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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
BOARD OF SCIENTIFIC COUNSELORS (BSC)
Centers for Disease Control and Prevention (CDC)
National Center for Injury Prevention and Control (NCIPC)

Eighteenth Meeting: Thursday, January 28, 2016
1600 Clifton Road, N.E.
Building 19, Auditorium B-3
Atlanta, GA 30329

Summary Proceedings

The eighteenth meeting of the National Center for Injury Prevention and Control (NCIPC) Board
of Scientific Counselors (BSC) took place on Thursday, January 28, 2016 at the Tom Harkin
Global Communications Center on the Clifton Road Campus of the Centers for Disease Control
and Prevention (CDC) in Atlanta, Georgia. The BSC met in open session in accordance with
the Privacy Act and the Federal Advisory Committee Act (FACA). Dr. Stephen Hargarten
served as chair.

Call to Order / Roll Call / Introductions / Meeting Logistics

Stephen Hargarten, MD, MPH

Professor and Chair

Department of Emergency Medicine

Medical College of Wisconsin

Chair, National Center for Injury Prevention and Control Board of Scientific Counselors

Dr. Stephen Hargarten called the eighteenth meeting of the NCIPC BSC to order at 9:01 a.m.
on Thursday, January 28, 2016.

Mrs. Tonia Lindley conducted a roll call of NCIPC BSC members and ex officio members. She
asked all members to disclose any conflicts of interest. The meeting attendance is appended to
this document as Attachment A. The following conflicts of interest were disclosed by BSC
members:

U Dr. Traci Green was previously employed at Inflexxion, a small business that conducts
Small Business Innovation Research (SBIR) grants and behavioral interventions for pain
assessments. She indicated that she would recuse herself from any conversations
regarding pain assessments. She provided consultancy to Purdue Pharmaceuticals, a
privately-held pharmaceutical company, for designing two overdose prevention
brochures for people who use diverted opioids and who inject opioids. That salary
support was approximately $3,000.00, and she indicated that she would recuse herself
from conversations regarding overdose prevention education materials.

O Dr. Wilson Compton reported minimal, long-term stock holdings in General Electric; 3M
Corporation; and Pfizer, Incorporated.
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Mrs. Lindley confirmed that a quorum was present. She offered housekeeping notes to the
meeting participants.

Dr. Hargarten thanked the BSC members and ex officio members for attending the meeting
and indicated his appreciation for their commitment and thoughtful input. He also thanked the
members of the public who were present in person and via teleconference, emphasizing that
their interest and voice in the topic of opioids abuse is appreciated, and all public comments are
taken into consideration.

He welcomed Dr. Deborah Gorman-Smith, a previous BSC member who was returning to the
board. He also welcomed Captain Kelly Taylor, a new ex officio member from the Indian Health
Service (IHS) and Mindy Chai, an ex officio member from the National Institute of Mental Health
(NIMH).

The day’s agenda, the Opioid Guideline Workgroup observations, and two Power Point
presentations are posted on the NCIPC BSC website so that participants on the telephone could
more easily follow the presentations. The website is: www.cdc.gov/injury/BSC and the materials
are available under the “Meetings” tab. The meeting’s written and oral comments and other
materials would be posted on the NCIPC BSC website as the official record of the meeting.

Welcome

Stephen Hargarten, MD, MPH

Professor and Chair

Department of Emergency Medicine

Medical College of Wisconsin

Chair, National Center for Injury Prevention and Control Board of Scientific Counselors

Dr. Hargarten reported that the Opioid Guideline Workgroup of the NCIPC BSC was approved
during the January 7, 2016 BSC teleconference. Since then, the workgroup has reviewed the
draft of the CDC Guideline for Prescribing Opioids for Chronic Pain, supplementary documents,
and public feedback. The workgroup has met four times and discussed each of the
recommendations in detail. Dr. Christina Porucznik served as chair of the group, and Dr. Traci
Green participated as a member of the workgroup.

He explained that the morning’s presentation would provide an overview of the Guideline,
including background and rationale for each of the guideline recommendations. Dr. Porucznik
would then share the workgroup’s observations. The day’s agenda includes two discussion
periods as well as 90 minutes of public comment.

Dr. Hargarten reminded the BSC members and ex officio members to remain for the entirety of
the meeting in order to maintain quorum. At the end of the day, BSC members would be asked
to vote on the workgroup’s observations. The results of the BSC vote would be forwarded to
CDC and the US Department of Health and Human Services (HHS). The authors of the draft
guideline were available to answer questions during the day.


http://www.cdc.gov/injury/BSC
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Opioid Overdose Prevention: A CDC Priority [Video]

Thomas Frieden, MD
Director
Centers for Disease Control and Prevention

Via video, Dr. Tom Frieden apologized for not attending the meeting in person as he was in
Geneva, Switzerland at the World Health Organization (WHO) where he serves as the US
representative to the WHO Executive Board.

He emphasized that many people in the US experience chronic pain. There is an obligation to
offer safe and effective management of pain and not to increase patients’ risk of addiction,
overdose, and death. What was not known 20 years ago that is known now, is just how
addictive prescription opioids can be. Every day, 78 Americans lose their lives to an opioid
overdose. They leave behind devastated families and communities. Deaths from opioid abuses
have been increasing rapidly since 1999, and the rates have never been higher. Overdose
deaths from prescription opioids, such as oxycodone, hydrocodone, and methadone quadrupled
from 1999 to 2013. Rates of all opioid overdose deaths, including all legally-prescribed opioids
and illegal drugs such as heroin, increased another 144% from 2013 to 2014 alone.

Addressing the prescription drug overdose epidemic is one of CDC's top priorities. Dr. Frieden
thanked the NCIPC BSC for the time, attention, and commitment that they have devoted to this
important and urgent issue. He thanked members of the Opioid Workgroup for their efforts to
help CDC address the opioid overdose epidemic, and the members of the public who were
participating in the meeting in person and on the telephone. CDC has head many voices from
the public on this important work. The comments are heard and valued, and they have been a
critical part of the process. Prescription drug abuse is an epidemic. The best science must be
applied to address it. Observations from the workgroup and recommendations from the NCIPC
BSC will enhance CDC'’s ability to finalize the guidelines and to take effective action.

Dr. Frieden thanked everyone for the work that they had done and would continue to do, and
said he looked forward to continuing to work together to protect the public’s health.

Guidelines in Public Health

Anne Schuchat, MD, RADM, USPHS
Principal Deputy Director
Centers for Disease Control and Prevention

Dr. Anne Schuchat welcomed and thanked the NCIPC BSC, the Opioid Workgroup, members
of the public, and NCIPC staff. She stressed that this issue is extremely important, and
guidelines are an important part of CDC’s work. She remarked on the sense of convergence at
CDC, as part of the agency is working in the Emergency Operations Center (EOC), focused on
the Zika virus in the Americas and the urgent need to share information with the public so that
they can protect themselves. Her first experience with CDC guidelines was with Group B
Streptococcus (group B strep, GBS) guidelines. Group B strep is another infectious disease
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that can cause severe complications in babies. Today, this group is deliberating lifesaving
guidelines to address the best ways to prescribe opiates. The issues of Zika are in the news.
Issues of Group B strep are in the past, thanks to the implementation of sound guidelines that
have prevented more than 90,000 infections. The Opioid Guideline will have enormous public
health impact and will make a difference for patients and clinicians who struggle with these
issues.

Dr. Schuchat has worked on a number of CDC guidelines, particularly in her role as the Director
of the National Center for Immunization and Respiratory Diseases (NCIRD), which manages the
Advisory Committee on Immunization Practices (ACIP). Three times per year, ACIP deliberates
on immunization recommendations for the American public. The recommendations have
significant impact. The process is helped by following a systematic review of evidence using the
Grading of Recommendations Assessment, Development and Evaluation (GRADE) system, the
same system that has guided the Opioid Guidelines. GRADE helps to coalesce the complex
evidence and to recognize that values are a factor in decision-making about preferences.

CDC is committed to several principles related to guideline development. The agency'’s pledge
to the American public is to make the best decisions possible based on the best available
evidence, openly and objectively reviewed. The principles of relying on evidence, transparency,
and understanding the urgency of the problem are critical to their work.

Prescription opioid abuse and overdose is a significant priority for Dr. Frieden and Dr. Schuchat.
They are frequently briefed by Dr. Houry and NCIPC staff. They are pleased that the NCIPC
BSC has assembled to help put the pieces together. The nation faces an epidemic of addiction
and overdose that is unrelenting. Doctors need, and are asking for, additional guidance on
prescribing these drugs safely. Patients need and deserve appropriate, effective, and
compassionate care, especially when they face persistent pain. NCIPC is listening to all
perspectives, looking at all of the available evidence, and taking care to get this right.

Dr. Frieden, Dr. Schuchat, and the leadership of HHS are fully engaged and committed to the
guidelines and to improving the health of all Americans. The guidelines will support effective,
safer pain care for all. She thanked the group for the work that they have done, are doing, and
will do.

Background: Draft CDC Guideline for Prescribing Opioids for Chronic Pain

Debra Houry, MD, MPH

Director

National Center for Injury Prevention and Control
Centers for Disease Control and Prevention

Dr. Debra Houry greeted the group and thanked Drs. Schuchat and Frieden for their remarks.
Their engagement shows the support that CDC has provided NCIPC during the process of
creating the draft Opioid Guideline. She also thanked the BSC and the meeting participants, as
well as the members of the Opioid Guideline Workgroup and the consultants who joined their
discussion for their thoughtful evaluation of the evidence reviews that support the guidelines, the
public comments, and each recommendation in the guideline. The workgroup conducted the
Herculean task of a complete and fresh review of all relevant materials to the guideline. The
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workgroup convened four meetings to generate a report that would be presented to the NCIPC
BSC. She said she looked forward to hearing the report and the BSC'’s discussion.

Guidelines sit at the intersection of public health and clinical practice. Dr. Houry herself is a
public health researcher and a practicing emergency physician. At CDC, she sees issues of
pain, prescription opioid addiction, and overdose on a macro level with systems-level solutions.
As an emergency physician, she sees the issues “one person at a time.” From a patient with a
fractured arm who needs a short course of pain relief, to a patient in chronic pain issues who
needs comfort and referral to a pain specialist, to a patient after an overdose of a prescription
opioid or heroin, she has witnessed this epidemic from the front lines. Patient safety and care
are her primary concern.

CDC has tracked the rise in opioid overdoses for over a decade. Approximately 10 years ago,
CDC epidemiologists noticed a substantial increase in the number of adults dying from
unintentional poisoning. Researchers examined the data, and one of CDC's first landmark
articles on this emerging issue was a 2006 analysis that studied a dramatic increase in
poisoning mortality rates and compared it to sales of opioid analgesics nationwide. The CDC
authors noted prevention efforts, stating that “the overall goal should be to identify ways to
reduce deaths from opioid analgesics without diminishing the quality of care for patients.” Since
the early days of working on this issue, CDC has sought to prevent prescription opioid
overdoses while supporting quality care for people with chronic pain. This goal continues today.

The problem facing the US is significant. From 2000-2014, nearly half a million people in the
US died from drug overdose. By the end of this meeting, 20 people would have died of
overdose from a prescription or illegal opioid overdose. Since 1999, the amount of opioids
prescribed and filled in the US quadrupled, yet there has not been an overall change in the
amount of pain that Americans report. Opioid overdoses from prescription and illicit opioids
killed 78 people a day in 2014. More than 28,000 lives were lost to opioids in one year. The
problem is not getting better, and it is a problem that the US has faced before.

In November 2015, a historian at the University of North Florida published a perspective in the
New England Journal of Medicine (NEJM) on the history of preventing and treating narcotic
addiction in the US. He noted that physicians using morphine injections to treat pain were the
most important drivers of the addiction epidemic of the 1870s and 1880s. At that time,
physicians and pharmacists then “turned the tide” and succeeded through primary prevention.
The historian noted that history offers grounds for optimism that the prescription opioid epidemic
in the US can be controlled. There are similar opportunities today.

The approach being discussed during this meeting, CDC’s Guideline for Prescribing Opioids for
Chronic Pain, was not a panacea for the opioid or pain problem. It represented one important
step toward more cautious prescribing of opioids while ensuring that patients who suffer from
chronic pain have safer and more effective pain management. There is a need for more
research and to build the evidence base on opioid benefits and risks, as well as the
effectiveness of other pain treatments. In the meantime, it is important to begin with the
available evidence regarding effectiveness and safety.

In all of its work, CDC'’s strategy is to use the best science to create real-world solutions. CDC's
aim with the proposed guideline is to prevent prescription opioid overdose while ensuring that
patients have access to safe and effective pain treatment. The guideline is one part of a
broader approach.
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The public comments received throughout the process of creating the guideline indicate that
there are misconceptions about it. Hundreds of comments were received from patients with
chronic pain and their families. They expressed that opioids reduce their pain, and they worried
about the legal and clinical implications of the guideline. For example, there was fear that the
guideline represents a law that would prohibit providers from prescribing opioid pain medication.
Because of misconceptions about what guidelines represent, it is important to be clear on these
issues.

The purpose of the guideline is to help primary care providers offer safer, more effective care for
patients with chronic pain and to help reduce opioid use disorder and overdose. The guideline
is a set of recommendations on the use of opioids for treating chronic pain; that is, pain lasting
longer than three months or past the time of normal tissue healing. The guideline will help
primary care providers determine when to start opioids for chronic pain and provide guidance
regarding medication selection, dose, and duration. It will also provide guidance regarding
when and how to reassess progress and discontinue medication, if needed. It will help
providers and patients work together to assess the benefits and risks of opioid use and to
address potential harms.

The audience of the guideline is primary care providers; however, it is acknowledged that
providers work within team-based care. Therefore, the guideline refers to and promotes
collaborative working relationships with other providers, such as behavioral health providers,
pharmacists, and pain management specialists.

The guideline does not apply to patients who are in active cancer treatment or who are receiving
palliative or end-of-life care. The guideline is not a rule, regulation, or law. It is not intended to
deny access to opioid pain medication as an option for pain management, and it is not intended
to take away physician discretion and decision-making. Guidelines guide physicians’ practices,
and Dr. Houry has found them to be helpful in the majority of cases, but not in all cases. She
has chosen other options in collaboration with her patients.

The heart of the guideline is an effort to improve communication between providers and patients
regarding the risks and benefits of prescription opioids. Pain must be treated effectively and
safely. There is an under-recognition of the risks of opioids over the long-term, and limited
evidence of actual benefits of their long-term use for chronic pain. There is insufficient evidence
that long-term opioid therapy reduces chronic pain and improves function, and there is growing
evidence that non-opioid treatments can be effective with less harm. Given these uncertain
benefits in light of substantial risks, the evidence supports, and experts agree, that long-term
opioid therapy outside of active cancer, palliative, and end-of-life care, should only be used
when the benefits outweigh the risks, and should be used in combination with other treatments
to provide greater benefits.

For patients not already taking opioids, opioids should not be first-line or routine therapy for
chronic pain. People who have been on opioids long-term and believe that these medications
are helping them might be understandably anxious about the idea of reducing or discontinuing
opioids. Patients deserve the opportunity to learn about new evidence on the risks of opioids,
particularly at higher dosages; to re-evaluate whether continuing their current treatment is the
best available option; or to consider changing course if they and their provider together
determine that it makes sense to do so. For patients and providers who choose to do so, the
guideline will have information regarding the safe reduction or discontinuation of opioids.
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CDC was responsive to concerns regarding the guideline development process, and followed a
rigorous process using the best and most recent scientific evidence to develop the guideline.
The guideline and recommendations were drafted after an extensive review of more than 130 of
the most relevant and recent scientific studies about the effectiveness and risks of opioid and
other pain treatments. Many have said that more evidence regarding effective pain treatments
is needed. CDC agrees, and the recommendations will be refined when better evidence is
available. Guidelines are warranted now, however, with the evidence that is currently available.
Further, CDC consulted over a dozen of the country’s top experts from many different
disciplines on the recommendations and evidence. CDC received more than 1500 comments
from constituents on the guideline even before the formal public comment period began. This
input was helpful in revising the draft guideline. From the beginning, CDC has valued
stakeholder and public engagement in a transparent and scientifically rigorous guideline
development process. While CDC is dedicated to timely release of the guideline, given the
urgent public health need, improvement of prescribing and successful control of the epidemic
will require clinical practice changes. Support for these changes will benefit from review and
engagement.

In mid-December 2015, the draft guideline was made available for public comment for 30 days.
Over 4300 public comments were received, the most of any CDC guideline published on
www.regulations.gov to date. Every comment was read. Dr. Houry was touched by the stories
of individuals who live with chronic pain and their loved ones who care for them. Pain was
described as unrelenting, agonizing, profound, debilitating, and horrific. Comments were also
received from individuals struggling with opioid addiction and from individuals who lost loved
ones to overdose. In addition to individual comments, letters were submitted from over 160
organizations, medical professional associations, hospital organizations, pain organizations,
consumer groups, and state attorneys general. All feedback on broad themes as well as
specific statements is carefully considered.

When the Opioid Guideline Workgroup was convened by the BSC in January 2016, public
comments were heard. Dr. Houry thanked the individuals who shared their comments in that
meeting and looked forward to the day’s public comments after the presentation of the Opioid
Guideline Workgroup. The workgroup’s thorough review of the guideline and evidence was
appreciated, as was their comments.

CDC believes that taking action and issuing guidelines now, based on what is known now, is
warranted. The amount of drugs prescribed and sold in the US quadrupled since 1999, and the
opioid overdose rate has risen in lockstep with prescriptions. Opioids can help manage some
types of pain, but they also carry serious risks of addiction and overdose. Patients deserve to
make informed choices about the benefits and risks of treatment options. This guideline is a
balanced approach to achieving the goals of helping physicians manage chronic pain better and
more safely in partnership with patients.


http://www.regulations.gov/
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Overview: Draft CDC Guideline in Prescribing Opioids for Chronic Pain

Debbie Dowell, MD, MPH, LCDR, USPHS

Senior Medical Advisor

Division of Unintentional Injury Prevention
National Center for Injury Prevention and Control
Centers for Disease Control and Prevention

Dr. Debbie Dowell thanked the group for their attention to these critical issues. She provided
an overview of the draft CDC Guideline for Prescribing Opioids for Chronic Pain, emphasizing
that the guideline is needed. Many Americans, as many as 11% by one estimate, experience
chronic pain. Opioids are frequently prescribed for chronic pain. Approximately 20% of patients
seen in physician offices with pain receive a prescription for an opioid. Primary care providers
account for approximately 50% of opioid pain medications dispensed. They report concern
about opioids and insufficient training in opioid prescribing, and in the management of chronic
pain. In her experience as an internal medicine physician, Dr. Dowell recognized that although
pain was among the most common problems affecting patients, the medications offered too
often failed to address pain adequately. She started a special clinic to assess and manage the
most common pain-related conditions, including osteoarthritis, back pain, and musculoskeletal
pain. She was quickly overwhelmed by referrals from her colleagues. Satisfying pain
management often takes more time than the few minutes that primary care providers have to
see a patient.

Over the last few decades, opioids have been prescribed more often and other treatments have
been used less often for chronic pain. The quadrupling of opioid prescriptions in the US since
1999 primarily reflects increased use of opioids for the treatment of chronic pain. National
guidelines on the prescription of opioids for chronic pain have been published by the US
Department of Veterans Affairs (VA), the US Department of Defense (DoD), and the American
Pain Society (APS) with the American Academy of Pain Medicine (AAPM). However, these
guidelines were published in 2010 or earlier and do not incorporate new evidence published
since that time, including several new studies examining the relationship between prescribed
opioid dosage and overdose risk.

The new CDC guideline is intended to:

Support informed clinical decision-making

Help providers offer safer, more effective care for patients with chronic pain

Help reduce misuse, abuse, and overdose from opioids

Encourage improved communication between providers and patients about the benefits
and risks of opioid therapy

Improve provider confidence regarding when and how to use opioids in management of
chronic pain

U Benefit patient health

O Ooooo

The primary audience for the guideline is primary care providers treating patients 18 years of
age and older with chronic pain (e.g., pain lasting more than three months or past the time of
normal tissue healing) in outpatient settings outside of active cancer treatment, palliative care,
and end-of-life care.

10
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The guideline development process has reached the point of engagement with the NCIPC BSC.
The meeting included a presentation on the observations of the BSC Opioid Guideline
Workgroup. CDC used the GRADE process to rate the quality of evidence and to determine the
recommendation categories. GRADE is a recognized standard for guideline development that
supports a transparent approach to conducting systematic reviews, rating evidence quality, and
determining the strength of recommendations. GRADE is used by more than 100 organizations,
including CDC. Within the GRADE framework, recommendations are based on:

U Quality of evidence

O Balance between benefits and harms
O Values and preferences

O Resource allocation, or cost

Evidence is categorized into four types within the GRADE framework:

O Type 1, or high-quality evidence: Randomized controlled trials (RCTs) or overwhelming
evidence from clinical studies

O Type 2, or moderate-quality evidence: RCTs with important limitations, or exceptionally
strong evidence from observational studies

O Type 3, or low-quality evidence: Observational studies or RCTs with notable limitations

U Type 4, or very low-quality evidence: Clinical experience and observations,
observational studies with important limitations, or RCTs with several major limitations

“Low-quality evidence” does not mean that there is no evidence. Instead, the evidence usually
consists of observational studies or RCTs that are not well-designed. Unfortunately, few RCTs
directly address decisions that clinicians need to make every day.

The recommendations are categorized using GRADE to convey the extent to which there is
confidence that adherence to the recommendation will do more good than harm:

U Category A: Most patients should receive the recommended course of action.

O Category B: Decisions are made on an individual, case-by-case basis. Choices vary
based upon patient values and preferences, as well as specific clinical situations. This
category is assigned when the advantages and disadvantages of a clinical action are
more balanced.

The 12 recommendations of the draft guideline are grouped into three conceptual areas:

O Determining when to initiate or continue opioids for chronic pain

U Opioid selection, dosage, duration, follow-up, and discontinuation
O Assessing risk and addressing harms of opioid use

11
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Dr. Dowell presented the 12 recommendations and the rationales for each. Recommendations
1 through 3 address determining when to initiate or continue opioids for chronic pain.
Recommendations 4 through 7 address opioid selection, dosage, duration, follow-up, and
discontinuation. Recommendations 8 through 12 focus on assessing risk and addressing harms
of opioid use.

Recommendation One

Non-pharmacologic therapy and non-opioid pharmacologic therapy are preferred for chronic
pain. Providers should only consider adding opioid therapy if expected benefits for both pain
and function are anticipated to outweigh risks to the patient.

Recommendation Category: A
Evidence Type: 3

Rationale:

U While there is evidence that opioid therapy can reduce pain in the short term, with most
trials lasting less than six weeks, there is insufficient evidence to determine whether pain
relief, function, or quality of life improves with long-term opioid therapy.

U Long-term opioid use for chronic pain is associated with serious risks, including abuse,
dependence and overdose.

O Many non-opioid therapies can improve chronic pain with less risk for harm, including
exercise therapy, cognitive behavioral therapy, non-opioid pharmacologic therapies, and
multidisciplinary approaches.

O When opioids are used, they are more likely to be effective if combined with other
approaches.

Recommendation Two

Before starting opioid therapy for chronic pain, providers should establish treatment goals with
all patients, including realistic goals for pain and function. Providers should not initiate opioid
therapy without consideration of how therapy will be discontinued if unsuccessful. Providers
should continue opioid therapy only if there is clinically meaningful improvement in pain and
function that outweighs risks to patient safety.

Recommendation Category: A
Evidence Type: 4

Rationale:

O Itis difficult for providers and patients to predict whether benefits will outweigh risks of
long-term opioid therapy. There is weak evidence that some patients experience pain
relief long-term, and currently-available risk stratification tools show inconsistent results
for ability to predict harms.

O In general, medications should not be continued when harms outweigh benefits.

U Establishing treatment goals in advance will help providers and patients make decisions
about continuing or stopping drugs.

U Pain relief, function, and quality of life are all important.

12
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Recommendation Three

Before starting and periodically during opioid therapy, providers should discuss with patients
known risks and realistic benefits of opioid therapy and patient and provider responsibilities for
managing therapy.

Recommendation Category: A
Evidence Type: 3

Rationale:
U Providers should involve patients in decisions about whether to start opioid therapy.
O Many patients lack information about opioids.
U Essential elements to communicate include:
» Realistic expected benefits
» Common and serious harms
» [Expectations for both patients and providers to mitigate risks

Recommendation Four
When starting opioid therapy for chronic pain, providers should prescribe immediate-release
opioids instead of extended-release/long-acting (ER/LA) opioids.

Recommendation Category: A
Evidence Type: 4

Rationale:
O There is a higher overdose risk among patients initiating treatment with ER/LA opioids
than among those initiating treatment with immediate-release opioids.
Q The clinical evidence review did not find evidence that continuous, time-scheduled use
of ER/LA opioids is more effective or safer than intermittent use of imnmediate-release
opioids.

Recommendation Five

When opioids are started, providers should prescribe the lowest effective dosage.

Providers should use caution when prescribing opioids at any dosage and should implement
additional precautions when increasing dosage to 50 or more morphine milligram equivalents
(MME)/day, and should generally avoid increasing dosage to 90 MME/day or more.

Recommendation Category: A
Evidence Type: 3

Rationale:

O Risks for serious harms related to long-term opioid therapy increase in a dose-
dependent manner.

U In alarge, national VA sample, the majority of fatal overdose cases had prescribed
dosages above 50 MME. Among patients not experiencing overdose, most had
dosages of 50 MME or less.

U The benefits of high-dose opioids for chronic pain are not established. An RCT found no
difference in pain or function between more liberal dose escalation, with an average
opioid dosage of 52 MME at the end of the study, and maintenance of current dosage,
with an average dosage of 40 MME at the end of the study.

13
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Recommendation Five is the recommendation for which the most new evidence has
accumulated in the last five years. During her medical training in the late 1990s, Dr. Dowell was
taught that higher opioid dosages did not put patients at higher risk for overdose as long as the
dose was titrated up slowly enough for patients to develop tolerance. This teaching was not
based on controlled studies. Since 2010, nine well-designed, case-controlled and cohort
studies have been published demonstrating a strong association between prescribed opioid
dosage and opioid-related overdose. Four studies that used similar cut points, and therefore
could be combined in one chart, are shown here:

Odds ratio or hazard ratio for overdose at prescribed dosages,
relative to 1 to <20 MME
10

[ |
. o L
20 to <50 MME 50 to <100 MME =100 MME

Dosages of 50 to 100 MME per day show an increased opioid-related overdose risk of factors
from 2 to 5, and dosages of greater than 100 MME per day show an increased opioid-related
overdose risk of factors of up to 9. Five additional cohort or case-controlled studies have also
shown a similar dose-response relationship between opioid dosage and overdose risk.

Recommendation Six

Long-term opioid use often begins with treatment of acute pain. When opioids are used for
acute pain, providers should prescribe the lowest effective dose and should prescribe no greater
guantity than needed for the expected duration of pain severe enough to require opioids. Three
or fewer days will usually be sufficient for most non-traumatic pain not related to major surgery.

Recommendation Category: A
Evidence Type: 4

Rationale:

O Opioid use for acute pain is associated with long-term opioid use, and greater amount of
early opioid exposure is associated with greater risk for long-term use.

U More than a few days of exposure significantly increases hazards.

O Fewer days’ supply minimizes the number of pills available for intentional or
unintentional diversion.

U In most cases of acute pain, such as acute back pain, not related to major surgery or
trauma, pain severe enough to require opioids will subside within three days. If it does
not, re-evaluation is generally warranted.

14
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Recommendation Seven

Providers should evaluate benefits and harms with patients within one to four weeks of starting
opioid therapy for chronic pain or of dose escalation. Providers should evaluate benefits and
harms of continued therapy with patients every three months, or more frequently. If benefits do
not outweigh harms of continued opioid therapy, providers should work with patients to reduce
opioid dosage and to discontinue opioids.

Recommendation Category: A
Evidence Type: 4

Rationale:
U Risks for opioid overdose highest during the first two weeks after initiation for ER/LA
opioids, within the first three days after initiation for methadone.
O Patients who do not experience pain relief with opioids at one month are unlikely to
experience pain relief with opioids at six months.
U Continuing opioid therapy for three months substantially increases risk for opioid use
disorder.

There is a strong association between continuing opioid treatment for three months and opioid
use disorder. Using data from a large medical claims database, Edlund and colleagues showed
that patients on more than 90 days of high-dose opioid therapy, defined in the analysis as
greater than 120 MME, had a 122-fold increase in the likelihood of being diagnosed with an
opioid use disorder compared with no opioid prescription. As a comparison, it should be noted
that the odds ratio for lung cancer in current smokers relative to nonsmokers is estimated at 40,
and the odds ratio for heart disease in current smokers relative to nonsmokers is estimated at 2.
Even at relatively lower dosages of 36 MME or lower for more than 90 days, there is a 15-fold
increase in the likelihood of opioid use disorder.

Recommendation Eight

Prior to starting and periodically during continuation of opioid therapy, providers should evaluate
risk factors for opioid-related harms. Providers should incorporate into the management plan
strategies to mitigate risk, including considering offering naloxone when factors that increase
risk for opioid overdose, such as history of overdose, history of substance use disorder, or
higher opioid dosages (greater than or equal to 50 MME) are present.

Recommendation Category: A
Evidence Type: 4

Rationale:

U Opioids can worsen central sleep apnea and increase risk for respiratory depression and
overdose.

U Reduced renal or hepatic function can result in a smaller therapeutic window between
safe dosages and dosages associated with respiratory depression.

O Patients with mental health co-morbidities and histories of substance use disorder are at
higher risk for opioid use disorder and overdose.

O Community-based naloxone distribution has been associated with reduced opioid-
related overdose death.
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Recommendation Nine

Providers should review the patient’s history of controlled substance prescriptions using state
prescription drug monitoring program (PDMP) data to determine whether the patient is receiving
dangerous combinations that put him or her at high risk for overdose. Providers should review
PDMP data when starting opioid therapy for chronic pain and periodically during opioid therapy
for chronic pain, ranging from every prescription to every three months.

Recommendation Category: A
Evidence Type: 4

Rationale:
U Most fatal overdoses are associated with high total prescribed daily opioid dosages,
and/or receipt of opioids from multiple prescribers or pharmacies.
O Both of these risk factors can be assessed by reviewing PDMP data.

PDMP data can predict overdose risk. Using data from Vital Statistics in the Tennessee PDMP
in a matched, case-controlled study, Baumblatt and colleagues found that the risk of death from
an overdose went up six-fold for patients who received opioids from four or more doctors, or
from four or more pharmacies. The risk was 11 times greater for patients on high dosages of
more than 100 MME.

Patients with one or more risk factors receiving prescriptions from multiple sources and/or total
dosage, accounted for 55% of all overdose deaths. They only comprise 6% of patients not
experiencing fatal overdose. In other words, information from a PDMP can predict a high
proportion of patients at risk for overdose death.

Recommendation Ten

When prescribing opioids for chronic pain, providers should use urine drug testing before
starting opioid therapy and consider urine drug testing at least annually to assess for prescribed
medications as well as other controlled prescription drugs and illicit drugs.

Recommendation Category: B
Evidence Type: 4

Rationale:
U Urine drug tests can provide useful information about unreported drug use that can
increase patients’ risk for overdose.
O Factors influencing category B designation include:
U These tests are not always covered by insurance, and particularly when more specific
tests are used can result in significant cost burden for patients.
U Urine test results are often misinterpreted by providers.
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Recommendation Eleven
Providers should avoid prescribing opioid pain medication for patients receiving
benzodiazepines whenever possible.

Recommendation Category: A
Evidence Type: 3

Rationale:

U Concurrent benzodiazepine and opioid prescription are associated with a near
quadrupling of risk for overdose death, compared with opioid prescription alone in a
case-cohort study.

U Concurrent benzodiazepine use has been found in large proportions of opioid-related
overdose deaths in epidemiologic case series.

Recommendation Twelve

Providers should offer or arrange evidence-based treatment, usually medication-assisted
treatment (MAT) with buprenorphine or methadone in combination with behavioral therapies, for
patients with opioid use disorder.

Recommendation Category: A
Evidence Type: 3

Rationale:
O Prevalence of opioid use disorder, previously referred to as opioid dependence or
addiction, among primary care patients on chronic opioid therapy ranged from 3% to
26%.
U Buprenorphine or methadone are effective in preventing relapse among patients with
opioid use disorder.

NCIPC followed a rigorous process and used GRADE, which provides a transparent framework
for the translation of evidence into recommendations. The supporting text in the draft guideline
provides further information about implementation of the recommendations. Dr. Dowell thanked
the group for their time and careful consideration of the draft guideline.

Discussion Points

Dr. Hargarten opened the floor for clarifying questions about the draft guideline. Regarding the
background and need for the guideline, he noted that Dr. Dowell reported that 11% of
Americans experience daily pain. He asked whether that percentage has changed in the last
decade or two; that is, is the US as a nation experiencing more chronic pain than ever before, or
has the situation been fairly steady?

Dr. Dowell replied that it is difficult to tell whether the number of Americans experiencing daily
pain has changed, as different surveys in different populations ask questions in different ways
and generate varying ranges. Some ranges are as high as 40% of adult Americans
experiencing daily pain, as expressed in the Institute of Medicine (IOM) report, which used the
definition of “any back pain, arthritis, neck pain, or headache in the last year.” Other estimates
are as low as 8%. It is difficult to track what is happening over time. A study from Daubresse
and colleagues examined reports of pain in a large database from 2000-2010. That study
concluded that the amounts of pain that people reported were relatively constant during that
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time period. Interestingly, during that time period, opioid prescribing was increasing as the use
of other treatments was decreasing.

Dr. Sherry Lynn Hamby asked about the data presented as rationale for Recommendation
Seven. She wondered whether the data were presented in comparison with no opioid use and
whether the cell should not have a zero value, as it is not clear how opioid use disorder would
be present without opioid use. She also noted that odds ratios are not equivalent to relative risk
in many studies and warned that the guideline should take care with that wording. Relative risk
could be 122, but that phrasing should not be used to imply an incident rate of over 100%.

Dr. Dowell agreed and clarified that odds ratios are the ratio of one odds to another odds in
another group, where relative risk is a ratio of proportions. In terms of the study supporting
Recommendation Seven, she indicated that opioid use was compared to no opioid prescription.
The study utilized a claims database to determine opioid use. People could have been using
opioids that were not prescribed or that were prescribed outside the managed healthcare
system.

Report from Opioid Guideline Workgroup

Christina Porucznik, PhD, MSPH
NCIPC BSC member
Chair, Opioid Guideline Workgroup

Dr. Christina Porucznik thanked the group and noted that the Opioid Guideline Workgroup
included members who represented a range of specialties, experience, and expertise. The role
of the workgroup was to provide observations to the BSC about the draft CDC Guideline for
Prescribing Opioids for Chronic Pain, the clinical evidence review, and the contextual evidence
review. The group met four times in 2016 by teleconference on January 8, 13, 15, and 18.

During its January 7, 2016 meeting, the NCIPC BSC suggested that the workgroup engage the
help of consultants to provide expertise from additional perspectives. The workgroup engaged
with consultants from the following additional fields who participated in workgroup discussions

as the workgroup identified need for additional information in their specialties:

Consultant Area Participation

Pediatrics & Anesthesiology Ad hoc, not contacted
Occupational Med & Worker’'s Comp Ad hoc, not contacted
Obstetrics & Gynecology Participated 1/15

GRADE methods & cost effectiveness Participated 1/8, 1/13, & 1/15
Medical Ethics Ad hoc, not contacted
Addiction Psychiatry Participated 1/15

Physical Medicine & Rehabilitation Participated 1/13

Addiction Psychiatry Participated 1/15
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The group made overall observations about the guideline. These observations apply either to
more than one of the recommendation statements or to the guidelines as a whole rather than to
a single statement.

O Workgroup members support efforts reflected in the guideline to encourage integrated care
for people with chronic pain. As defined in the draft National Pain Strategy, integrated care
is the systematic coordination of medical, psychological, and social aspects of healthcare. It
includes primary care, mental health care, and specialist services when needed.

U Workgroup members suggest continued monitoring of Guideline implementation for
evidence of their impact and of unintended consequences, and modification of the guideline
when warranted by evidence.

O Several workgroup members suggest that pediatric and adolescent populations should be
considered for future updates of opioid prescribing guidelines. The current draft guideline is
intended for adults over age 18 being managed in primary care for chronic pain.

O Risks and benefits of opioid therapy and chronic pain, and the epidemiology of prescription
drug misuse and abuse, are areas of active research. The workgroup suggests that the
contextual evidence review may need to be updated more frequently than the clinical
evidence review. The workgroup encourages CDC to work with partners to support
additional research in this field.

U Workgroup members expressed strong preference for Guideline Recommendations that are
framed with positive rather than negative language.

O Several workgroup members observed that they were asked to consider cost feasibility for
the recommendations. In general, the group feels that such data are lacking and are subject
to great variability. More research is required in this domain in order to have evidence
related to cost feasibility that could be evaluated.

U Concerns about access to care, cost, and insurance coverage were raised by several
workgroup members in discussion of Guideline Recommendations One, Six, Seven, Eight,
Nine, Ten, and Twelve.

O Systematic changes in payment policies will likely be required to support implementation of
the guideline. Workgroup members encourage CDC to work with federal partners to support
payment policies that are congruent with the guideline.

O Discussions about safe medication storage and disposal are mentioned in several sections
of supporting text that accompany the guideline. Workgroup members observed that these
discussions are relevant throughout the course of opioid therapy for chronic pain and
encourage providers to include patient education on safe storage and disposal of
medications as a routine part of therapy along with discussions of risks, benefits, treatment
goals, mental health, pain, and function.

O Workgroup members observed that primary care providers may require additional education
on approaches integral to implementation of the Guidelines, including education on:
» Non-pharmacologic and integrated care
» Offering naloxone to patients with chronic pain
» Medication-assisted treatment for opioid use disorder
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U Workgroup members encourage CDC to work with partners to support and/or provide
appropriate education to primary care providers.

The workgroup also offered the following observations about each of the recommendations in
the draft guideline:

Recommendation One

Q

Q

Q

Q

All members of the workgroup agreed with the type and category of evidence for
Guideline Recommendation One.

Workgroup members commend the ordering of statements and agree that the topic of
this recommendation should be first.

Clear wording that opioids are not routine therapy for adults in chronic pain managed in
primary care, as well as mention that both pain and function are important, are good
messages to present first in the guideline.

Several workgroup members expressed significant concerns about access to care,
particularly for non-pharmacologic therapies mentioned in this recommendation. It was
suggested that there should be clear preference for integrated care for chronic pain
expressed in Recommendation One and throughout the guideline and supporting text.

Recommendation Two

Q

Q

Q

All members of the workgroup agreed with the type and category of evidence for
Guideline Recommendation Two.

Workgroup members particularly commend this recommendation for its focus on patient-
centered goals for improvement of pain and/or function.

There was some concern that some providers would interpret the phrasing of “pain and
function” to mean that improvements are required in both pain and physical function in
order to justify continuation of opioid therapy. Such meaning could be clarified in the
supporting text. Spinal cord injury patients, for example, may never walk again;
however, continued opioid therapy may be appropriate if it helps manage their pain and
improves social or psychological function.

Many people with chronic pain also experience mental health concerns, such as
depression and/or anxiety. There is evidence that treating these co-existing conditions
can improve pain outcomes as well. Several workgroup members encouraged the
addition of language in the supporting text for Recommendation Two to include
evaluation of mood in addition to pain and function.

Recommendation Three

Q

Q

All members of the workgroup agreed with the type and category of evidence for
Guideline Recommendation Three.

Several members observed that suggesting a safety discussion in response to
unexpected findings in the PDMP data or urine drug screen results in the supporting text
for this recommendation may suggest to providers that safety discussions are for
extreme events, rather than conversations that should occur at initiation of opioid
therapy and should continue as a routine matter throughout the duration of therapy.
Disposal of medications is a complicated situation. Information about safe disposal of
medication should be included in the tools accompanying the guideline.

Several workgroup members suggest that consideration of possible risk to household
members from accidental ingestion or diversion of opioids should be included in the
discussion of risks and benefits with the patient who will be receiving the opioids.
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Recommendation Four

Q

Q

All members of the workgroup agreed with the type and category of evidence for
Guideline Recommendation Four.

This recommendation is evidence type 4, which includes observational studies and
clinical experience. The subject matter experts (SMES) in the workgroup agreed that
this recommendation is consistent with best practices and well-deserves a Category A
designation.

Recommendation Five

Q

This recommendation generated significant discussion about content in addition to the

discussion about the recommendation category and evidence type:

» Six of the nine workgroup members agreed with the category A and evidence type 3
designation.

» Three workgroup members felt that the evidence type 3 was appropriate, except for
the last paragraph of supporting text. If the discussion of tapering in the supporting
text was removed, then Category A and evidence type 3 designation was
appropriate.

» Two workgroup members suggested revisions to the statement.

Most members felt that the evidence for the last paragraph of supporting text, which

involves tapering, was type 4 evidence, but would support type 3 evidence for the

remaining paragraphs of supporting text.

» One specific observation was that the last paragraph of the supporting text for this
recommendation, regarding patients already taking opioids, does not directly support
Recommendation Five itself, which is about initiation of opioid therapy.

In comparison to contextual evidence for risk and harm for opioid therapy, there are

virtually no studies of long-term benefits or improvement in pain and function with opioid

therapy. Workgroup members encourage future studies to populate this data gap.

One member of the workgroup strongly opposes Recommendation Five as it is written.

This member stated repeatedly that the current recommendation clearly suggesting dose

limits is not supported by any data showing a decrease in benefit-to-risk ratio at the

arbitrary number stated in the recommendation. This member expresses concern that
the current wording of Recommendation Five will undermine support for the entire
guideline from providers and professional organizations.

The focus on patient pain and function included in the text of Recommendation Two is

not similarly included with Recommendation Five. Improvement or decrement of pain

and/or function should be the impetus for any change in dose, either increasing or
decreasing. Workgroup members observed that this message should be repeated here.

Recommendation Six

Q
Q

Q

All members of the workgroup agreed with the evidence type for Recommendation Six.

There was considerable discussion about the category for this recommendation:

» One member recommended that this recommendation should be Category B.

» Many members are able to support the Category A designation only if the statement
is reworded to include a range for the duration of therapy.

The duration of therapy was the focus of animated discussion:

» Many members felt that three days was too limited and preferred a range of values,

none of which exceeded seven days.

Seven days or fewer: four members

Three to seven days: two members

Five to seven days: one member

Three to five days: one member

YVVY
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Q

Q

» One member was strongly opposed to seven days as too long.

A specific wording suggestion for this recommendation is, “Avoid prescribing more than
three days’ supply, unless circumstances clearly warrant additional opioid therapy.”
The supporting text for this recommendation should also include information and tools
about safe medication storage and disposal.

Recommendation Seven

Q

Q

Q

All members of the Workgroup agreed with the type and category of evidence for
Recommendation Seven.

This recommendation should apply to all patients. Several workgroup members
expressed concern that the wording of this recommendation applies only to opioid naive
patients.

Individual workgroup members suggested specific edits to this recommendation,
particularly to the final sentence. There was concern that it implies that all patients
should be at a dose of zero opioids and fails to suggest what else providers should do
regarding other therapies besides eliminating the opioid medication.

Recommendation Eight

Q

Q

All members of the Workgroup agreed with the type and category of evidence for
Recommendation Eight.

Two members suggest that the recommendation would be stronger with the inclusion of
concomitant use of central nervous system (CNS) depressants or sedatives among the
listed risk factors in the statement.

Recommendation Nine

Q

Q

Q

All members of the Workgroup agreed with the type and category of evidence for
Recommendation Nine.

The bulleted information in the supporting text for this recommendation should also
apply to patients on high dosages of medications and dangerous combinations, not just
patients receiving medications from multiple providers.

Workgroup members observe that access to PDMP data and the utility of that data vary
among states. Issues of data sharing can limit PDMP utility in border areas. CDC and
its federal partners are encouraged to support PDMP development and operation across
the country and to help to work toward efficient data access and interfaces for all
providers of controlled substances.

Recommendation Ten

Q
Q

Q

All members of the workgroup agreed with the evidence type for Recommendation Ten.
The majority of workgroup members felt that this recommendation should be a Category
A recommendation, rather than Category B.

The universal recommendation from Category A is perceived to be both more focused
on patient safety and less likely to result in urine drug testing being applied selectively
among already-stigmatized or stereotyped patients.

Supporting text for this recommendation should encourage providers to use the simplest
urine drug testing appropriate for each patients in order to reduce cost and improve the
feasibility of the recommendation.

Workgroup members emphasized the need for providers to be educated about
interpretation of the results of the urine drug testing implemented in their practice
settings.

Research on risks and benefits of urine drug testing is limited, and more such research
is encouraged.
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Recommendation Eleven

Q

Q

All members of the workgroup agreed with the type and category of evidence for

Recommendation Eleven.

Risk mitigation in the presence of co-prescription of opioids and benzodiazepines was

universally supported by the workgroup.

Members of the workgroup observed and supported that the intention of this

recommendation is to discourage concurrent prescribing of opioids and benzodiazepine

medications; however, several members felt that the current language presumes that the
benzodiazepine is appropriate and fails to encourage patient-centered decision-making
about risks and benefits for each medication.

Supporting text for this recommendation could include language regarding the

importance of the pharmacist in co-prescribing situations and the role for the use of

PDMP data to identify concurrent medication use.

Workgroup members noted that the wording of Recommendation Eleven has changed

significantly during the comment and review process.

» Several workgroup members preferred the original wording.

» Some workgroup members preferred that this statement be modified to state that
“providers should use caution when” prescribing opioids, rather than “providers
should avoid” prescribing opioids.

» Several workgroup members supported the “avoid” wording, and two members
strongly preferred the “avoid” wording.

Discussion about this recommendation surrounded concerns about inter-professional

communication; that is, between psychiatrists, who frequently prescribe the

benzodiazepine and the primary care providers, who prescribe opioids. The discussion
included challenges and the need for providers and patients to jointly discuss the
patient’s needs, prioritize patient goals, and weigh risk of concurrent benzodiazepine
and opioid exposure before deciding upon initiating, continuing to prescribe, or tapering
either medication.

Recommendation Twelve

Q

Q

There was disagreement among the workgroup members regarding the evidence
category for this recommendation. One member strongly supported a Category B
designation, while the remaining members were comfortable with Category A.
Workgroup members agreed that the evidence for MAT for opioid use disorder is strong
and recommended that the evidence type for this recommendation be upgraded from
Type 3 to Type 2.

Workgroup members commended the wording of this recommendation, particularly the
“providers should offer or arrange” clause. The workgroup members felt that this
wording will help encourage primary care providers to be proactive about treatment for
opioid use disorder and perhaps encourage more providers to acquire training and
licensure for buprenorphine prescribing.
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The workgroup also reviewed and generated observations on supplemental materials to the
draft guideline, including the Clinical Evidence Review, the Contextual Evidence Review, and
Comments from Stakeholders, Peer Reviewers, and the Public.

O The Clinical Evidence Review was thorough and well-done for the specific clinical
guestions.

O Workgroup members recommend continued support for future clinical and contextual
research on benefits and risks of opioid therapy for chronic pain.

U Future updates of the Contextual Evidence Review should seek out more information
about specific non-pharmacologic therapies for chronic pain, such as exercise therapies,
interventional therapies, integrated medicine, and behavioral therapies.

O Evidence in the Contextual Evidence Review supports that mental health disorders
frequently co-occur among people with chronic pain. The supporting text for
Recommendations Two and Five, which describe evaluating pain and function, should
be modified to include evaluation of patient mood as well.

O Comments from constituents demonstrated the breadth and variety of positions on the
issue of opioid therapy for chronic pain among adults managed in primary care.
However, there seemed to be general agreement that guidelines are urgently needed,
even if this set of guidelines is only the first step.

O Comments from patients and family members in particular expressed the desire that
patient-centered care is enhanced, rather than reduced, by this guideline. Members of
the workgroup felt that the guideline could be implemented in a manner consistent with
patient-centered care.

Discussion Points

Dr. Shelly Timmons asked about the extent to which the workgroup took into account the
larger context of chronic pain, its diagnosis, separation of pathophysiologies, and the
determination of appropriate treatments of chronic pain other than opioids. She noted that Dr.
Houry had mentioned that this guideline is part of a larger effort on chronic pain. The guideline
has a limited scope for a reason and is only addressing the use of opioid therapies; however,
she wondered about the context of the workgroup’s formulation of language, particularly in the
contextual section. There is some paucity of language in that section that could expand on the
problem of diagnosis and pathophysiology, and the selection of appropriate treatments.

Dr. Porucznik replied that the workgroup extensively discussed the difficulty of patient access
to non-pharmacologic therapy for chronic pain. Members of the group agreed that it is a great
idea for patients to manage chronic pain through means other than opioids, and that opioids
should not be a first step of treatment. Members were also in agreement that it is difficult in
practice for patients to access other therapies and for providers to get patients into care that
does not have a prescription. There was a great deal of concern that because this document
focuses on opioids, it may give the impression that opioids are normal and that other therapies
are alternative when in reality, the characterizations should be reversed. Opioids should be
reserved for cases in which they are the only approach that works. The workgroup realized that
this guideline is for the prescription of opioids in primary care.

Dr. Traci Green added that the focus of the guideline was on what to do after an assigned
diagnosis of an acute or chronic pain condition, not on what do to before the diagnosis.
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Dr. Timmons expressed concern that only alternative therapies that are not medical were being
considered. The first step is to decide whether opioid medication is even appropriate for the
type of chronic pain that a patient is experiencing. There are surgical therapies and other
medications and classifications that could be more appropriate. Headache and back pain, for
instance, have multiple etiologies and it is important to work through the range of appropriate
and possible approaches. The emphasis on that decision-making process is in a brief
paragraph in the draft guideline, but the process may have been given short shrift. More
clarifying language on may be needed, if possible.

Dr. Porucznik responded that the workgroup had discussed this issue. There is limited
evidence comparing opioids to other therapies. Encompassing the spectrum of evidence is
challenging.

Regarding the workgroup response to Recommendation Five and the statement on dosage
limits, Dr. Deborah Gorman-Smith noted that one workgroup member strongly opposed
including specific limits. She assumed that the other workgroup members were not concerned
about the dose levels stated in the guideline and asked for more detail about the group’s
conversation.

Dr. Porucznik said that there was a great deal of workgroup discussion on this point. Other
workgroup members did not have as strong a response to the limits as the member with the
strong response. There was concern that nearly any specified level chosen could be described
as “arbitrary.” The available evidence is primarily from large claims databases and related
sources. Opioid dosing is not discrete. It is in “chunks of pills.” Therefore, it is not possible to
look at a uniform distribution and find an inflection point. The other workgroup members were
comfortable with the levels presented in the draft guideline.

Dr. Greenspan reminded the participants on the telephone that they could access the
workgroup observations document at www.cdc.gov/injury/BSC, under the tab “Meetings.”

Dr. Hargarten thanked Dr. Porucznik and the workgroup and congratulated them on a
thoughtfully organized summary of their observations.

Lunch Break / Call to Order / Roll Call

Dr. Greenspan dismissed the group for a lunch break at 10:40 a.m. The meeting resumed at
11:30 a.m. Mrs. Tonia Lindley conducted a roll call of the BSC members and ex officio
members and established that a quorum was present.
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Discussion of Workgroup Report

Stephen Hargarten, MD, MPH

Professor and Chair

Department of Emergency Medicine

Medical College of Wisconsin

Chair, National Center for Injury Prevention and Control Board of Scientific Counselors

Dr. Hargarten thanked Dr. Porucznik for her leadership of the Opioid Guideline Workgroup, and
Dr. Green and the other workgroup members for the time and effort that they dedicated to
reviewing the draft CDC Guideline for Prescribing Opioids for Chronic Pain and its supporting
documentation. He reminded the participants that the materials were available online. During
this session, he opened the floor for questions and comments regarding the content of the
Opioid Guideline Workgroup observations and requested that BSC members provide input
regarding their priority areas of concern or clarification.

Discussion Points

Dr. Angela Mickalide requested a more engaged discussion regarding safe storage of
medications, particularly with the pediatric population, as well as further discussion regarding
the lack of Type One and Type Two evidence within GRADE and whether this type of evidence
will ever be available moving forward.

Dr. John Allegrante suggested that they discuss professional education and the potential
partnerships that will need to be formed for provider education regarding the guideline and
regarding the problem of opioid abuse in general. This guideline will be an organic, living
document, but he said he hoped to discuss further provider education and the implementation of
the guideline.

Dr. Joan Duwve asked for additional conversation regarding urine drug monitoring, especially
the availability of specific urine drug tests that are appropriate for office-based use and that are
powerful enough to discern the types of information that providers may need to make informed
decisions. There may need to be more robust language in the guideline regarding urine drug
monitoring. She also hoped for a discussion regarding the workgroup’s suggestion that this
recommendation should be Category A rather than Category B.

Dr. Samuel Forjuoh observed that there are already too many recommendations and
wondered if they could be combined. There may be a way to simplify them, especially given
that primary care physicians are already overwhelmed and may be burdened by several
recommendations on opioids.

Dr. Wilson Compton asked for discussion regarding evaluating the outcomes of implementing
the guideline and assessing its impact both on pain patients, the larger drug abusing community
and on overdose rates, which is the main goal of the guideline. There are potential positive
impacts, such as reducing opioid misuse, abuse, and overdose. There are also potential
benefits and complications for patients that seek pain treatment.
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Dr. Hamby suggested that the group discuss the review of state policies and how they figured
into the development of the guideline. She encouraged that they consider using the rich data
that are available from a number of states that have implemented different guidelines with
different features in order to determine which approaches have the biggest impact on overdose.
There is an opportunity to advance evidence-based practice. Further, there should be
consideration of inclusion of other outcomes and possible adverse effects, such as patients who
have had less-successful pain management due to more restricted access to opioids. National
guidelines that were released in 2010 apparently had little impact on prescribing practices,
which have increased considerably.

Dr. Duwve expressed confusion with respect to Recommendations Eight and Eleven,
particularly regarding the workgroup recommendation to include depressants and sedatives in
Recommendation Eight. Recommendation Eleven speaks to this point when it refers to the co-
prescribing of benzodiazepines. Perhaps the CNS depressants could be added to
Recommendation Eleven so that Recommendation Eight remains focused on multiple
prescribers for opioids specifically.

Dr. Gerald Gioia asked to hear more discussion regarding non-pharmacologic therapies and
the guidance that can be provided to primary care providers to prepare them to inform their
patients about those options if they are not actively pursued.

Dr. Timmons emphasized that in addition, surgical therapies may be considered, as well as
other, non-opioid pharmacological therapies. The BSC might consider recommending
increased language regarding the context. The guideline refers to integrated care for chronic
pain, which is a combination of multiple diagnoses. It is important to integrate that conversation
at least into the guideline’s background materials and to educate primary care providers on
choosing therapies appropriately.

Dr. Hargarten noted that some of the BSC’s responses addressed the workgroup observations,
and others focused on content within the guideline.

Dr. Porucznik addressed Dr. Duwve’s observations on Recommendations Eight and Eleven.
Recommendation Eight lists different risk factors and times when people should take more
caution, including before starting and periodically during continuation of opioid therapy. The
workgroup felt that CNS depressants and sedatives represent a real risk factor at this point and
should not be left out of this recommendation. The recommendation chiefly refers to
benzodiazepines, and it is important for another recommendation to focus on benzodiazepines.
The workgroup did not specify benzodiazepines in Recommendation Eight because they did not
want to be too specific and possibly imply that other depressants or sedatives are free from risk.
There has been a great deal of work on the combined harms of opioids and benzodiazepines,
partly because they both appear in PDMP data and it is relatively easy to evaluate them.

Dr. Duwve agreed about the risks of co-prescribing. In Indiana, she hears of people taking the
“holy trinity” of a muscle relaxant, benzodiazepines, and opioids to potentiate the effects of the
opioids. She had been confused regarding why there were two recommendations, but she
agreed that there is sufficient risk to warrant mentioning them twice.

Dr. Porucznik turned to Recommendation Ten and the availability of office-based urine drug
testing and the assignation of Category A versus Category B. The workgroup felt that assigning
Category B to the recommendation was tantamount to having no recommendation at all.
Presently, urine drug testing is used by some providers. It is probably more often used for

27



Draft Meeting Minutes NCIPC Board of Scientific Counselors January 28, 2016

patients who are members of more stigmatized populations or in a stereotypical testing. The
workgroup felt that assigning Category A to the recommendation for urine testing would
strengthen it, systematize it, make testing more part of routine care, and not relegate the testing
to an approach that providers use to “fire patients.” Regarding the availability for office-based
use, there is a wide variety of technologies being used for urine drug testing. The larger
concern of the workgroup was that providers may not be aware of the testing that occurs when
they call for urine drug screening. There is a corollary of providers who buy expensive
machines and conduct office-based testing as a means of generating income. Neither scenario
is appropriate. Therefore, the workgroup suggested using language that refers to the “simplest
appropriate test.” This recommendation incorporates not testing for something that will not
change the management, and considering testing in a qualitative rather than a quantitative
fashion. Providers should observe the prescribed medications to check for diversion and should
ensure that there are no other opioids present. Many primary care providers will need
e