to do, but it’s the will of the legislators and regulators.:68

Fear of Scrutiny: Patients as Liabilities

Several of the healthcare providers we interviewed said that they increasingly see chronic
pain patients as a potential source of liability. As in the case of Dr. Browder, they said that
they felt they had to adapt their pain management strategy to avoid such liability, even if

that departed from what they felt was clinically most appropriate and could cause harm to

their patients.

Itis impossible to know how justified fears of scrutiny or liability are. The number of
prosecutions of individual doctors is small, which may suggest that doctors have more
ability to apply their personal judgement to individual patients (in line with the CDC
Guideline) than they think. Nonetheless, the relevant concerns of healthcare workers are
real and changes they make in their clinical practices can, and clearly sometimes do, harm

patients.

Some providers said their prescribing practices changed when doctors they knew became
the targets of DEA or medical board intervention. Aileen Wedvik, a registered nurse
practitioner and pain specialist in Lakeland, Washington who cares for more than 400

chronic pain patients, was one of the healthcare providers who told Human Rights Watch

168 Human Rights Watch phone interview with Dr. Joe Browder, a pain specialist in Knoxville, Tennessee, August 15, 2018
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she was no longer willing to treat patients on high doses due to concerns about liability.
She had made the decision after hearing about a DEA raid on a well-known pain doctor
who had authored numerous articles on pain management and was also a vocal advocate
for patients on high doses.

Regardless of whether that law enforcement action was justified, the arrest stunned
Wedvik and helped convince her that the practice of prescribing opioids was simply too
risky. In January 2018, she sent a letter to each of her patients telling them she was leaving
pain management — which in Washington State requires additional training and
registration — to be a primary care practitioner. She decided to bring all her patients on
high doses down to the 9o MME threshold described by the Guideline.

When | read that he had been arrested, that was a real game changer for
me. He walks on water. I’ve heard him speak at conferences and read his
research. But | realized that if they could do that to him, they could do that
to anybody. So | made the announcement that | was leaving pain
management and bringing everybody down to 9o MMEs. In this climate |
just don’t want my name associated with pain... I’'ve told my patients: I’'m
no good to you behind bars.9

Several physicians said that it was the fear of being punished by state medical boards or
other local authorities, rather than a full-blown criminal investigation, that proved the
most effective in pushing them to adhere to lower doses or avoid opioid medications
altogether. One family physician in Olympia, Washington spoke about how seeing a
colleague’s name mentioned in the state’s Medical Quality Assurance Commission (MQAC)

— a quarterly state medical board newsletter — had influenced her prescribing.7°

It promotes an absolute culture of fear, I’'ve seen very good doctors’ names
published, and that’s your good reputation gone. If I’'m prescribing high
amounts [of opioids], | have no protection under the law because
everything is [guidelines], nobody knows what is what.

169 Human Rights Watch interview with registered nurse practitioner and pain specialist Aileen Wedvik, in Lakeland, WA,
April 29, 2018.

179 Human Rights Watch phone interview with a family doctor in Olympia, WA, June 7, 2018.
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| have a patient who came to me on 500 MME and I’ve gotten her down to
120, but that took me five years — not ten percent every two weeks, which
is probably what a lawyer would have told me | should do... | turn away new
patients if they are on a high dose. These are folks whose records checked
out, they are good citizens. | just felt like if | started to open the floodgates
that my exposure and my risk would be too high. | can’t afford to burn down

my life and lose my license.7

Like federal law enforcement agencies, most state medical boards do not have clearly
stipulated rules on prescribing of opioids, and state medical boards do not actively
monitor physicians but are “complaint-driven,” meaning they investigate a physician when
they are alerted to potential issues by a patient, insurance company, fellow medical
provider, or law enforcement.72Thus, physicians said they relied on recommendations
made by the CDC, Department of Veterans Affairs, or related state guidelines to make
decisions about patients, even if they felt they were clinically not appropriate. Some
physicians said that they still felt comfortable prescribing for patients with more severe
neurological conditions, but that in the event of a criminal or administrative investigation,
they would be unable to defend decisions about patients with diagnoses that did not
universally result in pain. This is problematic, given that chronic pain is highly
individualized — people with similar injuries or conditions may react experience very

different levels of pain.

Dr. Joe Browder of Knoxville, Tennessee, said that in 2017, he decided he would “do
everything to get all my patients below 120 MME so that | wouldn’t be a major outlierin the
state.” While many of his patients had managed the dose reduction well, some suffered
from increased pain and a lower quality of life as a result. Dr. Browder had kept a small
contingent of his patients at doses above 120 MME. But with other patients, he believed
they were in pain but feared prescribing to them because of current regulations and

attitudes about opioids:

| have five to six percent of patients who are above 120 [MME]... If | was

being as kind as | want to be | would probably have twice that many, but |

171 lbid.
172 Human Rights Watch phone interview with Lisa Robin, Chief Advocacy Officer of the Federation of State Medical Boards
on Sept. 12, 2018.
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don’t think it’s appropriate in this climate. | saw that [the patient’s] life was
better, and it got worse when | brought them down, but | don’t have a
diagnosis that an average reasonable doctor would think requires very high
doses of opioids.

Even doctors who insisted on providing the care they felt appropriate for their patients said
that they believe they put their licenses at risk when they prescribed opioids at a high
dose. Dr. Lucinda Grande, a family practitioner in Lacey, Washington, told Human Rights
Watch that she strongly believes in the need to try to avoid using opioid analgesics in
chronic pain patients and to rely on alternatives, such as buprenorphine (which is primary
used to treat opioid addiction). But she said a small handful of her patients still needed
the medications. She gave the example of one patient with “a really nondescript pain
syndrome, cervical radiculopathy [a compressed nerve in his neck]” who was on 600 MME
of opioids. When she tried to wean him down, his quality of life began to rapidly

deteriorate. After consulting with a pain specialist, she said:

| gulped and put him back to 600 [MME], and he immediately went back to
his previous stable level of functioning, smiling and comfortable. It was a
hard decision because I’m putting my license on the line every time | do
something unconventional like that.... There is no formula to solving [the
opioid crisis], we’re being shepherded into a formulaic solution, which
doesn’t work well for people with chronic pain. Each person is individual,

and they have their own story, their own response to opioids.3

One Colorado pain specialist who works in a hospital said she had always been a low
prescriber and welcomed the Guideline as a way of explaining the risks of high-dose
opioids to patients. But she said that she had tapered many patients to below the go MME
threshold described in the CDC Guideline out of fear she could be held liable for
prescribing higher doses, particularly after her hospital told her it would not protect her
from malpractice suits if she prescribed opioids. She summarized her fears about

prescribing: “They’ve done a good job at scaring the shit out of docs,” she said.74

173 Human Rights Watch phone interview with Dr. Lucinda Grande, a family practitioner in Lacey, WA, on May 8, 2018.
174 Human Rights Watch interview with a Colorado-based physician in Vancouver, Canada on April 26, 2018.
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Controlled Substances Legislation and the DEA

While providers cited perceived legal liability, the number of doctors who were officially
sanctioned by the DEA is growing, but quite low: the DEA listed 48 such incidents from
2017, up from 37 in 2015 and 21 in 2014.%75 These cases typically reflect the most flagrant
examples of inappropriate prescribing.7¢In a response to questions from Human Rights
Watch, the DEA said that it was not up to federal agencies to “set forth the standards of

medical practice”:

Itis up to each DEA-registered practitioner to treat a patient according to
his or her professional medical judgment in accordance with a standard of
medical practice that is generally recognized and accepted in the United
States. Therefore, as long as practitioners are issuing a prescription for a
controlled substance for a legitimate medical purpose and they are acting
in the usual course of professional practice, they are acting within the

law.177

But it is precisely this ambiguity that prescribers point to as a source of fear and panic,
that is driving them to engage in harmful behavior. Physicians said they struggled to
interpret what the DEA and other enforcement bodies meant by the “standard of medical
practice,” and thus relied on the CDC Guideline as a red line for prescribing, even though it
was not intended as such. That was true even of pain specialists, who technically are not

subject to recommendations in the CDC Guideline.

“It’s not always a formal rule that leads to highly destructive behavior by individual
physicians and health care systems, but rather a collection of prods and incentives,” said
Stefan Kertesz, Professor of Medicine at the University of Alabama at Birmingham.78 This
includes “a potential legal enforcement threat that is always ambiguous... In the face of a

liability like that, it becomes very easy for individual clinicians to mistreat their patients.

175 Department of Justice, Drug Enforcement Administration, Registrant Actions—2018,
https://www.deadiversion.usdoj.gov/fed_regs/actions/2018/index.html (accessed September 28, 2018).

176 Department of Justice, Drug Enforcement Administration, Registrant Actions—2018,
https://www.deadiversion.usdoj.gov/fed_regs/actions/2018/index.html (accessed September 28, 2018).

177 Letter from Keith Brown, Deputy Assistant Administrator, Diversion Control Division, Drug Enforcement Administration, to
Human Rights Watch, September 14, 2018.

178 Human Rights Watch phone interview with Dr. Stefan Kertesz, September 18, 2018.
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Physicians have no explicit safe harbor that they are protected in treating a patient who

needs to remain on a high dose.”

Media reports of DEA raids on medical practices for alleged inappropriate prescribing of
opioids, in addition to prescribers’ fears that state medical boards were increasingly
scrutinizing doctors for opioid prescribing, reinforced the perception of a real threat of
legal penalty. In response to Human Rights Watch inquiries, the DEA declined to state the
number of raids it conducted on physician offices and homes per year,79while the
Federation of State Medical Boards said it did not currently have data on license

suspensions or informal reprimands by medical boards.:8°

Laws and Jurisprudence

According to the National Conference of State Legislatures, which monitors state laws, 32
states had passed laws setting out limits or guidelines on opioid prescribing (or
authorizing other agencies to do so) as of June 2018.18 In response to questions from
Human Rights Watch, CDC said that as of April 2018, 46 states had implemented activities
to improve local prescribing practices “in alignment with aspects of the Guideline.”82 As
far as Human Rights Watch is aware, the impact of these laws and guidelines on

prescribing and on opioid overdose rates has not been studied.

The most extreme example is Maine, where a law implemented in 2017 caps prescribing at
100 MME, with exemptions only for treatment of cancer pain, palliative care, hospice care,
and substance use treatment.*®This law has a major impact on prescribers’ practice. Dr.
Cathleen London, the primary care physician in Milbridge, Maine, mentioned above, said

she was unable to treat patients appropriately given those limitations.

179 1bid.
180 Email from Joe Knickrehm, Director of Communications and Public Affairs, Federation of State Medical Boards, September

7, 2018.

181 Email from Kate Blackman, Health Program Manager, National Conferences of State Legislatures, to Human Rights Watch,

July 10, 2018.
182 | atter from the CDC, August 28, 2018.

183 pyblic Law, Chapter 488: An Act to Prevent Opiate Abuse by Strengthening the Controlled Substances Prescription
Monitoring Program, Maine State Legislature, April 19, 2016,
https://legislature.maine.gov/legis/bills/bills_127th/chapters/PUBLIC488.asp (accessed September 28, 2018).
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You can’t say that nobody should ever be on something. What are you going
to tell somebody with spinal stenosis? Sorry, you have to be in a wheelchair
now? I’ve got patients whose hands are totally deformed by rheumatoid
arthritis. Should I tell them to expect never to be able to move them

again?... Apparently, we’re not allowed to be compassionate.

Other state laws leave more to provider discretion. In 2010, Washington State passed
regulations that made it possible for physicians to prescribe more than 120 MME only after
consulting with a qualified pain specialist, though it technically allows for providers
inheriting patients on higher doses to be exempt from such requirements.#s New

Hampshire has similar regulations for any patients on 100 MME for more than 9o days.:86

The vast majority of state laws focus on opioid prescribing for acute pain, often imposing a
three to seven-day limit on the initial prescription a provider can issue a patient. While
meant to address prescribing for acute pain, some of these laws have implications for
chronic pain patients as well: for example, a Tennessee law passed in 2018 mandates that
patients who have never taken opioids before who have failed other nonopioid treatments
be limited to a 30-day prescription of 40 MME per day, unless they meet a series of
exemptions.®7While it is technically possible for physicians to prescribe over this limit,
healthcare providers told Human Rights Watch that these laws create a chilling effect:
prescribers in Tennessee whom we interviewed said they were reluctant to prescribe over

40 MME to new patients, knowing they could come under scrutiny for doing so.8

184 Human Rights Watch phone interview with Dr. Cathleen London, March 16, 2018

185 \\ashington State Department of Health, Opioid Prescribing: Morphine Equivalent Dosage (Med) Frequently Asked
Questions,
https://www.doh.wa.gov/ForPublicHealthandHealthcareProviders/HealthcareProfessionsandFacilities/OpioidPrescribing/Fr
equentlyAskedQuestionsforPractitioners/MorphineEquivalentDosageMed (accessed September 28, 2018).

186 New Hampshire Medical Society, Overview of Final NH Board of Medicine Opioid Prescribing Rules, November 2, 2016,
https://www.nhms.org/sites/default/files/Pdfs/NHMS_Final_Opioid_Rules_Update_11-16_embedded_links.pdf (Accessed
September 28, 2018).

187 State of Tennessee, Public Chapter No. 1039 / House Bill No. 1831, April 25, 2018,
https://home.svmic.com/assets/uploads/The%20Sentinel/Public%20chapter1039%20TN%20HB1831.pdf (accessed
September 28, 2018).

188 Hyman Rights Watch phone interview with Dr. Joe Browder on August 15, 2018; Human Rights Watch interview with a
medical provider in Lebanon, TN on June 28, 2018; Human Rights Watch interview with a medical provider in Nashville, TN on
June 26, 2018.

67 HuMAN RIGHTS WATCH | DECEMBER 2018



Administrative Policies and Limits

In an effort to reduce opioid prescribing, state and federal institutions such as Medicaid
have encouraged limiting payment to or tapering patients who are on high doses of opioid
medications. In early 2018, Centers for Medicare and Medicaid Services attempted to
implement a new policy that would have essentially banned payment for long-term doses
of opioids upward of 200 MME.89 This proposal was abandoned after widespread

pushback by prominent physicians and negative media coverage.°

However, some state Medicaid programs have proceeded with even more restrictive
measures. Of 48 opioid-related state Medicaid policies examined by Human Rights Watch,
16 had dose-related quantity limits for opioid prescribing. Some of those allowed for
exemptions for chronic pain patients, but six states had policies that mandated tapering
and maximum dose limits, practices that are not recommended by the CDC. In the case of
Oregon, for example, starting January 2018 Medicaid no longer covers prescriptions over
90 MME except for patients with cancer diagnoses or palliative care, and “no longer
cover[s] any opioids for chronic back or spine conditions.”»It encourages prescribers to
create a tapering plan with their patients. In the first half of 2018, the department of social
services in South Dakotaw2and the department of health in Texas®3announced that the
maximum threshold for opioid prescribing paid for by Medicaid would be reduced from
300 MME to 9o MME over the course of a year, with exemptions for cancer patients in
Texas and for patients with terminal diagnoses in South Dakota. Both these states cited
the CDC guidelines as a rationale for the policy, but they provided for no exception for
chronic pain patients and gave no additional instructions or tools about how providers

could safely taper patients to prevent negative physical or mental health outcomes.

189 Centers for Medicare and Medicaid Services, Advance Notice of Methodological Changes for Calendar (CY) 2019 for the
Medicare Advantage (MA), February 1, 2018, https://www.regulations.gov/docket?D=CMS-2017-0163 (accessed May 1,
2018).

190 Arthur Allen, “Docs Warn That Medicare Crackdown Will Hurt Patients,” Politico, March 10, 2017,
https://www.politico.com/story/2017/03/docs-warn-that-medicare-crackdown-will-hurt-pain-patients-235917 (accessed
September 28, 2018).

191 Oregon Health Authority, Changes to Oregon Health Plan (OHP) Opioid Coverage Criteria Effective, August 21, 2017,
https://www.oregon.gov/oha/HSD/OHP/Announcements/Changes%20to%200pioid%20coverage%2ocriteria%2C%2o0effec
tive%20August%2021%2C%202017.pdf (accessed September 28, 2018).

192 South Dakota Department of Social Services, South Dakota Medicaid, Opioid Prescription Changes, May 3, 2018,
http://sdaho.org/wp-content/uploads/2018/05/0pioid-Prescription-Changes.pdf (accessed September 28, 2018).

193 Texas Medicaid & Health Partnership, Texas HHS to Limit Daily Morphine Equivalent Dose for Medicaid FFS Clients
Beginning Jan. 9, 2018, January 4, 2018, http://www.tmhp.com/News_Items/2018/01-Jan/1-4-
18%20Texas%20HHS%20t0%20Limit%20Daily%20Morphine%20Equivalent%20Dose%20for%20Medicaid%20FFS%20Clie
nts-%20Jan.%209,%202018.pdf (accessed September 28, 2018).
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Tennessee and Colorado Medicaid programs implemented maximum dose limits on
opioids of 200 MME and 250 MME respectively, and Maine’s state Medicaid program has a

100 MME maximum dose in line with its law on opioid prescribing.

At the time of writing, Human Rights Watch had not received a response to questions
about these policies from the Oregon Health Authority or Molina Insurance, a Texas

Medicaid provider.

Department of Veterans Affairs

The Department of Veterans Affairs is another government institution that has aggressively
pursued reductions in opioid prescribing and adopted inflexible restrictions on high dose
prescribing. The VA was widely criticized in the media when it was revealed that opiate
prescriptions had surged by 270 percent from 2000 to 2012.294 The VA announced an
Opioid Safety initiative in 2012, meant to provide clinicians with more resources on how to
treat chronic pain by using nonopioid therapies. The VA announced that it had successfully
reduced opioid prescriptions by 41 percent between 2012 and 2017.195 In 2017, the VA

published new guidelines for practitioners.

The VA guidelines claim they are not defining a specific standard of care for VA facilities,
but they strongly recommend against the use of long-term opioids for chronic pain and
strongly recommend against doses over go morphine milligram equivalents. The VA
guidelines overall have a strong emphasis on tapering: unlike the CDC Guideline, which
encourages tapers primarily when they are initiated by the patient, the VA encourages
tapering whenever the clinician believes risks outweigh benefits. It also states that
providers should not refrain from tapering if a patient threatens suicide: “continuing LOT
(long-term opioids) to ‘prevent suicide’ in someone with chronic pain is not
recommended.”¢ While the VA stated that “the CDC guideline did not form the basis of

194 “VA’s Opiate Overload Feeds Veterans’ Addiction, Leading to Overdose Deaths,” PBS, October 3, 2018,
https://www.pbs.org/newshour/nation/vas-opiate-overload-feeds-veterans-addictions-leading-to-overdose-deaths
(accessed September 28, 2018).

195 U.S. Department of Veteran Affairs, “VA Becomes First Hospital System to Release Opioid Prescribing Rates,” January 11,
2018, https://www.va.gov/opa/pressrel/pressrelease.cfm?id=3997 (accessed September 28, 2018).

196 .S, Department of Veteran Affairs, “VA/DoD Clinical Practical Guideline for Opioid Therapy for Chronic Pain,” February
2017, https://www.healthquality.va.gov/guidelines/Pain/cot/VADoDOTCPGo22717.pdf (accessed September 28, 2018).
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the deliberations on the strength or the direction of these recommendations,” it said it was

aware of the CDC guidelines and had come to many similar conclusions.7

Stories in the media suggest that in some cases, rapid and unsupported tapers at VA

facilities have resulted in suicide and overdose.198

CDC’s Thinking on Using the Guideline

Itis unclear to what extent the CDC Guideline itself has encouraged reductions in
prescribing. Reductions in high-dose prescriptions have accelerated since implementation
of the Guideline: the number of high-dose prescriptions decreased by 3.56 percent per
month between January 2012 and March 2016, and by 8 percent per month after March
2016, when the Guideline was passed.®?1t is also unclear what influence the Guideline has
had on overdose deaths: while overdose deaths have been declining for the first six
months of 2018, many public health experts attribute this to a combination of factors that
may include reduced prescribing, but also include greater treatment availability,
particularly in states that prioritized access to medication-assisted treatment and to

Naloxone, an overdose-reversing drug.ze°

Despite these unknowns, the CDC Guideline serves the legitimate aim of encouraging an
approach to patient care that balances the risks of opioids with the individual needs of
chronic pain patients. It seeks to help a physician screen for risks and gives vital guidance

on how to begin and terminate opioid therapy.

However, when providers reduce patient dose without patient consent, or when insurance
policies and state laws set maximum dose threshold that provide no exceptions or

mandate involuntary tapering, they are misinterpreting the CDC Guideline. The Guideline

197 Ibid.

198 Mark Brunswick, “Cut Off: Veterans Struggle to Live with VA’s New Painkiller Policy,” The Star Tribune, July 12, 2015,
http://www.startribune.com/cut-off-veterans-struggle-to-live-with-va-s-new-painkiller-policy/311225761/ (accessed
September 28, 2018).

199 Amy Bohnert, Gery Guy, and Jan Losby, “Opioid Prescribing in the United States Before and After the Centers for Disease
Control and Prevention’s 2016 Opioid Guideline,” Annals of Internal Medicine, 18 September 2018, 169 (6), doi:
10.7326/M18-1243.

200 Ricardo Alonso-Zaldivar and Carla Johnson, “US Health Chief Says Overdose Deaths Beginning to Level Off,” The
Associated Press, October 23, 2018, https://www.apnews.com/2bf839f545cazed98637c1a44ef854ec (accessed Nov. 15,
2018).
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sought to assist primary care providers in offering safe and effective treatment for patients
with chronic pain, to improve communication between providers and patients, and to

decrease adverse outcomes associated with long-term opioid therapy.

The Guideline does caution against the prescribing of high doses of opioids, but it
explicitly allows for healthcare provider discretion to make clinical decisions that they feel
are appropriate for an individual patient. It recognizes that some patients may warrant
treatment with opioids, even at high doses. The Guideline itself encourages providers to
work with patients on tapering, but does not explicitly state that involuntary tapers are
unsafe. In a response to Human Rights Watch about how the Guideline has been used by
physicians or mandated by insurance policies and some state laws, the CDC more

explicitly stated its position on involuntary tapering of patients:

CDC does not recommend that physicians taper opioids for chronic pain
without patient consent.... The Guideline does not support involuntary
tapering. Obtaining patient buy-in before tapering is critical to successful

dose reduction.

[The Guideline] is not intended to take away physician discretion and
decision-making. The Guideline is designed to help physicians assess how
to safely maintain or discontinue opioid use in patients who are currently
on an opioid treatment plan or start opioids safely if necessary. CDC
encourages physicians to continue to use their clinical judgment and base
their treatment on what they know about their patients, including the use of

opioids if they are determined to be the best course of treatment.2°

Poor Data: An Impediment to an Effective Response to the Overdose Crisis

The dominant narrative today is that prescription opioids are still driving overdose death
rates, and public officials frequently make wild — and entirely unfounded — claims in this

regard. President Donald Trump has claimed that people walk into a hospital and come out

201 etter from the National Center for Injury Prevention and Control, Centers for Disease Control and Prevention, to Human
Rights Watch, August 28, 2018.
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addicted a day later.202 Attorney General Jeff Sessions has stated that 8o percent of heroin
addiction starts with prescription drugs.2°3One public advertisement campaign by the

Philadelphia Department of Health described prescription pills as “heroin in pill form.”204

Statements like these have a negative impact on chronic pain patients who rely on these
medications: patients told us that they feel stigmatized by friends, family, and colleagues;
they avoid speaking about their conditions and their treatment publicly for fear of being
stigmatized as drug seekers; and they encounter embarrassment at the pharmacy, where

they are often questioned about their need for these medications in front of others.

This is particularly problematic given that the extent to which opioid prescriptions for
chronic pain contributed to the overdose epidemic is in dispute. At present, the data
available about this have numerous flaws and limitations that make it difficult for
policymakers, public officials, and the media to fully understand how much of the
overdose crisis is linked to prescribing to chronic pain patients. In order to avoid further
stigmatizing and harming chronic pain patients, the federal government should work to

collect and publish more comprehensive data on the overdose crisis.

For example, while current government statements and the media often assert that long-
term, high-dose prescription opioids have been the primary driver of overdose deaths, it is
not clear that that is the case: while overdose deaths reached a record 72,000 in 2017,
opioid prescribing began to plateau in the mid-2000s and has declined significantly each
year after 2012. In particular, high dose prescribing, defined by the CDC as prescriptions
for more than 9o morphine equivalents per day, has dropped 48.6 percent from 2006 to
2016.25The graphs below show reductions both in the dosage per prescription and in

numbers of high dose prescriptions between 2006 and 2016. Data from earlier years are

202 The White House, “Remarks by President Trump at the White House Opioids Summit,” March 1, 2018,
https://www.whitehouse.gov/briefings-statements/remarks-president-trump-white-house-opioids-summit/ (accessed
September 28, 2018).

203 .S. Department of Justice, “Attorney General Sessions Announces Opioid Fraud and Abuse Detection Unit,” August 2,
2017, https://www.justice.gov/opa/pr/attorney-general-sessions-announces-opioid-fraud-and-abuse-detection-unit
(accessed September 28, 2018).

204 Joel Wolfram, “Philly Ad Campaign Calls Prescription Painkillers ‘Heroin in Pill Form,”” The Why, All Things Considered,
March 4, 2018, https://whyy.org/articles/philly-ad-campaign-calls-prescription-painkillers-heroin-pill-form/ (accessed Sept.
15, 2018).

205 Centers for Disease Control, Annual Surveillance Report of Drug-Related Risks and Outcomes, United States, 2017, August
31, 2017, https://www.cdc.gov/drugoverdose/pdf/pubs/2017-cdc-drug-surveillance-report.pdf (accessed September 28,
2016).

“NOT ALLOWED TO BE COMPASSIONATE” 72



not publicly available and CDC did not respond to requests from Human Rights Watch for
data from previous years. As noted in the background section above, overdose deaths
have continued to rise, largely due to increase in deaths due to fentanyl and heroin,

despite declines in high-dose prescribing and in opioid prescribing more generally.

Graph 3.
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Graph 4.
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To truly understand the role of prescription opioids in the overdose crisis, it is critical to

know at least the following about each individual overdose death (or averted death):

e What substances were involved? Many overdose deaths are attributed to opioid
analgesics even though multiple other substances are involved, and it can be
difficult to determine which one actually caused a person’s death. In New
Hampshire, for example, of the 32 overdose deaths involving an oxycodone
prescription, 72 percent of those deaths included alcohol, benzodiazepine, or
other drugs.ze¢In a study of one county, the average number of drugs involved in an
overdose death was six.2°7 This phenomenon is called “polypharmacy,” and the
extent to which it is prevalent in the current overdose crisis is detailed in the graph

below. However, data on polypharmacy is not consistently collected or adequately

206 Michael Schatman and Stephen Ziegler, “Pain Management, Prescription Opioid Mortality, and the CDC: Is the Devil in

the Data?” Journal of Pain Research, 20 Oct. 2017, Vol. 10, doi:

:10.2147/)PR.S153322.”

207 Haylea Hannabh et al., “Using Local Toxicology Data for Drug Overdose Mortality Surveillance,” Online Journal of Public
Health Informatics, May 2017, doi: 10.5210/0jphi.v9i1.7733.
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analyzed. Indeed, data collection standards are widely inconsistent across states.
As recently as January 2017, some states had huge numbers of overdose deaths in
which no drug was specified at all: Louisiana specified the drug in only 53 percent

of cases, Pennsylvania 54 percent, Montana and Alabama 58 percent.z08

Graph s.
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e |Ifan opioid was involved, was it a prescription opioid or a street drug? Many data
sets on overdose deaths do not differentiate between prescription opioids and
street opioids, making it impossible to analyze the extent to which either one
contributes to the overdose crisis. Moreover, some opioids, such as fentanyl, exist
both as pharmaceutical products and as illegal substances. It can be hard to tell
whether the substance found in someone’s body was legally orillegally produced.

208 National Center for Health Statistics, Provisional Drug Overdose Death Counts, 2018,
https://www.cdc.gov/nchs/nvss/vsrr/drug-overdose-data.htm (accessed Sept. 15, 2018).
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This ambiguity can lead to significant errors. For example, in 2018, four CDC
officials published an article stating that because a large number of fentanyl
deaths were incorrectly attributed to pharmaceutical opioids, the official estimate

of deaths due to prescription painkillers might be inflated by as much as 15,000.209

e |Ifa prescription opioid was involved, was it prescribed to the individual
experiencing the overdose or not? Prescription opioids are frequently diverted from
legal channels to the black market or stolen from friends or relatives. Yet there is

significant confusion in much of the available data around this question.

o |fastreet drugwas involved, did the individual experiencing the overdose have a
prescription for an opioid in the past? In 2016, Massachusetts cross-referenced
overdose death data with an individuals’ history in the state’s prescription drug
monitoring database, finding that a small minority of people who died from an
overdose had a prescription at the time of their death but a much larger portion
had a prescription for opioids at some point between 2011 and 2014.2* Cross-
referencing databases in this manner more often would give federal agencies a
better understanding of the interaction between prescribing and overdose deaths:
whether the person who has died of an overdose death received a prescription at
some point (rather than using diverted pain pills on the illicit market), whether that
prescription was for chronic pain or acute pain, a high dose or a low dose, long-
term or short-term, whether the physician prescribing had screened for addiction
risks. Without cross-referencing such databases, it is difficult to understand the
dynamic between prescription drugs and overdose deaths: we can only surmise a
correlation, rather than a useful causation that would facilitate a more effective
policy response. This kind of data analysis could be conducted in most states, as
all states but one now have a prescription drug monitoring program. So far few

have done so although some other states are now conducting similar studies.2x

209 pyja Seth, Rose Rudd, Rita Noonan, Tamara Haegerich, “Quantifying the Epidemic of Prescription Opioid Overdose
Deaths,” American Journal of Public Health, April 2018, (108:4), doi: 10.2105/AJPH.2017.304265.

210 Massachusetts Department of Heatlh, “An Assessment of Opioid-Related Deaths in Massachusetts (2013-2014),” Sept.
2016, https://www.mass.gov/files/documents/2016/09/pg/chapter-55-report.pdf (accessed Sept. 15, 2018).

211 Brianna Ehley, “The Immigrant Doctor Who’s Solving West Virginia’s Opioid Crisis,” May 2, 2018,
https://www.politico.com/magazine/story/2018/05/02/west-virginia-opioids-immigrant-doctor-solution-218118 (accessed
September 28, 2018).
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e |faprescribed opioid was involved, was it prescribed for acute pain, chronic pain,
cancer pain or for palliative care? Prescription opioids are used for a variety of
medical conditions: acute pain, chronic pain, post-operative pain, cancer pain, and
at the end of life. We know that a large percentage of the overall volume is
prescribed to chronic pain patients.222But few studies have examined the risks of
developing a substance use disorder associated with prescribing for these
different kinds of pain, even though this is obviously critical to mounting an
effective response to the overdose crisis. This kind of analysis should be possible:
for example, the 2016 report from Massachusetts could have included analysis of
the types of prescriptions patients had received in the years leading up to their
deaths.

If government officials do not understand to what extent prescription opioids are driving
overdose deaths, its policies may not be effective in addressing the crisis. The federal and
state governments should identify, based on the above, what gaps exist in data collection,
what new data should be collected, and what analyses should be carried out using
existing data to better understand how prescription opioids contribute to the overdose
crisis. In doing so, the government will also avoid unnecessarily stigmatizing chronic pain
patients, who say they are often seen as “drug seekers” and who feel they have been

blamed for the overdose crisis.

212 According to Jeffery Moore “Trends in Opioid Use” (cited previously), long-term prescriptions account for the majority of
opioids prescribed by total MME: in the commercial population, only three percent of commercial insured individuals were
on chronic opioids and yet they accounted for 62 percent of the total volume; seven percent on chronic opioids accounted for
70% of total volume among aged Medicare beneficiaries; and 14 percent on chronic opioids accounted for 89 percent of total
volume among disabled Medicare beneficiaries.
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The Human Rights Analysis

The Right to Health

Heath is a fundamental human right enshrined in numerous international human rights
documents. The International Covenant on Economic, Social and Cultural Rights (ICESCR),
which the United States has signed but not ratified, specifies that everyone has a right “to
the enjoyment of the highest attainable standard of physical and mental health.” Because
itis not a state party, the US is not bound by the ICESCR, but the convention remains a
useful and authoritative guide to the steps all governments should take to protect and
realize the right to health. Its implementation is subject to progressive realization, with
countries obliged to implement it according to the “maximum available resources.”23The
Committee that oversees the ICESR has stated that there are nonetheless several
“minimum core obligations” that all countries must uphold regardless of their economic
situation, including non-discriminatory access to health facilities and services; access to
food, shelter, sanitation, water, and to essential medicines (as defined by the World

Health Organization); and an equitable public health strategy.z4

Under the ICESCR framework, the right to health has been explicitly extended to palliative
and end of life pain management: discussing the rights of older people, the Committee has
stated that states provide “attention and care for chronically and terminally ill persons,
sparing them avoidable pain and enabling them to die with dignity.”2sThe UN Special
Rapporteurs on Health and Torture have also argued that “the failure to ensure access to
controlled medicines for the relief of pain and suffering threatens fundamental rights to
health and to protection against cruel inhuman and degrading treatment.”22¢ The Special

Rapporteur has specified that, in his expert opinion, “the de facto denial of access to pain

213 |nternational Covenant on Economic, Social, and Cultural Rights (ICESCR), adopted December 16, 1966, G.A. Res. 2200A
(XXI), 21 U.N. GAOR Supp. (No. 16) at 49, U.N. Doc. A/6316 (1966), 993 U.N.T.S. 3, entered into force January 3, 1976.

214 Committee on Economic, Social and Cultural Rights, General Comment 14, The right to the highest attainable standard of
health. 2000. Article 12. UN Doc. E/C.12/2000/4 (2000///).

215 |bid.

215 paula Avila, “Juan E. Mendez, the UN’s Special Rapporteur on Torture, and Other Cruel, Inhuman, and Degrading
Punishment Reports on Torture and Health-care Settings: The Case of Palliative Care,” O’Neill Institute: Georgetown Law,
March 20, 2013, http://oneill.law.georgetown.edu/juan-e-mendez-the-uns-special-rapporteur-on-torture-and-other-cruel-
inhuman-and-degrading-punishment-reports-on-torture-and-health-care-settings-the-case-of-palliative-care/ (accessed
Sept. 15, 2018).
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relief, if it causes severe pain and suffering, constitutes cruel, inhuman or degrading

treatment or punishment.2v

The Right to Health and Chronic Non-Cancer Pain Management

While a significant body of literature explores the right of palliative care patients to access
pain management and government obligations flowing from that right have been described
in detail, the same is not the case for chronic non-cancer pain. In fact, several factors make
it more complicated to determine precise government obligations with respect to pain
management for such patients. First, the World Health Organization has not issued
detailed clinical guidelines for chronic non-cancer pain management in adults, unlike with
cancer pain management, meaning that there is no internationally agreed standard of care.
Moreover, chronic pain is in fact a cluster of different conditions with widely varying
diagnoses that require different treatment approaches, and there remains much
uncertainty and debate about the most effective treatments. While opioid analgesics are
the cornerstone of cancer pain management, these medications do not play a central role
in chronic pain management and are, indeed, controversial. The available evidence
suggests that effective treatment of chronic pain requires a multidisciplinary approach,
using pharmacological and nonpharmacological tools that are not included in the WHO’s

essential medicines list.

Nonetheless, the right to health clearly applies to chronic non-cancer pain patients, as
does the prohibition of torture, cruel or degrading treatment or punishment, and some of
the same broad principles that apply to pain management for palliative care patients apply
to chronic non-cancer pain patients. Under the ICESCR’s right to health framework, state
parties have an obligation to “respect, protect, and fulfil” the right of chronic non-cancer
pain patients to appropriate pain management and to ensure that health services are
available and accessible, and that there is “equal and timely access to basic preventive,
curative, rehabilitative health services and health education.” As pertains to chronic pain,

this includes an obligation to:

217 Human Rights Council, Report of the Special Rapporteur on torture and other cruel, inhuman or degrading treatment or
punishment, Manfred Nowak, A/HRC/10/44, January 14, 2009,
http://wwwz2.ohchr.org/english/bodies/hrcouncil/docs/10session/A.HRC.10.44AEV.pdf (accessed October 1, 2018) para. 72
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e Develop and implement a strategy that responds to this health need. The
Committee on Economic and Social Rights has held that governments must adopt
and implement a national public health strategy addressing the health concerns of

the “whole population.”

e Ensure availability and accessibility to all patients who need medications that are
included on the WHO’s essential medicines list, including NSAIDS, muscle
relaxants, antidepressants and opioid analgesics — all of which can be effective in

treating chronic noncancer pain.

e Ensure that health care providers receive adequate training in the management of

chronic non-cancer pain.

e Refrain from arbitrarily interfering with the provision of medical care to chronic non-
cancer pain patients, including the non-consensual cessation of pain medicine

(involuntary tapering).

While low income countries may face challenges making complex, multidisciplinary
treatments widely accessible to chronic pain patients, the United States has the available
resources to create and implement a comprehensive strategy to ensure accessibility of
services for the management of chronic non-cancer pain and appropriate education for

health care providers.

Itis important to note that the obligation to ensure access to chronic pain management
does not imply a right to opioid medications. It does mean that chronic pain patients who
have a medical need for them should be able to access them and that physicians should

be able to prescribe them based on their clinical judgment.

National Law

US law mandates that insurance plans provide accessibility for certain key medications
and services. The Affordable Care Act mandated coverage for prescription drugs, mental
health services, as well as “rehabilitative and habilitative services and devices (services

and devices to help people with injuries, disabilities, or chronic conditions gain or recover
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mental and physical skills).”28 It is clear many of the modalities that have been proven
effective in treating chronic pain would fall into these categories. The government has a
mandate to ensure that chronic pain patients receive appropriate prescription drugs and
rehabilitative services as part of government-funded Medicare and Medicaid plans, and it

also has a mandate to regulate private insurance plans to ensure the same.

218 HealthCare.gov, What Marketplace Health Insurance Plans Cover, https://www.healthcare.gov/coverage/what-
marketplace-plans-cover/ (accessed Nov. 10, 2018).
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A Way Forward

In light of the overdose crisis, questions about the efficacy of opioid analgesics in
managing chronic non-cancer pain, and the risks that are associated with their use, the
CDC and other government agencies are right to encourage more caution in the use of
these medications for chronic non-cancer pain. The CDC Guideline proposes an approach
that discourages the use of opioid analgesics as a first resort, encourages the use of
alternative treatments, recommends screening of patients for risks prior to prescribing
these medicines, and seeks to keep — or bring — dosages down when possible. It also
explicitly recognizes that in some cases, opioid analgesics will be needed to keep a
patient’s pain under control, and calls for physician discretion to continue prescribing

them to such patients.

But this report shows that many individuals with chronic pain are being involuntarily
tapered from essential medicines that are vital to their daily functioning, depriving them of
their right to health as well as, in many cases, livelihood, education, and full participation
in society. Health care providers in some cases are even turning away such individuals,
insurance companies and programs are refusing coverage, and state governments are

preventing physicians from using their medical judgement to provide appropriate care.

There are many causes underlying these abuses. One visible cause has been the
misinterpretation and lack of explicit guidance in the 2016 CDC Guideline on Opioid
Prescribing. The Guideline does not endorse a maximum limit on opioid medicines or
involuntary tapering, yet officials have pointed at the Guideline to justify these actions and

to put in place arbitrary restrictions that have resulted in tangible harms.

Federal and state governments have a duty to counter these trends and ensure that
chronic pain patients have access to appropriate health services to alleviate their suffering

and improve their ability to function. Our recommendations fall into four broad categories:
e Limiting the unintended consequences of the response to the overdose crisis for

chronic pain patients;

e Ensuring continuity of care for patients of shuttered pain clinics;
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e Improving availability, accessibility, and affordability of multimodal pain

management, including to non-pharmacological modalities; and

e Improving data collection on the overdose crisis.

The federal government has made some efforts to address inadequate medical care for
chronic pain patients. In particular, the National Pain Strategy, developed on instructions
from the Department of Health and Human Services after a 2011 Institute of Medicine
report revealed major gaps in care for chronic pain patients, attempts to rectify some of
these issues.22This plan has a number of objectives: it seeks to increase scientific
knowledge about chronic pain and pain-related conditions; broaden support for treating
chronic pain as a biopsychosocial condition that requires interdisciplinary care; find ways
to prevent the onset of chronic pain or injuries that lead to it; enhance payment incentives
forinsurance companies to cover interdisciplinary care; remove other barriers that lead to
disparities in care; minimize the stigmatization of chronic pain patients; and to better
educate and train medical professionals about chronic pain. The strategy, the first ever by
the federal government, is an important step and should be fully implemented. To date,
however, implementation has focused primarily on research rather than removing barriers
to pain management for current chronic pain patients. Funding for the strategy’s
implementation to date has come from existing budgets of participating government
agencies, which means that resources have been insufficient and uncertain. As noted
above, the strategy does not address the situation of chronic pain patients who already are

on opioid analgesics, a significant omission given the findings of this report.

Limit the Unintended Consequences for Chronic Pain Patients

Any response to a public health crisis may result in unintended, harmful consequences.
Governments have a responsibility to limit such consequences and to mitigate negative
impacts as much as is possible. As this report documents, there have been unintended
consequences of efforts to reduce opioid prescribing for chronic pain patients as a result
of, among other things, the inappropriate implementation of the CDC Guideline. The CDC,
the Department of Health and Human Services, and other federal and state government

agencies should play a leading role in countering these negative impacts. In particular,

219 National Pain Strategy, 2016.
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Human Rights Watch recommends that the Department of Health and Human Services and
the CDC:

e Revise the 2016 Guideline for Prescribing Opioids for Chronic Pain to explicitly
state that patients should not be involuntarily tapered off opioid medication, and
that while higher-dose opioids carry increased overdose risk, there is no maximum

dose and some patients may warrant high doses.

e Work with other relevant federal and state government agencies, state medical
boards, and professional and civil society groups to ensure that clinicians,
including those caring for patients on high doses of opioids, can implement the
Guideline’s recommendations without having to fear disruptive legal scrutiny,

arbitrary limits, or administrative barriers.

o Work together with the Centers for Medicare and Medicaid Services, the
Department of Veterans Affairs, individual states, and private insurance providers
to identify and address limits or administrative practices that arbitrarily interfere
with the ability of chronic pain patients who need opioid analgesics to access

them.

e Develop a system of metrics that measures not just crude reductions in opioid
prescribing to chronic pain patients, but also the quality of life, potential adverse

consequences, and retention in health services of such patients.

e Develop additional guidance to healthcare workers on procedures to safely reduce

the dosage of chronic pain patients on opioids.

e Conduct or commission research on the consequences of involuntary tapering
among chronic pain patients, including of reports of suicide, and do so in a manner
that is open and available for review by the medical community and people whose

lives are being affected.
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Ensure Continuity of Care for Chronic Pain Patients

When government agencies close down a pain clinic, dozens, hundreds, or even
thousands of chronic pain patients may abruptly lose care and have nowhere to go. This
can have serious consequences, including self-medication, illicit drug use or suicidal
ideation and behavior. In such cases, the government should take steps to ensure

patients’ continuity of care:

e State governments and medical stakeholders should make a coordinated effort to
ensure that patients are assisted in transferring to another provider or clinic and

are not abruptly cut off their medications.

e State Departments of Health should assist patients affected by clinic closures in
finding new providers, and should also refer them to mental health services or
opioid substitution therapy if needed. The State Department of Health should help
patients answer questions and develop educational materials for patients

terminated from care.

Expand Availability, Accessibility, and Affordability for All Treatment Options
for Chronic Pain Patients

The 2016 CDC Guideline recommends that healthcare workers use, when possible, non-
opioid treatments in managing chronic pain. However, clinicians and chronic pain patients

repeatedly told us that many of those modalities are unavailable or unaffordable.

e The Department of Health and Human Services, the Centers for Medicare and
Medicaid Services, the Department of Labor, and state insurance commissioners
should use their regulatory authority to ensure that public and private insurance
plans cover a wide range of treatment modalities for chronic pain, including non-
pharmacological interventions such as massage therapy, acupuncture, and mental

health services.

e Although the evidence base for chronic pain treatments, including non-

pharmacological interventions, is growing, the National Institutes of Health, CDC,
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and other relevant federal and state agencies should fund and encourage more

research into the effectiveness of different modalities for different types of pain.

Improve Quality of Data Available for Analysis in Tackling the Opioid
Overdose Crisis

In order to effectively address the opioid overdose crisis, federal and state governments
need high-quality data that allows for as full an understanding as is possible of the causes
of the crisis as well as steps to counter it. Better data will help clarify the role prescription
opioids play in overdose deaths. The flaws in the existing data are detailed at length
above. We recommend that the following steps be taken to improve the quality of the data

collected:

e Standardize, as much as is possible, reporting of overdose death data across
states, and work to include relevant information about substances involved,
polypharmacy, and whether the substances included prescription or street opioids

in reports;

e C(Clarify the extent to which prescription fentanyl versus illicit fentanyl contribute to

overdose rates; and

e (Cross-reference overdose death data with prescription monitoring data and other
statistics to obtain detailed information about what percentage of opioid deaths
involve recently prescribed opioids, and what percentage involve such opioids in
the absence of heroin, fentanyl, or otherillicit drugs and alcohol. While some
states have performed such analyses, there is no such existing federal data.
Furthermore, given that cutbacks in opioid prescribing have clearly affected long-
term, high-dose patients, any investigation should explore what the original
medical purpose of a given prescription was: whether it was meant to treat acute or

post-operative pain or chronic pain.
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Annex I: DEA Response

:‘W"g U. 8, Department of Justice
H Drug Enforcement Administration
b, ,v} 8701 Momrissette Drive

Springfield, Virginia 22152

wwnw.dea, gov

SEP 14 2018

Lawra Mills

Resezrcher, Health & Human Righrs
Human Rights Watch

350 Fifth Avenue, 34th Floor

Mew York, hew York 10118-4700

Dear Ms. Whils,

Thank you for your letter dated Anpnst 28, 2018, requesting informartion on the Drog
Enforcement Administration’s (DEA) enforcement actions on the inappropriate preacribing of
opioids. We appreciate the opportunity to provide input on the report you reference in your reguest
below. As you know, the Controlled Substances Act (CEA) and its implementing repulations
established a closed svstem of distribution with built-in checks and balances to ensure the
appropriate use of controlled substances and to maintain the integrity of the system through an
aceountshility process. One of the most important principles underlying the CSA, and its
mplementing regulations, is that to be valid, every preserption for 4 controlled substance must be
issued for a legitmate medical purpuse by an individual proctitioner who is scting in the usual
course of his ar her profeasional practice. Uhfied Stares v, Woore, 423 TLS. 122 (1975) and
21 C.F.R. § 1306.04(a). There are currently over 1.67 million DEA-registered practitioners who gan
preseribe controlled substances for their patients.

Federal regulations do not define the term legitimate medical purpose nor do they set forth the
standurds of medieal practice. It is up to cach DEA-registered practitioner to treat a paticnt
acuording e his or her professional medical judgment in sceordunce with g standard of medical
practice that is generally recognized and accepted in the United States, Therefore, as long as
practitioners are issuing a preseription for o control substoncs for a legitimate medical purpose and
they are zcting in the usual course of professional practice, they wre acling within the law, This is
thee prescribing practitioner’s primary responsibility under Federal and State Taw and regulations,

DEA only investigates and takes appropriate action against practitioners who are not fulfilling
their responsibilities iunder the C3A, DEA has consistently emphasized and supported the
preseriptive suthority of an individus] practitioner under the CSA to administer, dispense, and
prescribe controlled substances for the legitimate treatment of pain within acceptable medical
standards as outlined in the DEA’s policy statement published in the Federal Register (FR) on
September 6, 2006, titled, “Dispensing Controlled Substances for the Treatment of Pain” See
71 FR 52716, A copy is cnelosed for your convenicnee,

Although DEA is the agency responsible for admimstering the CSA, DEA does not act as the
foderal equivalent of a state medical board overseeing the general practice of medicine and lacks the
authority to issue guidelines that constitute advice relating to the general practice of medicine,
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Laura Mills Page 2

These state medical boards regulate the practice of medicine, dentistry, nursing, physician assistants,
and veterinary medicine. It should be noted that states are permitied to impose legal requirements
beyond what federal law end regulations require,

You also requested answers to some questions which the DEA is not able to publicly provide. 1f
vou wish, vou may attempt to obtain this data through a FOLA request. Some information that may
be of interest to you can be viewed at our web site (www.DEADiversion.usdoj.gov) at the following
link:

https://www.DEAdiversion.usdoj. gov/crim_admin_actions/index. html

I trust this letter adequately addresses your inquiry. For information regarding the DEA
Diversion Control Division, please visit www.DEAdiversion.usdoj.gov. If you have any additional
questions on this issue, please contact the Diversion Control Division Liaison Section, Chief James
Arnold at (202) 353-14]14.

Sincerely,

T

Keith Brown
Deputy Assistant Administrator
Diversion Control Division

Enclosure
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Annex Ill: CDC Response

;3 -/ US. DEPARTMENT OF HEALTH AND HUMAN SERVICES Pubdic Healln Service

Centers for Disease Control
and Prevention (GOG)
Allanta GA 30333

Angnst 28 2018

Ms. Laura Mills

Researcher, Health & Human Rights
Human Rights Watch

350 Fifth Avenne. 34 floor

New York NY 101183200

Dear Mz Mills:

Thank you for your letter to the Director of the National Center for Injury Prevention and
Centrol at the Centers for Disease Control and Prevention (CDC) regarding the prescribing of
opioid analgesics and chronic pain. We believe that patients with chronic pain deserve safe and
effective pain management. Given the opioid overdose eprdemic m the country today. our focns
15 on addressing the needs of patients living with pain while also reducing the risk of opioid nse
disorder and overdose.

CDC offers health systems and providers tools, recommendations, and guidance for decision-
makng based on endence. As you know, the CDC Guideline for Prescribing Opioids for
Chrgnic Fain (Gudeline) provides recommendations sbout the appropriate prescribing of
prescription opioids and other treatment options to improve pamn management and patient safety.

At CDC’s National Center for Injury Prevention and Control (NCIPC), patient safety is our top
concermn and the driving factor behind the development of the Guideline. We apree that it is
important that patients receive appropriate pain treatment. and that the benefits and risks of
treatment options are carefully considered. The Guideline provides gnidance on how to do this,
and nmltiple recommendations stress providers working in consultation with their patients to
address chronic pain The Guideline encourages physicians to continne using their clinical
judzment and base treatment on what they Imow about their patients.

In your letter, you presented several questions regarding the Guideline. These questions are
answered in the followmg pages.
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1. The CDC guidelines state that “extensive evidence suggests some benefits of
nonpharmacologic and nonopicsid pharmacologic mreatments compared with long-term
opioid therapy, with less harm.” Can you confirm which medical literature informed
this conclusion?

CDC conducted an extensive review of over 130 of the most relevant and recent scientific
studies on the effectiveness and nisks of opioids and other pain treatments. This review built on
an earlier review conducted by Apency for Healthcare Research and Cuatity (AHRQ). This body
of evidence suggests that nonopicid treatments, including nonopioid medications and
nonpharmacological therapies, can provide relief to those suffering from chronic pain—and are
safer. This evidence is summanzed in the fiull pnadeline

(https-/www cde povimmwr/vohimes/'65/m'm6501 el htm) and the accompanying online
evidence reviews ((http://stacks ede goviview/cdc/38026 and

hitp/stacks cde goviview/cdc/38027).

CDC’'s clinical evidence review identified studies examinimg the effectiveness of long-term
opioid therapy and oprotd-related harms, such as opioid use disorder and overdose. The review
could not identify any studies that examined the effectiveness of long-term opioid therapy for
chronic pain with outcomes extending at least 1 year. Most effectiveness trials were 6 weeks in
duration or less. These findings supplement a previous review (American Pain Sociefy-American
Academy of Fain Medicine Opioids Guideline Panel. Guideline for the use of chronic opioid
therapy in chrenic noncancer pain: Evidence review. 2009.) that showed opicids are moderately
effectrve for pain relief in the short term. with small benefits for finctional cutcomes, and a high
percentage of patients discontimming opioids because of lack of effectiveness and adverse events.
Importantly. in the chnical review conducted for the CDC puideline, several studies ighhighted
the potential harms of optowds. For example, 11 studies examined abuse. addiction. and related
outcomes. showing a range of rates of opioid abuse or dependence diagnoses. In primary care
seftings, prevalence of opioid dependence (using DEM-IV criteria) ranged from 3% to 26%. Two
studies in the clinical review emphasized how higher opioid doses are associated with increased
nisk for overdose. Additional studies investigating the benefits and harms of opicid therapy were
identified in the contextual evidence review of epidemiology research These stdies also
indicated that opioid-related overdose is dose-dependent. with higher opioid dosages associated
with mereased overdose nisk.

CDC’s contextnal evidence review also identified studies on the effectiveness of
nonpharmacologic therapies and nonopioid medications (from 19 sources), and existing
guidelines that emphasize thewr preferred use. Nonpharmacologic therapies and nonopicid
medications were found to be effective for managing chronic pain in studies ranging in duration
from 2 weeks to 6 months. Nonpharmacologic therapies and nonepioid medications were
recomumended as first line options in previous gnidelines for chronic pain conditions. Some of
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these therapies are associated with specific risks. but are generally not associated with drug
dependence. and numbers of fatal overdoses associated with the nonopioid medications studied
are a fraction of those associated with opioids.

In sum, the guideline recommendations were based on evidence reviews which found that no
evidence shows a long-term benefit of opicids. extensive evidence shows the possible harms of
opioids (including opicid use disorder and overdose), and extensive evidence suggests benefits
of nonpharmacologic therapies and nonopioid medications, with less harm

Note that results from research published after the CDC Guideline was published are consistent
with those cited in owr evidence reviews. The first long-term (12 months) randomized trial of
opioid vs. non-opioid medications for chronic pain found pain intensity significantly reduced
with non-opicids compared with opicids. while adverse effects were more common with opioids.
(Erebs EE, Gravely A Nugent 5 et al Effect of Opicdd vs Nenopioid Medications on Pain-
Related Function in Patients with Chronic Back Pain or Hip or Enee Osteoarthritis Pain: The
PACE Fandomized Climical Trial JAMA 2018 Mar 6;319(9):872-882. doi:

10.1001/jama 2018 0899)

2. The CDC guidelines recommend that physicians avoid treating patients with doses
higher than 90 Morphine Milligram Equivalents (MME). Several stadies have indicated
that while overdose risk does increase with a higher dose, there is no set threshold at
which this risk increases. Why has the CDC selected 90 MME as the threshold dose?

CDC recommends re-assessing opioid treatment before mcreasing dosage to 50 MME 'day or
greater and avoiding or carefully justifiing opioid titration to 90 MME/day or greater. These
recommendations are intended to be used for initiating patients on opioids. These dosage
thresholds for increased cantion were determined based on the most recent scientific evidence
regarding the association between opictd dosage and overdose nisk. This evidence is summanzed
in the puideline. The evidence reviews identified studies that examined opioid-related harms,
such as abuse, addiction. and overdose, and their relation to dosage. Opicid overdose nisk
increases in a dose-response manner. Dosages of 5099 MME/day have been found to increase
risks for opioid overdose two-fold to five-fold compared with dosages of 1-19 MME/day.
Diosages =100 MME/day increase risks of overdose up to nine times the risk at 1-19 MME/day.
Among a national sample of veterans with chronic pain receiving opioid treatment and dying of
opioid-related overdose, average prescribed dosage was 98 MME/day (compared with an
average dosage of 48 MME/day among patients not expeniencing fatal overdose), suggesting the
need for caution before dosages approach 100 MME daily. In this study. the nisk of overdose
death for patients receiving %0 or more MME/day was nearly 10 times the risk for patients
receiving 1-20 MME/day.
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3. The CDC guidelines state that physicians should consider tapering patients if “climically
meaningful improvements in pain and function are not sustained™ or if patients show
signs of adverse events. Are there any circumstances in which CDC believes a physician
wonld be justified involuntarily tapering a low-risk and compliant chronic pain patient
whe has improved function and reduced pain?

CDC does not recommend invohintary tapering. Situations in which climeians should consider
wotking with patients to taper and disconfinme opioids inclnde when patients do not expenience
meanmngefnl improvements in both pam and function. treatment goals are not met, opioids are no
longer needed, or if adverse events put a patient at risk Tapening plans may be indmnvidualized
based on patient goals and concerns. More rapid tapers might be needed for patient safety nunder
certain circumstances (e.g., for patients who have experienced an overdose on their coment
dosage). The gnideline emphasizes that providers should offer tapering. and that tapering should
be conducted with patient agreement For patients who chose but are unable to taper. clinieians
may assess for opioid use disorder and offer opioid agonist therapy if criteria are met.

4. The CDC guidelines repeatedly state that elinicians should “work with the patent to
taper opicids to safer dosages.” Does the CDC recommend tapering for patients who do
not show signs of abuse or adverse health effects?

Patients on long-term_ high-dose opioid therapy are exposed to overdose nsk Because of this,
the Guideline recommends that climcians discnss risks with patients, some of whom may not be
aware of evidence from more recent studies about risk of overdose with increasing opioid
dosages. The Guideline includes guidance for clinicians to work with patients to taper or reduce
dosage only when patient harm outweighs patient benefit of opioid therapy. To emphasize the
messages in the puideline. we have a fact sheet on assessing benefits and harms of opicid
therapy. which you can find at:

www.cde gov/dmpgoverdose/pdffassessing benefits_harms of opioid_therapy-a pdf and on
tapering, which you can find at:

hitps-//'www.cdc gov/dmgoverdose/pdf Clinical Pocket Guide Tapering-a pdf

5. Does the CDC recommend that physicians taper chronic pain patients without their
consent, if the patient receives therapeuntic benefits from the medications whereas other
medications or interventions have not shown similar benefits and the patent is
relnctant to titrate down from a given dose?

CDC does not recommend that physicians taper opioids for chronie pain without patient consent.

The doctor-patient relationship is important The Guideline therefore aims to help providers and
patients—together —assess the benefits and risks of opioid use and address potential harms. In
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treating chronic pain, CDC encowrages physicians to continme to use their clinical judgment and
base their treatment on what they know about their patients. mcluding the use of opicids if they
are determined fo be the best conrse of treatment. The Guideline does not support involuntary
tapering. Obtaining patient buy-in before tapering is critical to successfiul dose reduction.

Many providers have not received specific training in pain management. however. Not all
primary care providers, for example, receive extensive academic preparation and training m the
muanced and complex issues of pain management. but must make pain treatment decisions. It is
important that patients receive appropriate pain treatment. and that the benefits and rishs of
treatment options are carefully considered. CDC created user-friendly tools and materials to
make the Guideline easy for patients and providers to understand and use. For more mformation,
visit owr Guideline Resources page

(https-/wanw. ede gov/dmsoverdose/prescribing resonrces. html) to learn about resources that can
help improve communication between providers and patients about the risks and benefits of
opioid therapy for chronic pain.

6. Has the CDC monitored implementation of its guidelines? If so, how?

It 1= important for CDC to continue to research how to prevent opiced wse disorder and overdose
and help inform and improve providers® ability to offer safer, more effective care based on the
best available science. As part of that process, CDC is evaluating the uptake_ utility, and public
health impact of the Guideline and will monitor and assess physician and patient response to the

Specifically, CDC 15 evaluating implementation of the Guideline by providers. health systems.
and insurers. As of April 2018, 46 states implemented activities to improve local prescribing
practices so that they are in alipnment with aspects of the Guideline. Over 1,300 Continning
Education (CE) credits have been eamed from the mteractive online training senes, Apphing
CDC's Guideline for Prescribing Opioids. Over 3,600 CE credits have been eamed from the
Chnician Outreach and Comnmnication Activity webmar senies. More than 12 000 CE credits
were earned duoring the first year of the Medscape’ MMTFR continming education (CE) activity,
CDC Guideline for Prescribing Opioids for Chronic Pain—United States, 2016
(https-/wanar medscape. orgviewarticle /881 589). This includes 6,816 credits for physicians and
5.151 credits for orses. Pharmacists and medical students also eamed CE credits.

At least 35 state Medicaid programs have elected or plan to implement the Guideline’s
reconumendations. Providers have downloaded over 2,200 copies of the poster Safer More
Effective Pain Management. 9 800 copies of the Pocket Guide on Tapening Opioids for Chronic
Pain and 30.000 mstances of the CDC Guideline Mobile App. Findings will be released early
this fall on how opicid prescibing practices in America have chanped since the Guideline
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release. Evaluation of naticnal prescribing data from retail pharmacies shows declining rates of
average dosage, high dosage prescriptions, concurrent benzodiazepine prescriptions, and overall
opioid prescriptions since March 2016. Prescnbers are worang to provide the safest care for
their patients experiencing pain by contimming to change their opioid prescribing practices. This
trend illustrates how the availability of an evidence-based clinical practice gnideline does help
improve the way opioids are being prescribed.

Further, to examine implementation of the Guideline’s recommendations directly in health
systems, CDC is sponsonng a clinical Cality Improvement Initiative to help health systems
integrate recommendations into practice. Within this Initiative. Coordinated Care Plans are
encouraged to focns on safer care for patients already on long-term opioid therapy. These
activities are bemg piloted and evaloated in multiple intervention sites. Findings are forthcommng.

7. Has CDC taken any steps to ensure that its recommendations are not implemented in a
way that may harm patients? If so, how?

CDC has wotked with partners and insurers to conrmmnicate the intent and content of the
Guideline and to ensure that the recommendations are implemented as intended. For example,
CDC worked with CMS to provide content and interpretation of the Guideline’s recommendation
on increasing opioid dosages. CDC emphasized that this recommendation statement applied to
prevention of escalating dosages among patients not already receiving long-term high-dose
opioid therapy, and that different grudance was provided in the Guideline for patients already
recerving high-dose opioid therapy. Consideration of this information 1s recognized in the CMVS
2019 Medicare call letter (hitps:/www.cms gov/Medicare/Health-

PlansMedicare AdvigSpecRateStats Diownloads/Announcement?012 pdf) on pages 246-7. In
another instance. after CDC became aware of cases in which buprenorphine treatment for opioid
nse disorder was denied for insurance coverage based on 3 misinterpretation of dosage guidance
in CDC"s Guideline. CDC developed messages and worked with the American Society of
Addiction Medicine to make it clear that the dosage thresholds for caution were not intended to
apply to medication-assisted treatment for opioid nse disorder (see

https:/www.asam org/docs/'defanlt-source/advocacyiletters-and-comments/ 201 8-1-4-letter-on-
buprenorphine-and-cdes-pnideline-{002). pdf?sfursn=7fal40c? 2 and

hitps-//'www asam org/docs/defanlt-source/public-pobcy-staterments 201 6-statement-on-
morphine-squivalent-units-morpline-millisram-equivalents pdf?sfrrsn=3bcl 77c2 ).

CDC developed a series of rezsources to emphasize the key components of the Guideline, help
improve communication between providers and patients, and improve the safety and
effectiveness of treatment. Resources include clindcal tools (such as a preseribing checklist and
tapering pocket puide), posters, videos, training. and a mobile app. Such resources can assist
with mmplementation of the recommendations in the way in which CDC mtended. CDC has also
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leveraged epporimnities to comnmnicate more broadly about the importance of patient safety in
tapenng and discontmung opicids, such as in a commentary about Changing the Conversation
about Opioid Tapering. This commentary in the Annals of Internal Medicine

(http://annals org/aim/fullarticle 2643843 ‘chanming-conversation-about-opicid-tapering)
emphasized that CDC’s Guideline does not provide support for mvoluntary or precipitons
tapening. and that such practice can be associated with withdrawal symptoms, damage to the
clinician-patient relationship. and patients obtaining opioids from other sources. It also
emphasized that clinicians have a responsibility to carefully manage opicid therapy and not
abandon patients in chronic pain. and that obtaming patient buy-in before tapening is critical.
CDC is also in close connection with state health departments to facilitate implementation of the
Guideline recommendations as intended through its state programs, such as through the
Frevention for States program and the Data Drviven Prevention Initiative

(bttps-/aarw. cde. gov/drugoverdose)/states/index htmi).

8. The guidelines’ recommendations are not binding on physicians who retain the
discretion to make informed clinical decisions about the care for their patients. Is the
CDC aware that in multiple states, its recommendations have been written into law
and'or used by insurers, state medical boards, and other enforcement bodies as a
mandate for physicians? Does the CDC believe that this is appropriate? If not, what
steps has it taken to ensure physicians are not unduly limited in their clinical decision

making?

CDC 1ssued a guideline because clinicians and patients were in need of evidence-based gnidance
to determine when benefits of opioids are likely or unlikely to outweigh their nisks, and to
determine how to ensure safer and more effective use when opioids are peeded. CDC determined
that a guideline, which does not restrict providers” ability to prescribe opicids and enconrages
providers to determine with their patients when benefits of opicids outweigh risks, was the most
appropriate means to provide this commumcation and gnidance. The recommendations in the
Guideline are voluntary rather than prescriptive standards.

9. How many communications (for example by email, letter, fax, or other forms of
address) has the CDC received from chronic pain padents unable to obtain appropriate
medication? What is the CDC's response to such patdents?

Between March 2016 and March 2018, the NCTPC commmnications office received a total of 769
Guideline-related moquiries. This does not incinde inquiries that were received by other sources.
Of the inquiries received by the NCIPC comnmmnications office, 633 included peneral concemns
around the Guideline, the majority from patients and their family members. CDC takes these
concems senously, and believes that patients with chronic pain deserve safe and effective pain
management. Given the optoid epidenuic in the country today. our focus is on addressing the
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needs of patients living with chronic pain while also reducing the nisk of opioid nse diserder and
overdose. It 15 the ulimate goal of the Guideline to ensure people who need opioids have aceess
to them while reducing opicid related deaths. CDC 1s using the best available research we have
today to support providers i relieving patients” pain preventing patients’ suffering and
prolonmng patients” lives.

10. How many comamunications (for example by email, letter, fax, or other forms of
address) has the CDC received from physicians who believe the CDC guidelines have
been a barrier to appropriate opioid prescribing” What is the CIDMC"s response to such
physicians?

As noted in the response to question 9, the NCIPC conmmmications office received a total of 769
Guideline-related incuinies. While most of these were from patients and family members
expressing thewr concerns around the Guideline, CDC does receive periodic commumications
from physicians.

The Guideline is a set of voluntary recommendations intended to guide primary care providers as
they work in consultation with their patients and specialists to address chronic pain Tt is not
intended to take away physician dizcretion and decision-making. The Guideline i designed to
help physicians assess how to safely maintain or discontinue opiocid use in patients who are
currently on an opicid treatment plan or start opicids safely if necessary. CDC encourages
physicians to continme to use thesr clinical judgment and base their treatment on what they lmow
about their patients, including the vse of opioids if they are determined to be the best course of
treatmeat.

11. In a March article in The American Journal of Public Health, fonr CDC officials wrore
that overdose deaths contributable to prescription opioids were likely inflated, due to
inclusion of ssmthetic opivids in that category. Can the CDC state:

a. To what extent do prescription painkillers contribute to the overdose epidemic today”
From 1999 to 2016, more than 200,000 pecple died in the US. from overdoses related to
prescription opicids. Overdose deaths volving prescription opioids were five times higher in
2016 than 1999. More than 40% of all U.S. opicid overdose deaths in 2016 involved a
prescription opicid. with more than 46 pecple dying every day from overdoses involving
prescription opicids. In addition, many overdose deaths related to illicit opioids (heroin and
dlicitly manufactured fentanyl) ccour in pecple whoe were exposed to and struggled with
prescripbion opicids before using illicit opicids. Although the proportion of overdose deaths
directly attributable fo prescription opioids is changing. a majority (67%) of people who enter
treatment for opioid use diserder state that they first struggled with prescription opioids, based
on the most recent data. (See Cicero TJ. Ellis MS. Kasper ZA  Addict Behav. Increased nse of
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heroin as an initiating opioid of sbuse. 2017 Nov-74:63-66. doi- 10.1016/; addbeh 2017.05.030.
Epub 2017 May 23.)

b. Does the CDC have any data as to whether those individuals whose deaths were
attributed to prescription opiocids had a prescription at that time?

CD}C has identified mmitiple studies that have examined the extent to which prescription opioid-
related overdose decedents have had a prescription near the time of their death. For example,

In a study in West Virginia of prescription opioid-involved overdose deaths, a significant
proportion had evidence of a prescnption within 30 days of death (87.5% of methadone
deaths. 62.5% of hydrocodone deaths. 73.7% of oxycodone deaths (Paulozzi et al A
comparison of dug overdose deaths involving methadone and other opioid analgesics i
West Virginia. Addiction 2000:104:1541-1548).

In a study within the Veterans Health Administration. of the 1.136 individuals who died
of a prescription opicid overdose during fiscal years 2004 to 2008 in the population
studied, 752 (66%) were treated with prescription opioids for pain during those same
years (Bohnert et al. Association between opioid prescribing patterns and opioid
overdose-related deaths. JAMA 2011;305:1315-1321).

In a study of prescription opioid overdose decedents in Utah, m the year prior to death
§7.4% were prescribed a pain medication (Johnson et al Unintentional prescription
opioid-related overdose deaths: Description of decedents by next of kin or best contact.
Utah, 2008-2009. Joumal of General Internal Medicine 2013;28:522-520).

In a study of opioid overdose deaths in West Virgima, of 275 deaths involving
prescription opioids, 44.4% had evidence of prescription for all the opioids identified in
their body at the time of death Among those mvolving Schedule IT opicids, 29.1% had
prescoptions dispensed within 30 days of death (Hall et al. Patterns of abuse among
unmtentional phamacentical overdose fatalities. JAMA 2008:300:2613-2620).

From 2013 to 2016 m Tennessee. out of 2,594 people dying of prescription opiotd
overdose, 1.839 (71%0) had a record of at least one opioid prescription in the state of
Tennessee in the vear prior to death. There were a median of 12 opioid prescriptions in
that year for each person who had at least 1 opioid prescription. (Wechuta SJet al.
Sociodemographic factors, prescription history and opioid overdose deaths: a statewide
analysis nsing linked PDMP and mortality data. Dme Alcohol Depend. 2018 Sep
1:190:62-71. doi: 10.1016/j dmgaledep 2018.05.004. Epub 2018 Jun 13.)

12. What evidence does the CDC have that the 2016 gnidelines have contributed to curbing
the opioid epidemic or not?

Findings will be released early this fall on how opicid prescribing practices in America have
changed since the Guideline release. Evaluation of naticnal prescribing data from retail
pharmacies shows declining rates of average dosage, high dosage prescriptions, concurent
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benzodiazepine prescnptions, and overall opioid prescriptions since March 2016. Prescobers are
wotking to provide the safest care for thewr patients expeniencing pain by conftmung to change
their opicid prescribing practices. This trend illustrates how the availability of an evidence-based
clinical practice gnideline does help improve the way opioids are being prescribed.

Thank you, agam, for sharing our inferest in this important public health issue and for talang the
time to correspond with our agency. CDC and our partners will continne to work to identify
effective interventions for reducing opioid use disorder and overdose so that people who
expenience chronic pain can have access to approprate treatments for their pain. CDC 1=
commutted to an approach that protects and prevents opioid overdose deaths, while providing
safe. effective pain treatment to patients.

Sincerely,

Wational Center for Injury Prevention and Control
Centers for Dizease Control and Prevention
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An estimated 40 million Americans suffer from moderate to severe chronic pain every day. Because chronic pain
is complex and unique to the individual, it can be difficult and costly to treat. As a result, many chronic pain
patients do not receive adequate medical care, which limits their ability to work and participate fully in their family
and social lives. The overdose epidemic in the United States, which claimed more than 70,000 lives in 2017, has
further exacerbated this trend: because many overdose deaths involve opioid medications commonly used to
treat chronic pain, these medications have become harder to access for patients who have a legitimate medical
need for them.

“Not Allowed to Be Compassionate” documents how government efforts to reduce prescribing of opioids have
negatively impacted many chronic pain patients across the country. Based on interviews with chronic pain patients,
physicians and other medical providers, pharmacists, public officials, and experts, this report describes how
policies intended to reduce overdose deaths have also led some providers to engage in arbitrary cutbacks in
opioid prescribing to people who need these medicines. While the government has an obligation to combat the
overdose epidemic, it should do so in ways that do not disproportionately harm chronic pain patients.

Federal and state policymakers should ensure that policies to address the overdose crisis take the needs of chronic
pain patients into account and ensure that they are not deprived of the care they need for pain relief and an
acceptable quality of life.

hrw.org

(above) Maria Higginbotham, 57, at home in
Wauna, Washington. She can only be on her
feet for a few minutes at a time and needs
her family to help her do simple tasks, like
use the bathroom or cook a meal.

(front cover) Maria Higginbotham, 57,
holding screws and bolts removed from her
back in a recent surgery above x-rays of her
body. Higginbotham, a chronic pain patient
diagnosed with degenerative disc disorder
and a number of other painful conditions,
has had twelve operations to prevent the
collapse of her spine.
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