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As a means of mitigating the now concluded prescription opioid crisis in the United
States, the Drug Enforcement Administration (DEA) has, in its infinite wisdom,
embarked on a campaign of annually reducing the Aggregate Production Quota
(APQ) of opioids each year since 2017. According to the DEA, they began reducing
the APQ because there was no longer the need for a 25% “buffer” of excess opioids
due to decreases in prescribing each year.' In 2017, production of almost every
opioid manufactured in the United States was reduced by at least 25%." In 2018,
APQs of opioids — including oxycodone, hydrocodone, oxymorphone, hydromor-
phone, morphine, codeine, meperidine, and fentanyl — were reduced by 20%
For 2019, DEA reduced APQs only of “more

commonly prescribed schedule II opioids, including oxycodone, hydrocodone,

compared to 2017 production.’

oxymorphone, hydromorphone, morphine, and fentanyl”.> The 2020 production
decreases affected 5 commonly-used opioids: Oxycodone production was decreased
by 9%, hydrocodone by 19%, hydromorphone by 25%, fentanyl by 31%, and
oxymorphone by 55%.* Given, in response to the need for increased availability
of opioids associated with the COVID-19 crisis, DEA made small adjustments
(increases of 10—15%) in production APQs in April of 2020 of analgesics including
codeine, fentanyl, hydromorphone, and morphine.” Unfortunately, this action was
too little, too late. Hospitals that had already been sounding the alarm for the past
several years regarding routine shortages of parenteral opioids suddenly were faced
with inadequate supplies essential for treating patients on ventilators amidst
COVID-19, with the need for IV formulations increasing more than twofold.®

By 2020, DEA reported that total domestic opioid production had decreased by
53% since 2016.*

decreases for 2021,

Irrespective, DEA recently released its proposed production
which include an additional 20% reduction of fentanyl,
a 15% reduction of oxycodone, a 12% decrease of hydrocodone, and a 9% reduc-
tion of hydromorphone, all compared to the original figures for 2020. Curiously, the
proposed APQ of oxymorphone actually increased by 13% compared to the original
APQ for 2020, keeping its level of production unchanged from the April, 2020
adjustment.” This most recent proposed APQ is bewildering, given that half a year
ago, DEA felt compelled to adjust its APQs in response to a pandemic which is
hardly over, with no certainty regarding the course that it will take. While April’s

manufacturing increase may have provided a temporary fix, concern has been raised
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that years of annual reductions have left manufactures at
max capacity, with limited ability for additional production
surges, and supply chains described as ‘fragile’.’

By early 2018, Bruera noted a “severe and immediate”
shortage of parenteral morphine, hydromorphone, and fen-
tanyl in cancer treatment centers across the country, attri-
buting the shortage, at least in part, to the DEA’s APQ
reductions.® The author noted the stress that this shortage
placed not only on patients with pain, but on those who
treat them as well, and further noted the ethical implica-
tions of the reductions. Just weeks later, Hollingsworth
echoed Dr.
a compelling editorial.” In 2019, Haider and colleagues

and Herndon Bruera’s concerns in
published a formal study, attributing oncologists’ need to
substitute parenteral opioids as well as oral hydrocodone
and oxycodone for the preferred morphine and hydromor-
phone due to the reductions of APQs perpetrated by the
DEA.' The authors found that while total daily opioid
dosages increased, fewer patients in their study achieved
adequate pain control. This is, in effect, “deprescribing
without a license” by denying access to medications
which may be safer when considering differences in phar-
macology with Phase I metabolism (hydrocodone and
oxycodone) versus Phase II metabolism (hydromorphone
and morphine) and potential for comorbidities.'" Other
subsequent commentaries and studies have confirmed the
challenges associated with treating inpatients’ pain due to
the APQ reductions,'>'® including those addressing treat-
ing children perioperatively and postoperatively.'*

Up to this point, reports of APQ reduction-related
shortages of oral opioids are only anecdotal, with numer-
ous reports from patients on social media. In these cases,
the patients (generally suffering from chronic non-cancer
pain) report that their pharmacies have “run out” of med-
ications that they have taken for many years, although
these patients have not been privy to whether these lacks
of availability are due to APQ reductions or other supply-
side issues within their own pharmacies. Irrespective this
has the potential of creating a dangerous bias against
legitimate opioid patients who may have to go to multiple
pharmacies and travel great distances for needed medica-
tions. We are concerned that should production continue to
decrease as precipitously as has been the case over the past
several years, all of the United States may turn into an
“opioid desert”. Further, we believe that the climate of
opiophobia in the United States is progressively causing
unnecessary harms to chronic pain sufferers, and that
continued production reductions will potentially serve

only to make these patients more miserable. Social media
is rife with discussions of the “haves” and the “have nots”,
strongly suggesting that only chronic pain sufferers who
are “connected” in some manner are able to receive and
benefit from opioid analgesia. Ethically, this situation pre-
sents quite an imbroglio. As Cheng recently noted, medi-
cal opioid shortages make social discrimination essentially
inevitable, particularly in a socially divisive culture such
as that in the United States.”' In the current case of DEA’s
persistent reductions of APQs of opioids, not only is the
government failing to mitigate such social discrimination,
but is also potentially exacerbating it.

DEA did its job a number of years ago, shutting down
the “pill mills” that proliferated in the United States that
fueled considerable diversion resulting in myriad overdose
deaths. However, at this point, there is no evidence that
their APQ-reduction policies are benefiting anyone, while
palliative care specialists are convinced that they are caus-
ing considerable harm. Need they continue with this trend
to the point that both acute and chronic pain sufferers are
forced to go without quality of life-sustaining treatment
that they often so desperately need? DEA is tasked with
making American society safe from all drugs of potential
abuse, and continue to prosecute physicians, other prescri-
bers, and pharmacies for what they consider “irresponsible
behavior” within the context of their professions.?
However, its program of eradicating access to prescription
opioids for those who need them is a case of failure to
“stay in their lane”, as their defined role is to protect the
public, not punish its citizens who suffer from the unfor-
tunate disease of chronic pain.
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