September 30, 2020

Re: Docket # DEA-2020-0026-0001

The National Pain Advocacy Center (NPAC), a new 501c3 organization that
advocates for the health and human rights of people in pain, would like to thank
you for the opportunity to provide input on the Drug Enforcement Administration’s
Docket No. DEA-2020-0026-0001, the Notice on Proposed Aggregate Production
Quotas for Schedule | and Il Controlled Substances. NPAC is an alliance of
clinicians, scientists, public health experts, civil rights attorneys, and people with
the lived experience of pain, which promotes equitable and effective pain
management.

Prescription opioids are not merely substances that are misused, they are also
essential medications. NPAC is concerned that the proposed limits will have a
disparate impact on people in serious pain and people with opioid use disorders
who appropriately rely on such medication. People with severe acute pain,
people with pain related to cancer or sickle cell disease, and people with severe
chronic pain from illnesses like MS or serious injuries like those to the spinal
cord, often require the medical use of opioids. Expanded use of medications like
buprenorphine or methadone to treat opioid use disorder, typically referred to as
MOUD (medication for opioids use disorder) or MAT (medication assisted
treatment), is a critical aspect of addressing the crisis surrounding opioids.

Thus far, cuts to the medical supply of opioids have not resulted in a reduction of
drug overdose deaths. As the supply of prescribed opioids has fallen since 2011,
drug overdose deaths have only climbed.! Efforts to reduce inappropriate opioid
prescribing are important and laudable, but they must also be targeted, nuanced
and evidence-based to have the intended effect, which is to help and not to
endanger patient safety.

Injectable opioids used in hospital systems are similarly critical medications. Past
DEA cuts to the supply, when coupled with unexpected but foreseeable events
like manufacturing issues or a global pandemic, have created challenges in
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hospital systems. In 2018, when hospitals experienced shortages of medication,?
physicians reported that restriction-based medication shortages resulted in harm
to patient outcomes and an increased likelihood of medical errors.® Once again,
with COVID19, news articles have raised the specter of an insufficient supply for
patients needing opioids who require ventilation.4

The DEA's published Notice rightly expresses an intention to mitigate the danger
of hospital shortages in 2021, by considering “both the potential for diversion as
well as the anticipated increase in demand for opioids used to treat patients with
COVID-19.” While this intention is important, there are difficult line-drawing
problems in effectuating it.

For instance, according to the Notice, the DEA has asked the Centers for
Medicare and Medicaid Services (CMS) for estimated rates of overprescribing,
defined as “significantly more medicine than is medically necessary.” The
problem arises in the DEA’s proposed method of distinguishing between
appropriate and inappropriate prescribing.

We concur with the National Council on Independent Living in its concern
regarding the potential disparate impact on people with disabilities of the
proposed cuts and in articulating the following concerns:

* As the Notice indicates, “CMS...does not have the ability systematically
to distinguish between appropriate and inappropriate prescriptions

without investigations.” Indeed, it is not possible to determine how many
patients were prescribed “significantly more medicine than is medically
necessary” without studying individual medical records.

* We are concerned to see that, where CMS cannot readily identify
overprescribing from a large data set, the DEA intends to “solicit the raw
data from CMS to determine overprescribing rates based on CDC
prescription guidance for schedule Il substances.”
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* Here, the DEA's stated intention may well rely upon a misapplication of
the Center for Disease Control and Prevention (CDC)’s Guideline for
Prescribing Opioids for Chronic Pain. If the DEA in fact uses dosage
thresholds from the CDC guidance, it will have misapplied the guideline in
precisely the way the CDC has publicly warned against.> The CDC has
stated that its cautionary dosage thresholds are intended to guide primary
care clinicians when starting a new patient on opioids.¢ They are not even
intended to apply to those who are stable on opioids, and certainly not to
flag outliers as inappropriate prescribers absent additional valid evidence.

* The Health and Human Services (HHS) Inter-Agency Task Force Report,
compiled as part of effectuating the Comprehensive Addiction and
Recovery Act (CARA), found that the therapeutic window for opioid
dosage is highly variable.” New research shows that, while risk of
overdose correlates with higher dosage, there is no particular dosage that
signifies a threshold for increased risk,8 and CMS “outlier prescriber”
measures do not accurately predict adverse events.®

* Deriving conclusions about “doctor shopping” from CMS data poses
additional problems. Recent studies suggest that up to 40% of primary
care physicians will not accept patients who take opioids long-term for
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opioids.html See also Dowell, D., Haegerich, T., Chou, R., No Shortcuts to Safer Opioid Prescribing, 380 New
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Dosage_Reduction_Discontinuation.pdf
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pain, and 81% of physicians are reluctant to accept such patients.'0 11 In
this environment, patients may be forced to search for new doctors
simply to receive care, thereby adding to their list of providers for a
reason that is not a proxy for drug-seeking behavior. Focusing on the
doctors’ geographic proximity to the patient is similarly imprecise:
Geographically distant specialists may be the best (or only) providers
available for people with certain conditions in some areas.

In sum, we are concerned that further blanket reductions in the overall medical
supply of opioids may result in harm to patients who have genuine medical need
for them. Opioid prescribing has fallen to a ten-year low, and high dose
prescribing has dropped 47 percent.'2 The disparate effects on pain patients from
this nationwide reduction have been documented in medical literature,13 14 15 16 17
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in a warning from the Food and Drug Administration (FDA),'8 and in national
news media.’® Without nuanced and evidence-based means to draw the sorts of
distinctions DEA intends to between appropriate and inappropriate use, we
believe that an additional supply limit, especially in the midst of a global
pandemic, may well do more harm than good.

Sincerely,

Kate M. Nicholson

Kate M. Nicholson
National Pain Advocacy Center
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