May 4, 2018

Re: Docket No. DEA-480
The National Council on Independent Living (NCIL) would like to thank you for the opportunity to provide input on the Drug Enforcement Administration’s proposed rule on Docket No. DEA-480 on controls over diversion of controlled substances and changes to the quota management regulatory system for the production, manufacturing, and procurement of controlled substances. NCIL is a leading national disability rights organization, and the longest-running national cross-disability, grassroots organization run by and for people with disabilities. NCIL represents thousands of organizations and individuals including: individuals with disabilities, Centers for Independent Living (CILs), Statewide Independent Living Councils (SILCs), and other organizations that advocate for the human and civil rights of people with disabilities throughout the country.

NCIL is concerned that the proposed supply limits on manufacturers will have a disproportionate, negative impact on our membership of individuals with disabilities.  NCIL is specifically concerned with the effect on individuals with opioid use disorder-related disabilities and on individuals who require opioid analgesics to work and function due to disabilities involving severe pain.  On balance, however, we believe that the supply limits outlined in the proposal will negatively impact those in severe pain without providing a benefit to those living with misuse-related disabilities.  We are especially concerned with the fact that there is no known nor accepted method for determining when essential medications are being diverted for misuse.  Without broadly-accepted, evidence-based tools for making such assessments, the potential for error in over-reaching into legitimate medical usage outweighs any possible benefits of the proposal.

Prescription opioids are not merely a substance of abuse, they are also essential medications.  Our members currently rely on these essential medications for treatment of pain related to severe disabilities ranging from spinal cord injuries to a host of degenerative and other diseases.

Restrictions enacted thus far on the legitimate medical supply of opioid analgesics have proven largely ineffective in stemming opioid-related drug overdose deaths and are associated with potential harm.  The prescribing of opioids has fallen every year since 2011
, yet in the last five years drug overdose deaths have skyrocketed
.  According to CDC data, illegal fentanyl and heroin currently drive overdose deaths, not new prescriptions
.  More to the point, efforts to cut the supply of opioid analgesics have resulted in no measurable drop in opioid related deaths.  Analysis of data on the CDC WONDER site shows that the prescribing of opioids is at a ten-year low, and high dose prescribing has dropped 48 percent, but there has not been a concomitant drop in overdose deaths involving a prescription opioid
. 

In addition to this ineffectiveness, evidence of harm is beginning to surface. Hospitals have experienced shortages of medication due to restrictions on production
. Hospital physicians have reported that such restriction-based medication shortages endanger patient outcomes and increase the potential for medical error
.  

Actively managed pain patients are rarely involved in opioid overdose-related deaths.  This is apparent from examining national surveys on drug abuse and data from states like Massachusetts that found by examining Physician Drug Monitoring Program (PDMP) data that a tiny percentage of those whose deaths involved a prescription opioids had a valid prescription for those medications
. The potential consequence of further restricting access to legitimate medical supplies includes exacerbating the very problem the DEA hopes to solve by incentivizing patients to seek relief from pain either in street markets or through suicide
. 
Although diversion is the primary problem associated with the misuse of prescription opioids, our chief concern with the proposed rulemaking is that the DEA has no proven way to determine when the use of prescription opioids is legitimate and when it is not.  There is no broadly-accepted way to measure how much of a given supply is being diverted to non-medical use.  We have serious questions as to how the proposed quotas will be enforced. Without specified, evidence-based tools for making such assessments, we are extremely concerned that the potential for error in over-reaching into legitimate medical usage outweighs any possible benefits of the proposal. 
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