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CDC Guideline for Prescribing Opioids for Chronic Pain —
United States, 2016

Prepared by
Deborah Dawell, MD!
Tamara M. Haegerich, PhD!
Roger Chou, MD'
I Division of Unintentional Injury Prevention, National Center for Injury Prevention and Control, C, Atlanta, Georgia

Summary

This guideline provides recommendations for primary eare clinicians who are prescribing opioids for chronic pain outside of
active cancer treatment, palliative care, and end-of-life care. The guideline addresses 1) when to initiate or continue opioids for
chronic pain; 2) opivid selection, dosage, duration, follow-up, and discontinuation; and 3) assessing risk and addressing harms
of opioid use. CDC developed the guideline using the Grading of Recommendations Assessment, Development, and Evaluation
(GRADE) framework, and recommendations are made on the basis of a systematic review of the scientific evidence while considering
benefits and harms, values and preferences, and resource allocation. CDC obtained input from experts, stakeholders, the public,
peer reviewers, and a federally chartered advisory committee. It is important that patients receive appropriate pain treatment
with careful consideration of the benefits and risks of treatment options. This guideline is intended to improve communication
between clinicians 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, overdose, and
death. CDC has provided a checklist for prescribing opioids for chronic pain (http:/lstacks.cde.gov/view/cde/38025) as well as a
website (http:/lwww.cde.govldrugoverdoselprescribingresources. html) with additional tools to guide clinicians in implementing
the recommendations.

Introduction cognitive impairment, and those with cancer and at the end of
life, can be at risk for inadequate pain treatment (4). Patients
Backgrou nd can experience persistent pain that is not well controlled. There
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Pushing the Boundaries: Regionalized PDMPs
Helping To Slow the Opioid Epidemic

" faffrev A Gudin. MD

ENGLEWOOD, N.J.—The expansion of prescription drug monitoring programs (PDMPs) across state
lines is an important tool in preventing individuals from “doctor shopping” for multiple opioid
prescriptions, and could have a huge effect on the battle against opioid misuse, abuse and diversion,
according to pain medicine experts and state officials.

“Right now, we are in the midst of a public health crisis, a prescription drug problem. One of the biggest
issues we have is that pain is so difficult to treat, and we have so few options, that there are patients
who require controlled substances to manage their pain,” said Jeffrey A. Gudin, MD, director of the Pain
Management Center at Englewood Hospital and Medical Center. This is compounded by the fact that
U.S. opioid-related overdose deaths reached all-time highs in 2014, many of them a result of painkiller
diversion into the hands of those who abused and misused them.

The Advent of PDMPs
Prescription drug monitoring programs, which have come into being in roughly the last decade, are
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FDA Panel Urges
Mandatory Opioid
Training for Doctors

Advisory committee calls for overhaul of
federal requirements to stem national crisis
of deaths and addiction

By THOMAS M. BURTON
May 4, 2016 7:39 p.m. ET

WASHINGTON—AnN advisory panel to the
Food and Drug Administration
overwhelmingly endorsed mandatory
training for doctors who prescribe opioid
painkillers, in an effort to stem what has
become a national epidemic of deaths and

addiction from the drugs.

The recommendation followed a two-day

hearing on the medical evidence regarding
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CDC Issues Opioid Guidelines for
'Doctor-Driven' Epidemic

Robert Lowes
March 15, 2016

Disclosures

The Centers for Disease Control and Prevention
(CDC) today issued final recommendations for
prescribing opioids for chronic pain to combat an
epidemic of prescription overdoses that claims 40
lives a day.

When it comes to most chronic-pain patients, the
CDC's advice seemingly boils down to one word —
don't.

"The science of opioids for chronic pain is clear," said
CDC Director Tom Frieden, MD, MPH, in a news
teleconference today. "For the vast majority of
patients, the known, serious and all too often fatal
risks far outweigh the unproven and transient
benefits, and there are safer alternatives."

Accordingly, the first of the agency's 12
recommendations states that opioids are not first-line
therapy for chronic pain, and that clinicians should
first consider nonopioid pain relievers or
nonpharmacological options such as exercise and
cognitive behavioral therapy. Other recommendations
include conducting a urine test before opioid therapy,
starting at the lowest dose possible and avoiding
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News & Perspective: General Surgery

Surgeon General to Urge
Prescribers to Fight Opioid
Epidemic

Alicia Ault

April 11, 2016

CLEVELAND — Physicians, nurses, dentists, and
others who prescribe opioids will soon be receiving a
letter from US Surgeon General Vivek Murthy, MD,
urging them to step up efforts to combat the country's
opioid epidemic.

Dr Murthy likened his forthcoming overture — which
will be made in a letter to 1.1 million prescribers this
spring — to former Surgeon General C. Everett
Koop's 1987 call to action on the AIDS epidemic.

"l believe that there could not be a more important
time to mobilize the medical community again,” Dr
Murthy told a gathering of the Association of Health
Care Journalists here on April 9.

This fall, Dr Murthy's office will issue a report on

< [ (1] )




®8000 AT&T 7 1:50 PM [ ) *ee00 ATAT 7 3 412 PM 4
T anesthesiologynews.com
Close Nationwide Alert: Fenta... |'_'] TS T IS T, £ F
. . DEA Issues Warning on Dangers of
Nationwide Alert: Fentanyl a Fentanyl

Serious Public Health Threat

Disclosures

The United States Drug Enforcement
The US Drug Enforcement Agency (DEA) Administration (DEA) issued a nationwide alert
has issued a nationwide alert about the to warn the public—and law enforcement in
dangers of the narcotic fentanyl and fentanyl particular—about the dangers of fentanyl and its
analogues/compounds. analogues/compounds.

According to the DEA, the drug, which is The DEA reported that heroin abuse and

. . . fentanyl-related seizures is on the rise. Fentanyl
often usadin anesthesia to preven.t pain submissions increased from 942 to 3,344
after surgery or other procedures, is between 2013 and 2014, according to data from
commonly laced in heroin, causing the state and local labs and the National
significant problems across the country, Forensic Laboratory Information System, which
particularly because heroin abuse has is used to monitor illegal drug abuse and
increased.

trafficking.

“Drug incidents and overdoses related to
fentanyl are occurring at an alarming rate
throughout the United States and represent a
significant threat to public health and safety,”
said Michele M. Leonhart, DEA Administrator, in
a press release.

"Drug incidents and overdoses related to
fentanyl are occurring at an alarming rate
throughout the United States and represent
a significant threat to public health and
safety," DEA administrator Michele M.
Leonhart said in a statement.

Fentanyl, a Schedule Il narcotic used as an
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The Standard Bioequivalence
Pharmacokinetic (PK) Study

* Designed to demonstrate bioequivalence

* Conducted using a 2-treatment crossover study
design

= |n a limited number of volunteers, usually 24 to 36
adults

= Single doses of the test and reference drug
products are administered

- ~ 15 blood levels of the drug are measured over
the dose interval
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FDA Requirements for Generic
Bioequivalence

* Based on the opinions of FDA medical experts,
a difference of greater than 20% for each test is

significant

= Mumerically, expressed as the 90% confidence
interval for each pharmacokinetic parameter
(Cmax, AUC,, and AUC,)

= Must be entirely within ‘BU% to 125% boundaries













