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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)

Thirty-Third Meeting
July 22, 2020

Teleconference Meeting
Open to the Public

Summary Proceedings

The Thirty-Third meeting of the National Center for Injury Prevention and Control (NCIPC; Injury
Center) Board of Scientific Counselors (BSC) was convened on Wednesday, July 22, 2020

via teleconference and Adobe Connect. The BSC met in open session in accordance with the
Privacy Act and the Federal Advisory Committee Act (FACA).

Call to Order / Roll Call / Meeting Process / Welcome & Introductions

Call to Order

Victoria Frye, DrPh, MPH

Chairperson, NCIPC BSC

Associate Medical Professor

Department of Community Health and Social Medicine
City University of New York School of Medicine

City College of New York

Dr. Frye called to order the open session of the Thirty-Third meeting of the NCIPC BSC at
10:00 AM Eastern Time (ET) on Wednesday, July 22, 2020.

Roll Call

Mrs. Tonia Lindley

NCIPC Committee Management Specialist
National Center for Injury Prevention and Control
Centers for Disease Control and Prevention

Mrs. Lindley conducted a roll call of NCIPC BSC members and Ex Officio members, confirming
that a quorum was present. Quorum was maintained throughout the open portion of the
teleconference. One conflict of interest (COI) was declared by Dr. Compton who indicated that
he has long-term stock holdings in General Electric, Pfizer, and 3M Companies. An official list of
BSC member attendees is appended to the end of this document as Attachment A.
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Meeting Process

Arlene Greenspan, DrPH, MPH

Associate Director for Science

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

Dr. Greenspan introduced Stephanie Wallace, the Writer/Editor from Cambridge
Communications and Training Institute (CCTI), who she explained would record the minutes of
the meeting. She requested that everyone state their names prior to any comments for the
record. Minutes of the meeting will become part of the official record and will be posted on the
CDC website at www.CDC.gov/injury/bsc/meetings.html. All NCIPC BSC and Ex Officio
members were requested to send an email to Tonia Lindley at ncipcbsc@cdc.gov at the
conclusion of the meeting stating that they participated in this meeting. Members of the public
were placed in listen only mode until time for the Public Comment period. Dr. Greenspan
indicated that Adobe Connect would be utilized to show presentations. She thanked Victor
Cabada from CDC, who would be monitoring the Chat Box. She extended a special thanks to
Tonia Lindley of CDC, the FACA Coordinator, who did a great job in coordinating the various
components of this meeting in a complete virtual environment.

Welcome & Introductions

Victoria Frye, DrPh, MPH

Chairperson, NCIPC BSC

Associate Medical Professor

Department of Community Health and Social Medicine
City University of New York School of Medicine

City College of New York

Dr. Frye thanked everyone for their time and commitment to injury and violence prevention,
recognizing that to say everyone is busy is an extraordinary understatement as everybody is
struggling through these times. Given that many of them are providing clinical and public health
support and programming to people who are affected by the COVID-19 pandemic, she
expressed gratitude to them for taking time out of their schedules to engage in this important
committee. She reminded everyone that the role of the BSC is to advise and provide counsel to
leadership at the CDC and NCIPC on injury and violence prevention research and activities.
She thanked and welcomed members of the public, whose engagement is very much
appreciated and is critical to the BSC's role and mission. She noted that from 12:20 PM to 1:15
PM, there would be a period for public comment, at which time the operator would provide
instructions to anyone wishing to make a public comment. Those unable to present their public
comments during the call were invited to submit them in writing to ncipcbhsc@cdc.gov before
July 28, 2020 at 5:00 PM ET. There will be additional opportunities to comment on ongoing
opioid activities. For those on the phone without Adobe Connect access, the presentation slides
were made available at https://www.cdc.gov/injury/bsc/meetings.html.

Before beginning the meeting, Dr. Frye called for a moment to recognize the truly awful impact
that the twin epidemics of COVID-19 and systemic racism are having on the country.
Worldwide, COVID-19 is approaching 15 million cases according to the Johns Hopkins
University (JHU) Covidtracker COVID-19 Dashboard, with nearly 4 million of those in the United
States (US). In her home state of New York, they have lost over 30,000 people. People on the
BSC have been treating COVID-19 patients, so she thanked them again for being present. The
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other epidemic that plagues the US is systemic racism, which has manifested most recently in
numerous murders of Black and African American people at the hands of police. The impact of
systemic racism is seen in both COVID-19 and police brutality, or what those in injury
prevention often call “structural violence.” It is very clearly within the BSC’s purview to address
this. Dr. Frye thanked the NCIPC leadership for recognizing the BSC's calls for a focus on this
issue, which is a focus in which they will engage vigorously during the August 2020 BSC
meeting and that would be a focus intrinsic to the topics of this meeting related to opioid use.
She called for a moment of silence to honor the memories of those who have passed as a result
of these twin epidemics of COVID-19 and systemic racism.

Approval of Last Meeting Minutes

Dr. Frye referred members to the copy of the minutes provided to them from the December 4-5,
2020 NCIPC BSC meeting. With no corrections noted, Dr. Frye called for an official vote.

Motion / Vote

Dr. Floyd made a motion, which Dr. Crawford seconded, to approve the December 4-5, 2020
NCIPC BSC meeting minutes. The motion carried unanimously with no abstentions.

Opening Remarks from CDC’s Principal Deputy Director

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

On behalf of CDC and the Leadership Team, Dr. Schuchat said she wanted to personally thank
the BSC members, guests, and terrific staff of NCIPC who have been working hard in
preparation for this meeting. Like many others, she thinks about the impact that COVID-19 is
going to have on the future of public health. While they are still learning about the virus and how
to save lives, it is already known that the downstream effects of the pandemic will be felt for
years to come. The pandemic is affecting people across the country in many ways and is
challenging CDC'’s programs, partners, and staff. They know that providers, hospitals, and
health systems are grappling with both urgent patient care needs and maintenance of non-
pandemic activities. Dr. Schuchat expressed appreciation for all of the BSC members, many of
whom are working on the frontlines in their day-to-day work, for their service to CDC and for
making time to join the meeting.

Beyond the pandemic, racist injustices and senseless killings also have posed unrest upon the
country’s communities. Racism is an ongoing public health crisis. It is critical to continue to work
for racial and health equity during the pandemic. They all bear the responsibility of making the
country better for themselves, communities, and future generations. Everyone can and must do
better. She noted that Dr. Deb Houry would soon present some of the efforts that NCIPC has
taken as immediate steps to addressing racial injustices and racial inequities. They look forward
to discussing this in much more depth during the August 20, 2020 BSC meeting.
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Preventing opioid overdose deaths remains a priority for the agency. The work that everyone is
doing is critical. A cornerstone of that work is the CDC Guideline for Prescribing Opioids for
Chronic Pain and ensuring that patients with pain are afforded evidence-based pain care. CDC
released this guideline in 2016 to help primary care doctors provide safer, more effective care
for patients with chronic pain. Since the release of the guideline, the agency has been working
every angle to make sure that it is accessible, easy to understand, and seamlessly translated
into clinical practice. Despite the best intensions, they have seen barriers and challenges in
implementing the guideline’s strategies. Unfortunately, some policies and practices derived from
the guideline have been inconsistent with and often go beyond its recommendations.
Appropriate implementation of the guideline supports an individualized approach to pain
management that includes appropriate physical, psychological, and non-opioid strategies.

CDC has committed to updating guideline recommendations when new evidence is available. In
April, the Agency for Healthcare Research and Quality (AHRQ) completed 3 systematic reviews,
which include new evidence on non-pharmacological and non-opioid treatments for chronic
pain. Based on the evidence, CDC has determined that an update of the guideline is warranted.
Two additional systematic reviews on treatments for acute pain are underway, which will help
inform the decision of whether to further expand the guidelines into the treatment of acute pain.
Updating the guideline, while not a panacea for either the country’s opioid or pain management
challenges, will be one more step toward ensuring that patients with chronic pain receive safer
and more effective pain management. CDC is committed to identifying the best evidence and
partnering with other federal agencies and organizations to limit the devastation communities
feel and ultimately to save lives. The agency is very thankful for the BSC’s commitment to
preventing prescription opioid overdose while ensuring that patients have access to safe and
effective pain treatment, and also is appreciative of those who were nominated to be part of the
Opioid Workgroup (OWG). This WG will help ensure broad external transparent input on the
complex issues relevant for the update on the 2016 guideline.

NCIPC Director’s Update

Deb Houry, MD, MPH
Director, National Center for Injury Prevention and Control
Centers for Disease Control and Prevention

Dr. Houry thanked Dr. Schuchat for joining the meeting and echoed her gratitude to all of the
members of the BSC for carving out time for the NCIPC BSC meeting, acknowledging that
many of them are busy responding to the COVID-19 pandemic in addition to their normal duties.
She then shared updates on NCIPC'’s work since the last BSC meeting in December 2019.
COVID-19 has impacted many people personally and professionally. CDC, like many of the
BSC members, has been responding actively to COVID-19. Related to many of NCIPC's topics,
it is known that strategies to prevent COVID-19 such as home quarantine or isolation may have
unintended effects on the potential for physical, emotional, and sexual violence (SV) against
children, partners, and other family members such as older adults; as well as increased use of
substances, especially without access to addiction treatment.

NCIPC has deployed staff over 200 times to support CDC'’s response efforts. She personally
deployed in the response from mid-March to May as a Deputy Incident Manager. Several of the
Task Forces that fell under her direction included: At-Risk Populations, Health Systems, and
Community Mitigation. Many of these overlapped and focused on issues related to injury and
violence prevention. Since March 2020, NCIPC staff have transitioned to fulltime telework with
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the exception of individuals working directly on the response and a small percentage of
managers and supervisors.

NCIPC is pleased that CDC has directed specific funds to address some of NCIPC’s priority
areas that are impacted by COVID-19. Collectively, these projects will include a range of
activities focused broadly on enhancing prevention during and after the current pandemic, as
well as in future public health emergencies. NCIPC received over $32 million in COVID-19
funding. Some of the resulting activities include building capacity for suicide, adverse childhood
experiences (ACEs), and intimate partner violence (IPV) prevention in Tribal communities
through improved data systems and public health response and delivery of prevention efforts
through virtual means; funding innovative strategies implemented by harm reduction
organizations and treatment providers that help to increase access to substance use disorder
(SUD) services during COVID-19; and training the injury and violence prevention workforces in
state and local communities to prevent injuries and violence focusing on suicide and ACEs
during COVID-19 and its aftermath. CDC continues to work closely with its partners in its
response to COVID-19.

The Injury Center continues to work across a diverse range of injury and violence topics where
there is a significant public health burden and where it can invest in research and resources to
make an impact. NCIPC has placed a high focus on 3 areas that are high burden, high impact,
and preventable: Overdose, Suicide, and ACEs. These priority areas and additional focus areas
are critical to comprehensive prevention, and the focus on primary prevention must be
continued. It is not enough to look at only overdose prevention for instance, which is a complex
topic that may need a deeper exploration of the crosscutting issues such as ACEs.

Recent racial injustices have encouraged NCIPC to take a step back to reexamine its current
programs and practices to ensure that they are justly reaching all populations, and to reassess
the Injury Center's own process internally. To touch on what the Injury Center has been working
on in this space and areas in which it needs to grow, NCIPC has made progress with activities
such as hosting resiliency sessions with its staff to discuss recent events and areas where they
have and can make progress within the Injury Center. They also have begun assessing the
Injury Center’s diversity among job grade series and leadership positions. This also includes
recruiting an external consultant to conduct an organizational assessment on NCIPC's diversity.
Leadership Team meetings have been convened to discuss ways to address inequities both in
their work and within the Injury Center.

NCIPC recently approved 6 fundable proposals that address racism and inequities through
activities including increasing the pipeline for minority researchers in injury and violence
prevention; training and education for public safety partners to reduce African American
overdose; holding National Violent Death Reporting System (NVDRS) roundtable discussions
with law enforcement; and shifting structural racism through bystander actions. Other activities
include discussing how NCIPC can ensure that diverse candidates are represented in its
recruitment, working alongside the Human Resources Office; reviewing language in its existing
funding announcements pertaining to addressing health equity and/or disparities in violence
prevention research; and examining the extent to which minority-serving institutions and/or
minority investigators receive funding and whether any of the funded research specifically
addresses issues of race and ethnic risks. This is only the beginning of these conversations,
which certainly will be ongoing. NCIPC is committed to sustainable action and changes in
addressing inequalities in its work and looks forward to continuing this discussion and hearing
the BSC'’s ideas much more in-depth during the August 2020 NCIPC BSC meeting.
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In Fiscal Year 2020 (FY20), the Injury Center received a $28.8 million increase compared to
FY19 funding. This includes 4 new funding lines for child sexual abuse (CSA) prevention,
suicide prevention, ACEs, and firearm injury and mortality prevention research. At the beginning
of 2020, NCIPC also agreed to partner with the White House Office of National Drug Control
Policy (ONDCP) to manage the Drug-Free Communities (DFC) Support Program. In response
to these new funding lines and its partnership with the BSC, NCIPC has created the following
new funding opportunities:

Preventing Adverse Childhood Experiences: Data to Action (PACE:D2A)

Rigorously Evaluating Approaches to Prevent Adult-Perpetrated Child Sexual Abuse (CSA)
Firearm Injury Surveillance Through Emergency Rooms (FASTER)

Research Grants to Prevent Firearm-Related Violence and Injuries (R01)

Drug-Free Communities (DFC)

Comprehensive Suicide Prevention

oooooo

Dr. Houry acknowledged the tremendous amount of interest in these funding opportunities as
evidenced by the large number of applications received, which underscores the demand and
need for work in these areas. NCIPC is currently in the process of reviewing applications, with
funding announcements to be made later in 2020.

In terms of recent overdose data and work within the Injury Center, the drug overdose crisis is
harming individuals, families, and communities. In 2018, there were over 60,000 drug overdose
deaths. Nearly 128 people die from an opioid overdose each day. Emerging substances, such
as cocaine and psychostimulants, are contributing to these overdose deaths. This introduces
additional complexities into the public health response. NCIPC has been tracking these trends
and examining how its prevention efforts can be broadened to address these overdoses. As the
nation has been combatting the ever-changing overdose crisis, it is known that there is not just
one solution and that everyone has a role to play. Recent provisional data released from the
National Center for Health Statistics (NCHS) suggests that there was an increase in overdose
deaths in 2019,which underscores the continued focus on prevention.

CDC's footprint in opioid overdose prevention has grown over the last few years. As previously
mentioned, they are pleased to have been awarded with the administration of the DFC Support
Program. This is the nation’s leading effort to mobilize communities to prevent or reduce
substance use among youth. Directed by the White House ONDCP, the DFC Support Program
is a $101 million grant program that establishes and strengthens collaborations among various
sectors of the community working to prevent youth substance use. Currently, there are more
than 700 community coalitions across the country in all 50 states. These grant recipients are
awarded up to $125,000 per year. The DFC Support Program presents another important
opportunity to learn and work together to impact this pressing problem and focus on upstream
prevention of substance use. NCIPC strongly believes that the best community-level
interventions come from the communities themselves. The DFC Support Program coalitions
have a tremendous amount of impact and knowledge to impart on the Injury Center, and the
Injury Center has the public health expertise in crosscutting areas to share with the coalitions.
NCIPC has spent the past couple of months transitioning the program to CDC and is especially
thankful for ongoing support from their colleagues at ONDCP, the Community Anti-Drug
Coalitions of America (CADCA), the Substance Abuse and Mental Health Services
Administration (SAMHSA), and across CDC for making this transition seamless.
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NCIPC'’s work in overdose prevention is strengthened through the Overdose Data to Action
(OD2A) program. OD2A is a 3-year nearly $1 billion program that combines prevention and
surveillance into one program. Dr. Houry highlighted the Injury Center’s work to improve data
timeliness. One example is that NCIPC is supporting non-fatal drug overdoses in 47 states and
the District of Columbia (DC). Of these 48 sites, 42 are now using syndromic surveillance data
to report non-fatal overdoses in 2 to 4 of emergency department (ED) visits.

The Injury Center also is enhancing its work in data science. To illustrate, Dr. Houry provided an
update on two projects related to substance use. In collaboration with the Georgia Institute of
Technology (Georgia Tech), NCIPC is focusing on misinformation about medication assisted
treatment (MAT) and the idea that people on MAT are not in recovery and are substituting one
drug for another. As part of this project, NCIPC/Georgia Tech will measure the prevalence and
trends in health misinformation related to substance use and treatments, quantify the reach of
this health misinformation, understand how and why this misinformation is shared, and identify
ideal strategies for interventions to prevent harms related to health misinformation. A second
project is a machine learning (ML) model that can be used for forecast overdose deaths using a
data ensemble approach. NCIPC recently received access to National Forensic Laboratory
Information System (NFLIS) data, which is a Drug Enforcement Administration (DEA) program
attached with information on the illicit drug supply. This is a critical data component to any
forecasting model. They are assembling the data sources and working on the programming
codes. Other data that are being proposed to be included in this model include IQVIA
prescribing data for opioid analgesics, National Syndromic Surveillance Program (NSSP),
National Poison Data System (NPDS), Google Trends, REDDIT, Twitter, and other overdose
data. In the interest of time, Dr. Houry indicated that she would be happy to present some of
NCIPC's other data science work on suicide at a future meeting.

Lastly, Dr. Houry highlighted a few new leadership positions at the Injury Center as reflected in
this Organizational Chart:

CDC Injury Center
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NCIPC was fortunate to receive approval for a second Deputy Director positions. Christopher
Jones, PharmD, DrPH is now service as a new Deputy Director of the Injury Center with primary
responsibilities including overseeing the science, strategy, innovation, and informatics functions
of the center. NCIPC is excited about this new position as the Injury Center continues to
strengthen its research and innovation and is actively recruiting for Dr. Jones’ previous position
as the Associate Director of the Office of Strategy and Innovation (OSI). Michael Coletta is the
new Associate Director of the Office of Informatics (Ol), who brings a wealth of knowledge to
NCIPC from Center for Surveillance, Epidemiology, and Laboratory Services (CSELS). Karen
Voetsch is the Branch Chief of the new Drug-Free Communities Branch (DFCB) within the
Division of Overdose Prevention (DOP). She comes to NCIPC from the National Center for
Chronic Disease Prevention and Health Promotion (NCCDPHP).

Update on the CDC Opioid Prescribing Estimates Project

Background, Methods, & Key Findings

Christina Mikosz, MD, MPH, FACP

Medical Officer & Lead, Clinical Practice Team
Division of Overdose Prevention

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

Dr. Mikosz presented the results of an analysis in which the BSC was highly engaged. As
shown in prior studies, opioid prescribing in the US has peaked and has begun to decline with
decreases noted in the annual prescribing rate, the rate of prescriptions written for <30 days,
and the average daily morphine milligram equivalents (MME) per prescription®. However, in
2015, prescribing rates still remained three times as high as in 19992 and almost four times as
high as the amount distributed in Europe® [*Guy GP Jr., Zhang K, Bohm MK, et al. Vital Signs:
Changes in Opioid Prescribing in the United States, 2006-2015. MMWR Morb Mortal WKly Rep
2017;66:697—-704; 2Data from 2015 represented the most recent data on prescribing practices
currently available at the initiation of this project; and ®International Narcotics Board; World
Health Organization population data. By: Pain & Policy Studies Group, University of
Wisconsin/WHO Collaborating Center, 2017].

Multiple entities throughout the years have developed clinical guidelines for opioid prescribing
for both acute and chronic pain, such as the following:

U Government Agencies: CDC Guideline for Prescribing Opioids for Chronic Pain, 2016

U Medical Professional Societies: American Pain Society Guidelines on the Management of
Postoperative Pain, 2017

O Health Departments: New York City Emergency Department Discharge Opioid Prescribing
Guidelines, 2013

O Other Requlatory Agencies: Medical Board of California Guidelines for Prescribing
Controlled Substances for Pain, 2014
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Existing research has pointed to a need to reduce unnecessary opioid prescribing. Prior studies
have found variation in opioid prescribing practices across clinical indications, even across
multiple patients in the same institution; identified a mismatch of opioid prescribing with
evidence for treatment effectiveness, such as for chronic pain; found multiple reports of unused
excess opioids after surgery; and identified an association between initial days’ supply and
likelihood of continued opioid use. However, this is balanced against reports of undertreatment
or delay in pain treatment in instances where opioid benefits may outweigh the risks.

The aims of the study on which Dr. Mikosz presented were to: 1) estimate rates and amounts of
opioids prescribed for specific painful indications in outpatient settings in the US; and 2)
compare qualitatively these prescribing rates against evidence-based published clinical practice
guidelines. The NCIPC BSC was engaged at several points in this process, a collaboration for
which NCIPC is very grateful. In June 2018, NCIPC requested formation of a multidisciplinary
Opioid Prescribing Estimates Workgroup (OPE WG) to help inform this project. From
September through October 2018, the OPE WG met via teleconference four times to discuss
project approach. In December 2018, the OPE WG Chair presented the WG's findings to the
NCIPC BSC, who provided recommendations to NCIPC on the direction of the project based on
review of the OPE WG report.

In terms of the study methods, this was a retrospective cross-sectional analysis of
administrative claims data from? two different data sources. One was OptumLabs Data
Warehouse (OLDW), which is a nationally representative sample of patients with commercial
insurance and Medicare Advantage, referred to throughout this presentation as “those with
private insurance.” The study period for this cohort was January 1, 2017 to December 31, 2017.
The second was the MarketScan® Multi-State Medicaid Database, which contains all Medicaid
beneficiaries in 9 anonymized states distributed across census regions. The study period for this
dataset was October 1, 2016 to September 30, 2017. The slight difference between the two
study periods was simply a reflection of the access available to each dataset at the time of the
analysis.

Over 40 indications associated with pain were included in the study, such as indications
associated with non-surgical acute pain (renal colic, low back pain); chronic pain (e.g., back
pain, fiboromyalgia); post-surgical pain (e.g., laparoscopic and open procedures); and pain
related to sickle cell disease and active cancer, which was analyzed separately from the
categories already mentioned. Linkage algorithms were developed to link patients’ opioid
prescriptions to medical encounters using patient identification (ID), visit and prescription
dispensing dates, clinician ID, and index diagnosis of the condition that was linked to pain. Then
prescribing rate by indication and by age, days of opioids supplied, and daily dosage in
morphine milligram equivalents (MME) were calculated per prescription. The following table
shows the full list of the non-surgical acute, chronic, and post-surgical procedures included in
the study:

11
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Non-Surgical Acute Pain Conditions Post-Surgical Pain Conditions
Abdominal pain Total hip arthroplasty

Acute low back pain Open cholecystectomy

Acute migraine Cesarean section

Dental pain Spinal fusion

Herpes zoster Lumbar decompression
Musculoskeletal sprains and strains Simple mastectomy

Renal colic Laparoscopic appendectomy

Rib fractures Open inguinal hernia repair
Coronary artery bypass
Tonsillectomy

Laparoscopic colectomy
Parathyroid/thyroid surgery

Total knee arthroplasty
Laparoscopic cholecystectomy
Vaginal delivery

Combined spinal fusion/lumbar decompression
Excisional biopsy
Lumpectomy/partial mastectomy
Laparoscopic abdominal solid organ resection
Laparoscopic inguinal hernia repair
Arthroscopic rotator cuff repair
Arthroscopic knee surgery

Open colectomy

Sinus surgery

Chronic Pain Conditions

Chronic radicular or nonradicular back pain
Chronic neck pain

Fibromyalgia

Inflammatory joint disorders

Irritable bowel syndrome

Non-migraine headaches

Osteoarthritis or joint cartilage conditions
Periarticular or soft tissue disorders

Overall, over 18 million patients with private insurance were included in the datasets during the
study period. Of those, 50.3% were female with a mean age of 42.7 years, 35.4% had one or
more visits with >1 pain-related diagnosis/surgical procedures, and 35.6% of that group had at
least 1 opioid prescription identified. Over 11 million patients were identified with Medicaid in
this dataset during the study period. Among them, 56.1% were female with a mean age of 20.4
years, 27.7% had one or more visits with >1 pain-related diagnosis/surgical procedures, and
35.5% of this group had at least 1 opioid prescription identified.

In terms of key findings for non-surgical acute pain conditions, just over 2 million visits with
private insurance benefits and over 1.6 million visits were linked to Medicaid benefits. Opioid
prescribing rates ranged from 4.6% for acute migraines to 44.8% for rib fractures for private
insurance, and 6.6% for acute migraines to 56.3% for rib fractures for Medicaid. The mean days’
supply for private insurance ranged from 4.1 for dental pain to 12.6 for acute migraine, and 4.0
for dental pain to 9.9 for acute migraine and acute low back pain for Medicaid. The mean daily
dosage per prescription was consistently about 30 MME per day for all non-surgical acute pain
conditions across both datasets.

For chronic pain, just under 1.5 million patients with private insurance and about 500,000
patients with Medicaid benefits were identified. Back pain was the most common chronic pain
indication in both datasets and was linked to 49.3% privately insured and 52.2% Medicaid
enrollees, with any chronic pain condition included in the study. Over >30% of privately insured
and almost 50% of Medicaid patients had at least 1 opioid prescription linked to their chronic
pain condition. The study found that 12.6% of private insurance patients and 20.0% of Medicaid
patients with chronic pain received long-term opioid therapy (LTOT) for that condition. The most
common chronic pain condition for which LTOT was continued was chronic non-radicular back
pain. About 90% of patients with both insurance types who had this chronic condition were
continued on long-term opioids. The mean daily dosage issued to patients with chronic pain
exceeded 50 MME per day for nearly all privately insured patients, although that pattern did not
hold for Medicaid patients for whom the mean daily dosage was less than 50 MME per day.
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About 87% of private insurance patients and 80.0% of Medicaid patients with chronic pain were
not receiving LTOT. For this group, opioid prescribing rates ranged from 6.5% for irritable bowel
syndrome (IBS) to 28.3% for chronic radicular back pain for patients with private insurance and
13.4% for IBS to 44.0% chronic radicular back pain patients with Medicaid. The mean daily
dosage issued to patients with chronic pain not receiving LTOT was consistently about 30 MME
per day across both datasets.

Turning to post-surgical pain, just under 400,000 surgical procedures among those with private
insurance and almost 300,000 procedures associated with Medicaid were identified. Of the
surgical procedures associated with private insurance, 66% were linked to opioid prescriptions.
Among those with Medicaid, 55% were linked to opioid prescriptions. On a procedure-specific
basis, among patients not already on LTOT, opioid prescribing rates ranged from 23.6% for
vaginal delivery to 93% for arthroscopic rotator cuff repair among private insurance patients and
30.7% to 94.4% for the same procedures among Medicaid patients. The mean days’ supply of
opioids among patients not on LTOT was 4.1 for vaginal delivery to 9.5 for spinal
fusion/decompression among private insurance patients and 4.2 to 9.1 among Medicaid patients
for the same procedures. The mean daily dosage in MME per day among patients not already
on LTOT was 37.4 (lumpectomy/partial mastectomy) to 63.5 (combined spinal
fusion/decompression) for private insurance patients and 27.3 (tonsillectomy) to 62.9 (combined
spinal fusion/decompression) for Medicaid patients. Patients already on LTOT nearly always
received opioids at discharge and the mean days’ supply and daily dosage was nearly always
higher than for those patients who were not already on LTOT prior to surgery.

The study found that almost half of all patients with sickle cell disease (SCD) received opioids
42.6% for those with private insurance and 44.9% for those with Medicaid. However, there were
some differences in prescribing by age. For example, 29.0% of children 18 years of age and
younger with Medicaid benefits received opioids; whereas, only 12.2% of children with private
insurance did. Among non-elderly adults defined here as those 19-64 years of age, Medicaid
patients received 117.3 days’ supply versus 59.2 days’ supply among privately insured patients.
There are a few limitations to note about the analysis of opioid prescribing for SCD. It was not
possible to differentiate between an acute vasoocclusive crisis and chronic SCD pain using
claims data, and the small number of privately insured patients with SCD may not represent the
general SCD population. Thus, there are a few caveats to the interpretation of the results,
particularly among the privately insured.

Among those patients with active cancer, differences were found in opioid prescribing by
insurance type. In summary, patients with Medicaid benefits received opioids more frequently, a
larger days’ supply, and a higher daily dosage.

Variations in opioid prescribing by age were identified in these analyses. Compared to adults,
children 18 years of age and younger received shorter prescription durations for most
indications; lower dosages for SCD, post-surgical pain, and cancer; similar dosages for non-
surgical acute pain; and fewer prescriptions for chronic pain specifically among patients with
Medicaid. Compared to non-elderly adults (19-64 years), elderly adults (aged 65 years+)
received fewer prescriptions for dental pain, renal colic, most surgeries, and cancer; and lower
mean dosages for LTOT after surgery or for SCD or cancer.

These results are notable because in some instances, they do not align with evidence-based
published guidance. For example, non-opioid treatment is recommended for the following
conditions on this slide (fibromyalgia, chronic and acute low back pain, musculoskeletal
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sprains/strains, and dental pain), but opioid prescriptions were found to be issued to patients in
this study. For fibromyalgia?2, the study found that 23.5% of privately insured and 31.1% of
Medicaid patients not already receiving LTOT were newly prescribed at least one full month’s
supply of opioids. Among patients with chronic?*° and acute back pain?+®, 28% of privately
insured and 44.0% of Medicaid patients not already on LTOT were started on opioids. Among
visits linked to acute back pain, 11.8 days of opioids were supplied for privately insured patients
and 9.9 days were supplied for Medicaid patients. A sizeable proportion of patients with
musculoskeletal strains or sprains® (12.9% privately insured and 14.8% Medicaid) or dental
pain’8 (27.2% privately insured and 11.8% Medicaid) were prescribed opioids.

To highlight a few other comparisons to published guidance, for many patients with chronic pain
conditions receiving LTOT, daily dosages were greater than 50 MME per day—a threshold
above which adverse events (AEs) are increased®. The study found that post-operative opioid
prescribing exceeds many published recommendations. One-third of privately insured and about
half of Medicaid enrollees with cancer received opioids, despite opioids being recommended in
published guidance for pain associated with cancer!®. Fewer than half of all patients with SCD
across the entire study were prescribed opioids, despite reports of suboptimal management of
SCD-related pain.

In conclusion, opioid prescribing patterns for some indications were incongruent with existing
evidence-based guidelines. This may reflect low clinician awareness of guidelines or perhaps
reluctance to adhere to guidance. Implementation guidance that emphasizes evidence-based
recommendations has the potential to better align opioid prescribing with evidence on benefits,
thus improving pain management and patient safety. The studies and guidelines referenced
throughout the presentation are as follows:

1. Mikosz CA, Zhang K, Haegerich T, Xu L, Losby JL, Greenspan A, Baldwin G, Dowell D.
Indication-Specific Opioid Prescribing for US Patients with Medicaid or Private Insurance,
2017. JAMA Network Open. 2020;3(5):e204514.

2. Washington State Agency Medical Director’'s Group. Interagency guideline on prescribing
opioids for pain. Published June 2015. Accessed March 31, 2020.
http://www.agencymeddirectors.wa.gov/Files/2015AMDGOpioidGuideline.pdf

3. Goldenberg DL, Clauw DJ, Palmer RE, Clair AG. Opioid use in fibromyalgia: a cautionary
tale. Mayo Clin Proc. 2016;91(5):640-648.

4, Qaseem A, Wilt TJ, McLean RM, Forciea MA, Clinical Guidelines Committee of the
American College of Physicians. Noninvasive treatments for acute, subacute, and chronic
low back pain: a clinical practice guideline from the American College of Physicians. Ann
Intern Med. 2017;166(7):514-530

5. American College of Occupational and Environmental Medicine. Opioids. Published by the
Reed Group; 2017

6. Delgado MK, Huang Y, Meisel Z, et al. National variation in opioid prescribing and risk of
prolonged use for opioid-naive patients treated in the emergency department for ankle
sprains. Ann Emerg Med. 2018;72(4):389-400.

7. American Dental Association. Policy on Opioid Prescribing, 2018. Accessed March 31,
2020. https://www.ada.org/en/advocacy/current-policies/substance-use-disorders

8. Washington State Agency Medical Director's Group. Dental guideline on prescribing opioids
for acute pain management. Published September 2017. Accessed March 31,2020.
http://www.agencymeddirectors.wa.gov/Files/201 71026 FINAL DentalOpioidRecommendatio
ns_Web.pdf

9. Dowell D, Haegerich TM, Chou R. CDC guideline for prescribing opioids for chronic
pain—United States, 2016. MMWR Recomm Rep. 2016;65(1):1-49.-
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10. National Comprehensive Cancer Network. Adult cancer pain, version 3.2019, NCCN: clinical
practice guidelines in oncology. Accessed March 31, 2020

Acute Pain Treatment Resources

LeShaundra Cordier, MPH, CHES

Associate Director of Communications

Division of Overdose Prevention

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

Ms. Cordier provided an update on some of the resources that are being developed to support
the CDC Opioid Prescribing Estimates Project work, showcasing some of the tools and
resources to help providers treating common acute pain including the website, training modules,
videos, and fact sheets. These materials are translations of existing clinical guideline
recommendations and are being designed with providers in mind in terms of how to help them
implement best prescribing practices.

The Acute Pain Website highlights the current treatment recommendations from professional
organizations and gives background information for selected common acute pain conditions
(e.g., acute migraines, ankle sprains, dental pain, acute low back pain, and post-surgical pain).
The website has the recommendation statements and materials posted on it. It is intended to
serve as a reference for providers based on external research and interesting published
guidelines. The content on the website represents the current best practices and is not
considered to be CDC-authored or CDC-endorsed content unless expressly stated. The
information provided on the website is not intended to be a substitute for medical judgment of
the clinician, but instead is to help provide data relevant to physicians, references, and
additional resources that can help providers in what they are doing. The website launched this
year and continues to expand as more resources are developed. Eventually it will house some
of the additional tools such as training modules, videos, and fact sheets. It is being updated with
interactivity, responsiveness, and animation. The enhanced functionality will allow providers the
ability to easily scroll through content no matter what device they are using, and to help them
better navigate the site and tools as needed.

CDC has two interactive training modules that are currently in development, which are
anticipated to be completed soon. The first module is “Treating Acute Pain Safely and
Effectively.” This module will present evidence-based strategies for treating common acute pain
conditions, including some of the ones featured on the website. The second module is
“Treatment of Acute Postsurgical Pain.” This module is intended to increase awareness of
treatment strategies in this setting. Both of the modules provide an overview of published clinical
guidance, patient scenarios, and resources. Providers will be able to earn continuing education
(CE) or continuing medical education (CME) credits by completing the modules. The modules
are anticipated to be released in Fall 2020.

Three videos are currently in production that will deliver key points about safe and effective
treatment for dental pain, ankle sprains, and low back pain. These are brief animated videos
with visuals representing primary learning points. Fact sheets are also being developed that are
intended to be a quick reference for providers, which also will include additional resources. The
fact sheets will translate some of the recommendations. The first group of fact sheets will focus
on the management of acute low back, ankle sprains, acute migraines, and post-surgical pain.
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The videos and fact sheets will be posted to the website and shared as part of the training and
other materials being developed.

Discussion Points

Dr. Floyd asked whether they could discern from the data any impact of an intervention such as
physician monitoring programs on the prescribing rates.

Dr. Mikosz replied that the analysis was not set up to evaluate that. They were looking purely at
administrative claims data, so they were not able to assess the impact of Prescription Drug
Monitoring Program (PDMPs).

Dr. Coffin thought there was a very strong outcome from the work that was done. Based on the
paper, he was curious about the reason for the difference between private insurance and
Medicaid. He thought perhaps some things that might contribute to the difference would be
structural barriers to avoiding LTOT, including the need to be actively treated for a disease to
access disability, additional co-morbidities that patients with Medicaid may suffer from, limited
resources such as not having a car to drive to physical therapy appointment, et cetera.

Dr. Mikosz said they had similar questions as they were going through this analysis. The way
they were able to access the datasets precluded any more detailed comparisons head-to-head
between these two datasets to help tease out some of the issues that Dr. Coffin raised. They
mentioned in the paper the different drug utilization strategies that Medicaid has in place
compared with commercial payers, such as prior authorization that may affect use of opioid
medications and other non-opioid medications that could be playing a role. Barriers to accessing
care also could be impacting the outcomes. There was a big age difference between the two
datasets as well that could have impacted the results. These are good issues to raise and
possibly explore further in other analyses.

Dr. Liller asked whether there are any plans to follow up this quantitative study with any
gualitative studies among providers to find out more information, such as through interviews
and/or focus groups, to expand upon what the quantitative data showed.

Dr. Mikosz thought this would be interesting to consider. There are no set plans to do this as
another arm of this particular study, although the next presentation in this meeting would be by
CDR Kinzie Lee who would talk about stakeholder engagement that would touch on this
somewhat.

Dr. Kaplan asked whether they found in difference in states that had adopted Medicaid
Expansion versus states that did not.

Dr. Mikosz agreed that some of the other factors that could have played a role in opioid
prescribing rates are important to think about, but they did not have access to that information in
their datasets. Although the MarketScan® Multi-State Medicaid Database contained all Medicaid
beneficiaries in 9 states, the states were anonymized so they were not able to assess specific
states.

Dr. Compton noted that one of the major issues has been with leftover medications. He was
intrigued by the fairly small number of days of supplies seen in multiple clinical studies. Even
with a decreasing duration of days, people still seem to take a small portion of the pills that are
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dispensed. While he understood that the investigators did not have data on consumption, he
wondered whether there was any information on the number of times that refills were required.
Ostensibly at some point as the number of days supplied are reduced, some people will find it
inadequate and will request refills.

Dr. Mikosz indicated that they do not have information on refills. When assessing the
prescriptions that were issued, particularly for acute pain and following surgery, it was the
prescription that was issued at discharge after surgery and for the specific encounter for acute
pain. While they did not have any information on refills, she acknowledged that it is important to
explore at a future date.

Regarding the education materials, Dr. Porucznik wondered whether there are parallel efforts
with medical schools and/or residency programs in order to train the next generation of
providers.

Ms. Cordier indicated that they have been working with medical schools and others to help
develop some of the training products that they have created to ensure that they are useful and
can be implemented in those spaces. While she would not call it a “parallel effort,” they are
working with medical schools and others to help develop content so the resources can be
promoted further with students.

Dr. Mikosz emphasized the importance of making sure that the next generation of clinicians
who are coming up in training have a good understanding of best practices for pain
management and clearly understand the nuances of treating pain in general. It is a difficult
condition to treat, so it is important to ensure that there is abundant education related to the
individualized decisions for each patient that need to be taken into account when treating pain
and that there is no “one-size-fits-all” approach. There has been some energy among
organizations such as the Association of American Medical Colleges (AAMC) in working on this.
They held a convening last year that was well-attended by many medical training programs,
bringing together a lot of people into one room to brainstorm about strategies that have worked
among medical educators.

Ms. Cordier added that they have been evaluating the existing training modules that CDC
already created and recognized that some of the biggest university systems are tracking use, so
the agency is working with them to ensure that the modules are beta tested and that other areas
necessary for CE are addressed.

Dr. Chou asked about whether race and ethnicity were considered as factors in terms of
variability in prescribing patterns, which could be informative as well. The conclusion was
suggested that perhaps cancer pain is being under-treated, but there is such variability in
cancer pain among individuals that it is difficult to interpret what it means that 20% to 30% of
people with cancer pain receive an opioid. Similarly with dental pain, there are some indications
where it is pretty clear that opioids are not indicated. For example, wisdom tooth extraction
differs from a major dental surgical procedure. He wondered whether consideration had been
given to performing follow-up analyses to dive further into those data.

Dr. Mikosz indicated that they did not have race and ethnicity data for this particular study, but
those are of keen importance to them. As Dr. Houry mentioned, NCIPC wants to make sure that
they have very focused attention on assessing racial and ethnic disparities in care, particularly
for pain management. They are giving thought to how to incorporate that in any follow-up
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analyses to this project. Regarding interpretation of cancer and dental pain, they are still trying
to determine the landscape of what any follow-up analyses would look like. While she did not
include dedicated information in her presentation about all of the study limitations, there are
others such as the use of claims data, its analytic limitations and the conclusions that can be
drawn from that. They were just providing a snapshot of trends for an array of conditions
associated with pain to use as a jumping off point for further discussion for clinicians and health
systems to think about how prescribing practices might compare and how it compares
gualitatively against other published evidence-based guidelines. There are some nuances lost,
given that this type of analysis cannot capture the reasons patients do or do not receive opioid
prescriptions. It is a population level study, so it is not possible to capture the nuances that
come with treating pain among individual patients. She recognized the importance of all of the
points raised and they will think further about next steps for this study.

Dr. Cunningham reiterated the importance of measuring race, ethnicity, and structural racism
in order to make the necessary corrections to address these.

Dr. Mikosz stressed that this is on NCIPC's radar and is of high interest to them.

Management of Acute and Chronic Pain
Opportunities for Stakeholder Engagement and Public Comment

Kinzie Lee, MPH

CDR, US Public Health Service

Lead, Strategic Partnership Team

Office of Policy and Partnerships

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

CDR Lee recalled that back in August of 2019 everyone was still going to conferences,
attending trainings, and stopping by people’s offices. Months before COVID-19 was coined as
the term being used for the current pandemic, NCIPC began considering what an expansion to
the guideline would look like and how they might think about engaging stakeholders in a
different way. The plan that was developed in December 2019 included public comments,
robust in-person and group conversations and activities, and work in 5 communities across the
US. By February 2020, that plan changed quite dramatically. The planned in-person
conversations were changed to phone conversations, which was to protect those with whom
they were talking as well as themselves from what continues to be an ever-changing pandemic.
CDR Lee reviewed the current plan, provided a few high-level themes that have been identified
through the public comment period they were able to do, and described next steps.

In seeking to understand more about pain and pain management, NCIPC is adopting a
comprehensive approach by tapping into the quality of evidence; balance of benefits and harms;
and the lived experiences, values, preferences, and perspectives of the stakeholders the Injury
Center serves. Each of these offer a wealth of information that can inform the work we do
around pain, including the update of CDC’s Guideline for Prescribing Opioids for Chronic Pain.

To gain stakeholder perspectives, CDC is undertaking a two-pronged, non-research process.
The first path was to solicit written public comment through the Federal Register. That notice
was called “Management of Acute and Chronic Pain: Request for Comment” and was published
on April 17, 2020 and closed on June 16, 2020. The second path is to have individual
conversations over the phone or through an internet-enabled virtual platform. The opportunity to
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participate in these engagements will be announced through a companion Federal Register
Notice (FRN) called “Management of Acute and Chronic Pain: Opportunity for Stakeholder
Engagement,” which was published July 22, 2020 and would be open for the next 30 days. The
stakeholders being engaged include patients with acute or chronic pain, patients’ family
members and/or caregivers, and healthcare providers (HCPs) who care for patients with pain or
conditions that can complicate pain management like opioid use disorder (OUD) or overdose.
Through the public comments and stakeholder conversations, CDC will gain insight about
stakeholders’ experiences in how they manage pain and the benefits, risks, and/or harms in
terms of different types of pain management options (e.g., non-opioid pain medications or non-
pharmacological treatments like exercise therapy or cognitive behavioral therapy). They also
want to know how people are choosing between all of the different pain management options,
including how they consider factors such as the cost of the option, whether it is accessible, and
the benefits/risks of that option. Also of interest is understanding where people find information
when they need to make pain management decisions.

The inferences gained from patients, caregivers, advocacy/industry groups, and HCP will be
combined with the public comments received from the Federal Register and analyzed for
themes that will be shared with the authors who are writing the first draft of the updated or
expanded guideline. This is to help the authors understand stakeholder values and preferences.
It also is anticipated that the themes and insights can be used as inspiration for NCIPC as they
think about how to design potential dissemination and engagement strategies once the
guideline is released.

NCIPC is beginning to more thoroughly analyze the public comments received through the FRN
that closed on June 15, 2020. CDR Lee provided a glimpse into what they are seeing so far.
The comment period remained open for 60 days and received, on average, more than 88
comments per day, resulting in 5297 total comments. Of those, 4085 (77%) were from patients,
416 (13%) from caregivers, 698 (8%) from advocacy/industry groups, and 101 (2%) from
providers. While the fewest comments received were from individual providers, quite a few
organizational comments were received that focused on some of the provider issues. CDR Lee
emphasized that they have just begun to analyze these, so it is possible that they might shift
somewhat. As they have more time to work with the information, additional areas are likely to
arise.

Within the large patient stakeholder group of 4085 comments, respondents commented on their
own experience needing, seeking, or receiving pain management options. These patients
reported frustrations in accessing or receiving opioid medication as a result of the 2016
Guideline; experiences using non-pharmacological pain management options; and insights
comparing chronic pain management before and after the 2016 Guideline. Respondents
commenting on their experience providing mental, emotional, or physical support to a friend or
family member who requires pain management (N=416) reported experiences providing support
to family members or friends who manage acute or chronic pain, perspectives around others’
increased quality of life as a result of taking pain medication(s), and impact of the 2016
Guideline on their family member’s or friend’s access to pain medications.

Respondents commenting on their experience providing pain management options (N=101)
reported opinions around the need for additional guidance within the 2016 Guideline, frustration
with the lack of autonomy with their patients, and recommendations for non-opioid substances
and treatments for pain management. Respondents commenting as an affiliate with an
organization or as a pain management advocate who did not provide identifiable information
(N=698) reported impacts of the 2016 Guideline on patients and providers such as untreated
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pain and fear to prescribe, support for a multi-disciplinary approach to pain management, and
recommendations for training programs for prescribing doctors and pain management options.
NCIPC did not specifically request input from the advocacy/industry stakeholder group, many
comments were received from these stakeholders. Most (38%) of them were from advocacy
organizations, followed by organizations that provide direct medical service and medical
professional organizations.

As noted earlier, the second FRN was published the same day as this meeting to solicit
volunteers to participate in the second component of the stakeholder engagement in order to
deepen the understanding of perspectives on and experiences with pain and pain management,
including but not limited to the benefits and harms of opioid use. In early fall, CDC will be
holding approximately 100 individual conversations with stakeholders over the phone or through
an internet-enabled virtual platform. These conversations will be about an hour each and are
intended to supplement what they heard from stakeholders during the public comment period
and allow them to add more context to what they heard from patients, caregivers, and providers.
During those conversations, the project team will invite input specifically focused on using or
prescribing opioid pain medications, non-opioid medications, or non-pharmacological treatments
(e.g., exercise therapy or cognitive behavioral therapy). Again, the insights gathered from
patients, family members/caregivers, and health care providers will be combined with public
comments from the Federal Register and analyzed for themes. These themes will be shared
with the authors who are drafting the Guideline update to further inform their work to understand
stakeholders’ values and preferences. The themes also will be used to inform the design of
potential dissemination and engagement strategies for the planned Guideline update.

Looking ahead, CDC highly values stakeholder and public engagement and will continue to
notify the public of all future opportunities for public comment. As mentioned, they anticipate that
the companion FRN, Management of Acute and Chronic Pain: Opportunity for Stakeholder
Engagement, posted earlier in the morning and will be open for 30 days. Those interested in
receiving information related to the ongoing work of NCIPC, especially that specific to drug
overdose prevention, were invited to sign up at www.cdc.gov/emailupdates and select topics of
interest. Subscription Topics include: Injury, Violence, and Safety and the Subtopic is Drug
Overdose News.

To gain insights and ideas from the BSC, CDR Lee posed the following questions for
consideration during the discussion period:

O How might we encourage practicing HCP to participate, given competing priorities of the
COVID-19 response and clinical duties?

U How might we acknowledge potential feedback about COVID-19, while still focusing the
conversations on information that can inform the guideline update?

0 How might we select 100 individuals for the non-standardized conversations in the most
equitable and non-biased way possible?

0 How might we address other areas of insight learned through observations, is there a role
for the BSC?

Discussion Points

Dr. Liller noted that this presentation addressed some of the questions she posed earlier about
gualitative work. She asked whether they have an interview guide that will be used with the 100
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respondents, and if they will be asking questions that will delve further into the findings from the
guantitative study. There are some questions that came out in the quantitative survey that they
may be able to ask more about.

CDR Lee indicated that they are working with the Office of Personnel Management (OPM),
which is running these as conversations. This essentially means that they have a conversation
guide. None of the participants will be asked the same questions. The beauty of this type of
engagement is that it allows for personal connection and empathy-building to dig deeper into
why people choose what they do. She has seen in the past that oftentimes what they hear will
inform various questions, but they do go into the conversations without a preconceived idea of
how the conversations might occur. There are many questions that would be interesting to dig
into further, which offer opportunities to look more deeply in thinking through potentially how to
design future opportunities to engage people.

As a practicing clinician from Upstate New York and a member of the Opioid WG, Dr. Floyd
said he certainly has ideas about how to engage clinicians. In terms of why people still are not
following guidelines, the critical reality at the grassroots clinical level is that HCP are seeing
patients who present in pain sometimes at the point of being in tears. HCP are grappling with
how to deal with such situations and to be honest, the guideline is not foremost in mind when
dealing with an acute and critical situation such as that. In addition to getting the guideline out, it
is important to monitor what is occurring at the grassroots level. In monitoring individual
clinicians prescribing within their local healthcare system, they are seeing a wide range of
clinicians who are over-prescribing. In going through these analyses, he asked how the NCIPC
project group is looking at what individual healthcare systems are doing to monitor clinicians’
prescribing habits and to work with them locally with the guideline that have been established.
That seems to him to be key in terms of bringing the guideline to the grassroots level and to
implement and monitor them in order to have an impact on this crisis.

CDR Lee indicated that one of the things they are interested in through the stakeholder
engagement is seeking practicing physicians in the field to learn from their perspective what is
working, what they are struggling with, and how NCIPC can server them better. Through some
of those very deep and specific practicing provider questions, they hope to scrape the surface of
some of that. That is a great area to look at in the future.

Dr. Schwebel offered a different perspective as a psychologist who is not involved at all in
prescribing. To him, a lot of what they were hearing from all of the presenters related to the
challenges of human behavior. A key piece is thinking through the goals, motivations, and
reasons for prescribing and the dynamic relationship with the patient. That is an individual,
case-by-case issue. These interviews may help to unpack that very complex dynamic
relationship. Then there are the goals, motivations, and influences of the insurance and
pharmaceutical industries. It all becomes highly complex. He liked what he had been hearing
and thinks it will help them discover what is causing the public health problems. Some of his
thoughts on the specific discussion questions were on: Question 1) To encourage practicing
HCP to participate, offer fair and appropriate financial reimbursement for their time at a rate
appealing to providers and schedule conversations at convenient times; Question 2) COVID-19
is important, but this is too. He would just re-direct to the opioid topic if they veer off course; and
Question 3) Is an important question. Maybe consult with an appropriate biostatistician who can
help with a randomized selection plan.
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CDR Lee said that as one of the individuals who was responsible for reading many of the over
5000 comments received, the issue of complexity was very clear out at all levels. They hope to
gain further insight through these conversations.

Dr. Coffin observed that there are ways to address COVID-19 without derailing the
conversation that COVID-19 has obviously changed practice, including around controlled
substances, due to regulatory changes from the federal government that have liberalized
somewhat the prescribing of controlled substances. Given the urgency of COVID-19, he
suspects that a lot of providers have put tapering on hold. It would not be surprised if there is
some divergence in the 2020 prescribing data that is associated with COVID-19. It might be
interesting to explore that proactively to examine how providers and patients feel about the
changes that have been wrought by COVID-19 in terms of controlled substance access, opioid
measures, how changes have influenced practice, and the pros and cons that they see in the
shift to telehealth and away from the more intensive care that is usually associated with
controlled substance prescribing.

CDR Lee agreed that this would add one more layer onto the things they could explore. The
telehealth component and expansion of that would be interesting to know more about it.

Dr. Frye supported Dr. Liller's suggestion to link the quantitative analyses and conversations to
one another. This presents a tremendous opportunity to dive more deeply into the findings.
Circling back to Dr. Cunningham’s point, she agreed with the importance of conducting these
conversations through an equity lens by asking questions about the role of race and racism and
class and classism. These are areas that need to be discussed frankly with stakeholders, and
that would lend some depth and nuance to the conversations as well.

CDR Lee agreed that including those specific topics in future work would be amazing. She
noted that all of the BSC members are on their distribution list and that the plan is to send an
official announcement to solicit volunteers. She encouraged the members to consider putting
their own names forward and to share the invitation widely with their colleagues to potentially
participate in these conversations.

Dr. Greenspan added that if BSC members and ex officios have comments who did not have a
chance to articulate them, they could add them to the Chat Box to be provided to the speakers
for this and other presentations.

Update: BSC/NCIPC Opioid Workgroup Formation

Melanie Ross, MPH, MCHES
CDR, US Public Health Service

Deputy Branch Chief, Health Systems and Research Branch
Division of Overdose Prevention

National Center for Injury Prevention and Control

Centers for Disease Control and Prevention

CDR Ross reminded everyone that in December 2019 during the last NCIPC BSC meeting,
CDC requested the establishment of a WG that would inform a possible update or expansion to
the CDC Guideline for Prescribing Opioids for Chronic Pain—United States, 2016. During this
session, she provided an update on those formation activities. She thanked the BSC members
for their thoughtful feedback regarding the development of the OWG. CDC incorporated the
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feedback received, including geographic diversity, diversity in clinical and patient perspectives,
and maintaining breadth by identifying potential OWG members who had more than one
specialty. CDR Ross indicated that she would review the purpose and charge of the OWG,
discuss the nomination process, announce the roster of members, and highlight future plans.
The purpose of the OWG is to: 1) review a draft, updated and/or expanded CDC Guideline for
Prescribing Opioids for Chronic Pain—United States, 2016 and to develop a report that will
provide the OWG'’s findings and observations about the draft Guideline to the NCIPC BSC
parent committee; and 2) on request, provide expert input and observations on other matters
related to the opioid crisis.

The OWG will provide observations on the draft 2022 Opioid Prescribing Guideline by
completing the following tasks, which are to:

O Review the quality and implications of clinical and contextual evidence reviews.
U Review each guideline recommendation statement and accompanying rationale.
O Consider specific aspects of each recommendation:

» Quality of the evidence supporting the recommendation, assessing the accuracy of
the evidence quality rating (i.e., evidence “type”)

» Balance of benefits and risks associated with the recommendation (including the
degree to which the benefits of issuing the recommendation can be anticipated to
outweigh the harms)

» Values and preferences of clinicians and patients related to the recommendation
(including the degree to which there is variability or uncertainty in values and
preferences)

» Cost feasibility of the recommendation (including the degree to which implementation
is anticipated to be feasible for health systems and patients financially); and

» Category designation of the recommendation (whether Category A or Category B is
justified):

e Category A recommendations apply to all patients.

e Category B recommendations require individual decision making where
different choices will be appropriate for different patients so that clinicians
must help patients arrive at a decision consistent with patient values and
preferences and specific clinical situations.

O Develop a summary report, including points of agreement and disagreement, of the
workgroup’s observations associated with items listed above for the draft updated/expanded
2022 Guideline. This summary report will be disseminated and discussed at an NCIPC BSC
meeting in the future prior to the publication of the 2022 Guideline.

Following approval by the NCIPC BSC to create the OWG, the nomination process opened
December 4, 2019. The nomination period was open for 2 months and closed on February 4,
2020. CDC received 255 nominations indicated by submission of a curricula vitae (CV) by the
nomination deadline. CDC reviewed CVs and developed a list of prospective OWG members to
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provide a balance of perspectives that would enhance and support the OWG'’s capacity to
complete tasks, engage audiences directly affected by the Guideline, engage audiences who
would be directly involved in implementing or integrating recommendations into current
practices, and engage audiences qualified to provide representation of a specific discipline or
expertise in alignment with the tasks of the OWG. They sought to represent a wide range of
clinical specialists who may engage in treating persons living with acute or chronic pain, such as
dentists, primary care clinicians, surgeons, and other clinical specialists such as addiction
medicine, anesthesiology, emergency medicine, and medical toxicology.

In accordance with the Terms of Reference, the OWG will be comprised of 12 to 25 members.
The OWG Chair must be an appointed NCIPC BSC member and there must be at least one
other OWG member who is an appointed member of the NCIPC BSC. Remaining memberships
will be comprised of external members. The OWG also must have a CDC employee as a
Designated Federal Official (DFO). All prospective OWG members received a letter of invitation
and COl disclosure form to complete. In the final step of forming the OWG, CDC submitted the
prospective OWG roster, CVs, COI forms, and Terms of Reference to CDC'’s Strategic Business
Initiative Unit (SBI) that provides oversight of the FACA committee management and CDC'’s
Ethics Office. All COI forms were reviewed and none of the disclosed interests by the
prospective OWG members represent a COI at the present time in accordance with applicable
laws and regulations. The final Terms of Reference and OWG Roster were provided to the
NCIPC BSC with the materials for this meeting. CDR Ross read the OWG members in
alphabetical order.

CDR Ross thanked everyone who expressed interest in serving on the OWG. CDC values
engagement from the public and the various areas of expertise that they bring and hopes that
everyone will take advantage of opportunities to state engaged in this process. Some of those
opportunities include the Stakeholder Individual Conversations announced earlier in the morning
through the FRN, “Management of Acute and Chronic Pain Opportunity for Stakeholder
Engagement.” Also, written public comment for the July 22, 2020 NCIPC BSC meeting is open
through July 28, 2020. Oral and written public comments for any future NCIPC BSC meeting will
be announced through the FRN, and the public comment FRN once the Guideline update is
drafted. This is anticipated in late 2021.

Discussion Points

Dr. Liller asked whether this guideline would be an expansion of the Chronic Pain Guideline
and if the Acute Guideline would be included.

Dr. Dowell clarified that this is intended to be an update of the CDC Guideline for Prescribing
Opioids for Chronic Pain—United States, 2016 with a potential expansion into acute pain.
NCIPC is still going through the comments received, but there were many requests from
professional organizations and health professionals to include guidance on acute pain and they
are aware of previous requests for CDC to expand the Guideline to include acute pain. Given
that, they asked AHRQ to undertake a systematic review of the evidence on opioids and other
treatments for acute pain and consideration is being given to including acute pain in the update.

Dr. Frye asked whether CDC is confident that prospective patients, family members, and
caregivers are adequately represented in this group.

CDR Ross replied that she is comfortable with the perspectives and clinical specialties that are
represented on the OWG. They do have representatives of people who deal with chronic or
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acute pain, as well as family members. Those were not called out in the list but were disclosed
during the nomination process in their CVs or via email. The OWG has been finalized per
approval from the CDC SBI Unit. The final Terms of Reference and OWG Roster were
approved. All COI forms were reviewed, and no conflicts were identified at this time. Therefore,
the OWG Roster is final at this time.

Public Comment Session

Overview

Victoria Frye, DrPh, MPH

Chairperson, NCIPC BSC

Associate Medical Professor

Department of Community Health and Social Medicine
City University of New York School of Medicine

City College of New York

Dr. Frye expressed appreciation for those who took the time to participate in this meeting. She
noted that all written comments would be posted on the BSC website with the finalized meeting
minutes. As described in the FRN announcing this meeting, the public was requested to pre-
register if they wanted to provide comments. This was done on a first-come first-served basis.
Given the number of requests to make public comments, she requested that everyone keep
their comments to no more than 2 minutes in order to hear from as many people as possible.
Comments would be heard from those who pre-registered and others would be offered the
opportunity to comment if there was time remaining. In the event that the allotted time were to
run out before all comments were made, commenters were invited to submit public comments in
writing to ncipcbsc@cdc.gov. She indicated that written public comments would be accepted
through July 28, 2020 at 5:00 PM. There will be additional upcoming opportunities to comment.
She introduced Victor Cabada, who would be working with the operator to facilitate the public
comments.

Victor Cabada, MPH

Office of Science

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

Mr. Cabada thanked everyone for time to comment and indicated that he would call on
commenters in the order in which they pre-registered. He reminded everyone that there would
be a 2-minute time limit. He also indicated that they would not address questions during this
session, but any questions posed by members of the public would be considered by BSC and
CDC in the same manner as all other comments. He instructed anyone with the media to direct
their questions to CDC’s Media Relations Office.

Public Comments

Rose Bigham
Chronic Pain Patient & Advocate
Washington, DC

| am a chronic pain patient and advocate in Washington State and | Co-Chair the Washington
Patients in Intractable Pain. | just want to say quickly that I'm a little bit shocked at the omission
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of any patients on the Opioid Workgroup roster after hearing since December that patient voices
were considered important in the diversity and perspective. Yet, here we are again with zero
patient voices despite our community being the most significantly impacted by the 2016
Guideline and its potential revision. My other comments are two things. One, you need to track
patient outcomes. Creating new policy about prescription opioids without creating
comprehensive measures and reporting patient outcomes makes it abundantly clear that the
goal is not better patient outcomes, but just lower prescribing numbers. Put simply, no one is
tracking what has happened to the millions of people nationwide who have been stable on
prescription opioids for managing their pain for many years but now find themselves denied
effective pain relief due to policies from hospitals, clinics, pharmacies, or providers who have
become too afraid of retaliatory oversight to effectively treat their patients in pain. Second,
measuring prescriptively without context is unethical. Measuring the effectiveness of
prescription opioid policies solely on the number of prescriptions written or the average MME
dose without any context of those patients and their medical diagnoses and whether they are
better off now with fewer prescription opioids or are, in fact, worse is not only misguided, it is
unethical. Celebrating victory because of fewer and lower prescriptions without having any idea
if the patient outcomes are better or worse is irresponsible and leads to deadly consequences.
Chronic pain patients who are suffering in untreated agony are choosing suicide or trying to find
new and dangerous ways to manage their pain outside of the medical system which has failed
them, and have experienced traumatic losses in quality of life, relationships, and financial
stability due to inability to work. Moving forward, please ensure patient representation and an
unbiased look at the science-based evidence. Millions of Americans in pain are relying on
ethical and unbiased review of the evidence and having medically appropriate access to pain
relief with individualized care. Transparency in patient outcomes is key to gauging the
effectiveness of any opioid prescribing guidelines. Thank you.

Dr. Nita Klein?
Director of Research
Heads Up Migraine

| am Dr. Nita Klein? | am the Director of Research at Heads Up Migraine. We are a patient
volunteer organization dedicated to improving access to care for patients. | will echo Rose’s
statement that | am shocked at the lack of patient representation. | would like to just make one
point today. There is a constellation of medical and non-medical users and a constellation of
lessening prescription with illicit opioids has resulted in policies that have been disastrous to
patients of chronic progressive diseases, and it does not look like there is any change. There
has been very little done since the CDC 2016 Guideline has been grossly misinterpreted. This
was an entirely foreseeable result. Once the CDC puts those numbers of opioid prescriptions, it
was almost inevitable that legislators would seize on them as a metric in the prosecution of the
war on drugs. Except this time, the target was pain patients and physicians. And what did we
see? The results of rapid reduction [someone on Adobe Connect is talking over her and was
requested to mute, but she did not repeat, so some of what she said is missing] in previous
stable patients with intractable pain. We have had a lot of recent research that shows that this
has increased the risk of death substantially. The sole metric that CDC and other researchers
use is decline in prescriptions. The metric should be patient outcome. The version that is used
has created a new problem—the increased instability and lack of access to care for seriously ill
Americans without addressing the problem it is supposed to address. Now 80% of primary care
physicians are unwilling to care for chronic pain patients, even for basic care. The focus on
restricting prescriptions is a solution for a non-existing problem. If patients use their medications
appropriately according to multiple large studies, there is very little risk of SUD for chronic pain
patients. The real crisis is lack of access and treatment for 20 million Americans living with high-
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impact chronic pain. Yet, we continue not to be represented. We are the biggest stakeholder
and we are not represented anywhere. Thank you.

Dale Barnes
Intractable Pain Patient

I would like to reiterate a couple of the points that were just made. | am an intractable pain
patient. I'm also a son, a brother, and an uncle. | wanted to point out that it is very distressing to
see that once again, there are not patients in this Opioid Workgroup. | hope that can change. |
don’t know if it's possible. Secondly, we have got to get to addressing the patient outcomes.
This is critical. As the prior commenters mentioned, doing a cheer because you have lower
prescriptions doesn't identify what’s going on with the people who have been removed from
their pain medicine. Also, y'all mention stakeholders quite often. | question the involvement of
those involved with the physicians involved with opioid prescribing. You also mentioned that
you're trying to not include any bias in this workgroup. If Physicians for Responsible Opioid
Prescribing (PROP) is involved in this workgroup, there is inherent bias. For instance, there is
an article of the Journal of the International Association for the Study of Pain (IASP) on Jane
Ballantyne and PROP wanting to reclassify LTOT patients as a completely new Diagnostic and
Statistical Manual of Mental Disorders-V (DSM-V) code. If that is successful, that’s going to
have a humongous detrimental impact on intractable chronic pain patients and their future
treatments. Physicians for Responsible Opioid Prescribing, or PROP members, these folks don’t
believe pain exists—plain and simple. That is inherent bias. They do not have a role. They are
not a stakeholder in this. Pain patients, we are, and our providers. | hope that there is
considerably less involvement by PROP members in this new Guideline or enhanced Guideline.
| hope that you're able to somehow include patients in some way, shape, or form in this Opioid
Workgroup. Thank you.

David Prologo, MD, FSIR, ABOM-D
Interventional Radiologist, Emory University School of Medicine
Speaking on Behalf of the American College of Radiology

My name is David Prologo. I'm an Interventional Radiologist in the Emory University School of
Medicine in Atlanta, Georgia. Although | have personally performed thousands of procedures to
manage pain and personally work as an academic analytical physician, I'm not here
commenting on my own. I'm speaking on behalf of the American College of Radiology (ACR)—
40,000-member society involved in policy and government affairs as they pertain to radiology
and patient care. The reason for our comment today is that Interventional Radiologists have
innovative and unique but available procedures that have been shown to decrease opioid
exposure, decrease opioid consumption, decrease length of stay in the hospital for pain
patients, and decrease pain measures overall essentially obviating or reducing the need for
opioid exposure in many acute, sub-acute, and chronic pain conditions. This service line is
supported by robust peer-reviewed literature in radiology and non-radiology journals and
importantly, does not overlap with procedures performed by other sub-specialists such as
anesthesiology pain medicine doctors, but rather represent unique targets that require
advanced and cross-sectional imaging for guidance. We've asked to comment today so that we
can make the following request that the American College of Radiology, or some representative
from radiology or interventional radiology, be added to the Opioid Workgroup. The American
College of Radiology or interventional radiology representatives should be involved in any
generation of guidelines involving this entity or others around recommendations for alternatives
to opioid therapy or opioid exposure. Thanks so much.

o))
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Melanie Ross, MPH, MCHES

CDR, US Public Health Service

Deputy Branch Chief, Health Systems and Research Branch
Division of Overdose Prevention

National Center for Injury Prevention and Control

Centers for Disease Control and Prevention

Good afternoon, everyone. This is CDR Melanie Ross with the Division of Overdose Prevention.
| previously presented on the Opioid Workgroup update. | just wanted to make note that there
are patients and family members who have chronic acute pain represented on the Opioid
Workgroup. | did not call out that perspective due to confidentiality. This was disclosed via CVs
from the nominees or through emails from nominees. On the Opioid Workgroup, we do have
this perspective represented. | just did not call that out explicitly in announcing the list of
members and their affiliations. So, | just wanted to make that note so that was clear.

Fred Brown
Long-Term Chronic Patient
Pain Patient Advocate for Pain Patients’ Rights

I have been a long-term chronic pain patient for over 2 decades. The use of opioid medications
for 22 years has been imperative and only prescribed by my pain management physician. | am
a pain patient and an advocate for pain patients’ rights. | have brief comments | would like to
share with you about why the 2016 Guideline should be changed. | believe such added stress
has been brought about because of the Guideline that many of the patients who have been
injured are no longer with us because they could not obtain legally prescribed medications and
because of this began to find street drugs to relieve their pain or worse, used suicide to relieve
their pain. We as chronic pain patients did not ask to be in this position, and each one of us has
a different story to tell. I've gone through 4 cervical surgeries which have not been able to
correct the problems and has brought far more severe pain to me. The Guideline from 2016 was
developed, why was it that there was not one pain management physician as part of that group?
Further, my understanding is that much of what was done was done in quiet, and with all
respect to all of you, in a deceitful manner. If pain can be relieved, why isn't it? Why must
patients have to put up with such negativity when all that we want is to find a better quality of
life? | agree that drugs such as opioids may not need to be prescribed for everyone. However,
there are many of us who find reduction of symptoms with the use of opioids, and in many
cases at a much higher dose than 90 MME, to be highly beneficial. | believe that one who lives
in chronic pain should also use other modalities with the pain medication, which can help them
within their limits. | appreciate your time for today.

Leah LoneBear
Member, Chronic lliness Advocacy & Awareness Group, Inc.

Hi. My name is Leah LoneBear. | am a member of the Chronic lliness Advocacy & Awareness
Group, Inc. (CIAAG). One comment that | would like to make is that | am absolutely struck by
the lack of mention in a moment of silence for people who suffer chronic pain and who have lost
their life to chronic pain. Very quickly I will try to get this statement in. Research shows that CDC
knew beforehand that harm would be the result of the 2016 Guideline and chose to procced.
PROP presented this theory to the Food and Drug Administration (FDA) and was rejected for
good reason, but then was accepted by the CDC. It is demonstrable that the National Pain
Strategy and best practices is a study being conducted on pain patients against their will
because no one in true pain can bear being removed from meds for long-term studies, so the
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only way to acquire studies is to force patients off meds. These entities have a goal of study,
experimentation, forced tapers, alt treatments, and pushing all patients onto buprenorphine
(BUP), or implanting them with a spinal cord stimulator (SCS). This has caused a human
genocide of senseless, preventable suffering, death, and suicide. What has become treatment
of pain in American violates the Nuremberg Code of Ethics, 42 US Code 35, and the civil and
human rights of all innocent patients who have been harmed or killed because of this. Since the
guidelines, there has been nothing but a landslide of papers written, theories published,
opinions formed—all drowning out the very real voices of people in pain crying out for mercy,
sanity, compassion, and equity to return to a treatment of pain patients who are treated unlike
any other patients that exist. The American Medical Association (AMA) has taken a stance and
laid out in no uncertain terms what they feel should be done in regard to guidelines in keeping
with the AMA. 1 insist that the CDC immediately withdraw the guidelines and restore care for
patients and let their doctors take care of them. Now would be the time for the CDC to own what
they have done and what happened. You are responsible for the preventable, disabling,
suffering, death, suicides, loss of life, quality of life, jobs, relationships, dreams, goals, and being
able to perform activities of daily living (ADL) in people who were fully functional on pain
medication but were destroyed by your hand and called “collateral damage.” Do the right thing.
Tell the illicit truth. It is not our prescription-administered medicine causing the crisis in this
nation. It has been and is illicit drugs. While all the money and power of our government and
alphabet agencies are busy scapegoating pain patients, the real killer is still out there and the
numbers of deaths from illicit drugs and polypharmacy climb while you, as has been the mode
from the start, failed to factor in the shattering role that alcohol plays in this nightmare. Until it is
addressed head-on as a major factor, people will continue to die. Thank you for your time.

Anne Fuqua
Former Registered Nurse

My name is Anne Fuqua. | have no associations or conflicts of interest. | worked as a
Registered Nurse (RN) prior to becoming disabled. | am a long-term high-dose patient who has
benefitted greatly from these medications. | appreciate the fact that the CDC is putting forth the
effort to revise its guidelines. | have several concerns, though. First, there is a strong focus on
MMEs. We need to look at the impact that dose has on the patients before making a judgment
as to whether the dose is a good or bad thing. Patient outcomes, not MMEs, should be the
primary metric. While 1000 MMEs sounds incredibly high, | have no side effects, normal
endocrine function, and a quality of life for which | am incredibly grateful. | have been on this
dose for over a decade and have needed no further increments. | recognize that there are times
when opioids are still prescribed in cases where they aren’t needed. If you live in my world
though, the world of a pain patient, things are quite different. | must travel all the way from my
home in Alabama to California just to receive medical care. Patients like myself face involuntary
dose reductions regardless of whether these dose reductions adversely affect our ability to
function. | am in touch with one patient who was summarily discharged without even a final
script [inaudible] despite his dramatic inability to function after her physician began tapering her
dose. Patients are dying. Government agencies have laboriously documented prescribing, but
no agency has purposely tracked and analyzed deaths among pain patients whose doses were
abruptly tapered or discontinued. This is a fulltime job for me. This morning, | received a call
about a patient who died earlier this week. The studies don’t communicate the human suffering
brought about by the current Guideline. | believe that the call for the stakeholder interviews that
was published today will be a valuable resource for the workgroup. | trust that workgroup will
heed the advice and insights from the stakeholders. As | said in December, the focus on MMEs
is having a dire impact on patients like myself. | pray that you will put yourselves in the shoes of
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pain patients like myself and make decisions that will have an immediate and dramatic impact
on those you hold dearest. Thank you for your time.

Justin [No last name stated]
911 First Responder
Combat Disabled Veteran

Good morning. | am a 911 first responder and | am also a combat disabled veteran who came
home from war injured, broken, and ended up dependent on my high-dose opioid pain
management medication. | quickly found myself hitting my rock bottom just like too many of my
fellow service men and women. | was saved by a pain specialist who worked with me to design
and implement a balanced approach to pain management. This balanced approach saved my
life and for that, | am extremely grateful. | was existing, not living, and in such a state of chaos
that | desperately needed that lifesaving intervention. | am here today to urge the CDC to
ensure that other patients like me know that other options for chronic pain management are
available and just as importantly, how to access these options. | implore the CDC to prevent
more needless deaths of patients like me and my 8 Army platoon members who have since died
since we came home as a result of opioid medication issues. A balanced approach to pain
management and access to the most innovative FDA-approved medical technology can play a
pivotal role in improving lives and preventing any future deaths for military and civilian patients
alike. Thank you.

Becky [No last name stated]
Former Nurse
Chronic Pain Patient

Thank you for giving me the chance to speak. | am a Nurse. | am also a chronic pain patient. As
a result of the CDC Guideline, | have had to give up my career. | am not the mother | want to be,
| am not the spouse | want to be, and in general, | am not the person that | once was. | really
wish that doctors were able to have a doctor-patient relationship without government over-reach
into the doctor’s office. All patients should be able to get individualized care from their
physicians without stigma and without being judged. | don’t know what it's going to take for this
to happen, but if something doesn’t get fixed soon, then even more people are going to die
without medications available to control these symptoms and give people their quality of life
back.

Chris Booth
Registered Nurse
Chronic Pain Patient

Good morning and good afternoon. Chair Whitaker and distinguished board members, it is both
an honor and a privilege to provide public comment before you today. My name is Chris Booth
and | am from Madison, Mississippi. I'm a husband, a father, a son, a brother, a friend, and a
chronic pain patient. I've worked in healthcare for more than 23 years, including 13 years as a
Registered Nurse. Tragically in 2011 while heading to work in the operating room, | was hit from
behind by a gentleman who fell asleep driving an 18-wheeler on the interstate. Over the next 3
years, | underwent 6 surgical procedures including a multi-level lumbar fusion and an Sl fusion.
At one point, | was taking 16 different medications to help control my pain. After years of
treatment with physical therapy, water therapy, transcutaneous electrical nerve stimulation
(TENS) unit, chiropractic care, and multiple epidural steroid injections, | found lasting,
meaningful pain relief with spinal cord stimulation. The pain relief | experienced over the past six
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and a half years with my spinal cord stimulator has given me a second chance at life. | no longer
take any medications, I'm able to sleep through the night, and I'm physically active again. I've
been blessed with the ability to return to my field of Nursing to care for others in pain. My wife
and | were able to have another child. | wish | would have known there were FDA-approved
options available earlier. Men and women of the CDC, as you are updating your guidelines,
please be sure that the public knows about FDA-approved therapies and technology as options
for chronic pain such as spinal cord stimulation. Thank you again for your time and
consideration today.

Andrea [No last name stated]

Patient with Multiple Chronic Comorbidities

Past Executive Director of a Chronic Pain Organization
Medical Malpractice Consultant

| am the past Executive Director of a chronic pain organization. | also work as a consultant in
medical malpractice and expert witness preparation. Thus, | have seen firsthand the power of a
written guideline to influence medical-legal decisions. | am also a patient with multiple chronic
comorbidities. | concur that there is an absolute lack of attention to patient outcomes, patient
experiences, or clinical experts. These perspectives should be available to the CDC to provide
critical data that currently is uncounted and unappreciated. With the 2016 Guideline, CDC
created a crisis of terrified clinicians across the nation who find themselves pulled between the
needs of their patients and the terror of the CDC Guideline being applied as a judgment of their
practice standards. All of this must be reversed if we are to stop the crisis and suicides of
chronic pain patients across the nation. | daily assist abandoned patients in crisis who are facing
unbearable pain-preventable diseases who experience an abrupt discontinuation and often are
at risk of suicide. | receive multiple letters and emails of these suicidal patients daily. In my
opinion, the biggest harm from the Guideline was the reference to specific MME thresholds,
which became weaponized via multiple agencies and stakeholders. The CDC is focused on
reducing the quantity and dose of opioids in harming patients, but also is missing the entire
cause of the current overdose crisis. Last, I'd like to question the emphasis on epidemiological
data that is relying on a reductive set of variables that fail to appropriately characterize patients
and their needs. The CDC just reported on only 3 things: insurer, dose, and single diagnosis
code. These 3 elements are inadequate to capture the complexities of patients across the
nation. Also lacking here is an appreciation of multiple chronic comorbidities. Like everyone else
has said, | have seen zero data on the impact of your policies. What happens when pain is
untreated? What is your role in monitoring patient outcomes? Why has the CDC not focused on
the traumatic impact on individual patients since the guidelines were published? To those of us
who are working on the frontlines of patient care, these guidelines have been catastrophic. | am
imploring you today to remedy these tragic outcomes, implement the recent AMA resubmission,
and restore pain care across America. Thank you.

Scot Faulkner
Photobiomodulation Foundation

| am Scot Faulkner with the Photobiomodulation Foundation. Thank you for this opportunity to
offer suggestions on updating and expanding the CDC’s Guideline for Prescribing Opioids for
the Management of Chronic Pain. The Foundation endorses your more holistic approach by
placing opioid use into a broader set of options for managing pain. We also endorse the non-
opioid treatment recommendations highlighted by Dr. Christian Mikosz'’s slide #23. These non-
opioid treatments should include restorative therapies as outlined in the Department of Health
and Human Services Pain Management Best Practices Inter-Agency Task Force Report issued
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on May 9, 2019. On September 20, 2019, that report’s holistic approach was validated in the
Centers for Medicare and Medicaid Services (CMS) Action Plan to Prevent Opioid Addiction.
Both reports outlined how prescribing opioids should be part of a broader integrated approach
for pain management. There are many restorative therapies that have been proven effective in
pain management, either as standalone treatments or adjunctive to opioids. These should be
considered by this board. One of these therapies is photobiomodulation, or PBM. The
Multinational Association for Support of Care in Cancer (MASCC) established PBM therapy as
the standard of care for treating pain and side effects related to cancer chemotherapy and stem
cell transplants. The Academy of Laser Dentistry (ALD) includes PBM therapy in their standard
of care for treating pain and reducing opioid use during oral surgery. PBM therapy’s efficacy is
supported by over 700 randomized clinical trials (RCTs) and 6000 research studies, many
published in leading scientific journals. There have been 100 million successful patient
treatments without any documented side effects. PBM is FDA-cleared. PBM is red and near
infrared light. When directed at the parts of the body with the right intensity, PBM stimulates
mitochondria to repair and restore cell functions and reduce inflammation. It is a natural process
aiding a natural process. PBM is being used in veteran’s hospitals for reducing opioid use in
pain management. Please incorporate restorative therapies as part of your broader pain
management focus when updating and expanding the CDC Guideline and your public
awareness materials. Thank you.

Shanta Whitaker, PhD, MPH
Director of Scientific Affairs
Voices for Non-Opioid Choices

Good afternoon and thank you to the Board of Scientific Counselors for giving me the
opportunity to speak today. My name is Dr. Shanta Whitaker and | am the Director of Scientific
Affairs at Voices for Non-Opioid Choices, a non-partisan coalition dedicated to preventing opioid
addiction before it starts by increasing patient access to non-opioid therapies and approaches to
managing acute pain. Our coalition is fully invested in doing our part to curb the US opioid
epidemic by ensuring that patients are educated on and have access to all safe, effective, and
available non-opioid options to treat acute pain, especially after surgery. We strongly support
the development of acute pain management guidelines. Our coalition is especially concerned
with acute pain management that occurs perioperatively, as surgery-related pain has been
established in the literature as a gateway to opioid abuse, misuse, and dependence. In order to
close this gateway, we need guidelines that offer procedure-specific, standardized, non-opioid-
driven, multi-modal approaches to manage patients’ acute pain throughout the course of their
surgical journey. One reason we have been unable to move away from opioids as a standard of
care is a lack of standardized protocols by procedure and centered on non-opioid options.
Clinicians develop their own protocols, and these protocols vary greatly from hospital to
hospital. CDC-led standardization of procedure-specific, non-opioid, multi-modal protocols will
aid in consistent, well-managed acute pain for all patients undergoing surgery with little to no
opioids. We appreciate the opportunity to provide feedback and applaud the Board of Scientific
Counselors’ effort and look forward to learning about how the CDC will recommend managing
acute pain in the future. Thank you.
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Peter Staats, MD, MBA

Former Founder & Chair of the Pain Division at Johns Hopkins
President Elect, World Institute of Pain

Medical Officer, Pain Practice

I'm Dr. Peter Staats. I'm the Former Founder and Chair of the Pain Division at Johns Hopkins
and am currently the President Elect of the World Institute of Pain (WIP). | am also the Chief
Medical Officer of the largest pain practice in the United States with offices in 10 states. | also
was fortunate enough to have served on the HHS Pain Task Force, where we spent a
considerable amount of effort and time trying to come up with the best practices for pain in the
United States. | think that it's important that we continue to balance the issues of the opioid
epidemic and opioid crisis that we've been hearing about with the realities of taking care of
patients with chronic pain. The Health and Human Services Best Practices Task Force really did
its best to try to balance the various issues. Specifically, one of my areas of interest similar to
some of the patients who were discussed, has been on the use of neuromodulation approaches.
In specific, the Interventional Pain Task Force looked at interventional therapies, including
spinal cord stimulation and other neuromodulation therapies and found that there are multiple
randomized controlled trials demonstrating the safety and efficacy of this approach. It's
important that the CDC incorporate these guidelines, carefully consider them, and use
evidence-based approaches like the one we developed in the HHS Task Force, but other
interventional guidelines as well. It's also important that we expand opportunities for patients to
have alternatives to opioids while not mischaracterizing patients as being addicts or having
other types of problems. Finally, I'd like to request that we encourage earlier referral to pain
physicians so as mentioned earlier we don't get into the unnecessary use of opioids so we can
offer alternative strategies at an earlier phase on the patient care continuum. | thank you very
much for considering these points and hope to have continued transparency from the CDC in
trying to come up with the best strategies for our patients in the United States. Thank you.

Mary Miller
Chronic Pain Patient

Thank you for giving me the opportunity to testify in front of you. My name is Mary Miller. I'm
from Eastsound, Washington. | am a chronic pain patient. My pain journey started in 2006
when, like many chronic pain patients, | saw numerous doctors, had countless medical tests,
and have endured more therapies and medications than | can remember. My condition robbed
me of my active life. | have sought both traditional and non-traditional therapies. | was barely
able to walk without excruciating fire down my leg and my lower back. Finally, in 2013 seven
years later, by chance | was given the opportunity to try a spinal cord stimulator and it was life-
altering. It has allowed me to return to an active life of gardening, yoga, camping, and activities
that | never thought that | would experience. But it is a tool in my toolbox along with other
therapies. | am a person that is in chronic pain and there is no surgery that will cure me at this
time. However, | say this to you members of the CDC, that | wish | had known that an SCS and
therapies like it were available so that | didn’t suffer for 7 years. In my pain journey, | missed out
on so much. So again, as you're updating your guidelines, | hope that you make it a priority that
the public knows that the FDA has approved therapies and technologies as options such as a
spinal cord stimulator. Thank you.
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Cammie LaValle
Advocate for Proper & Viable Care for People Suffering with
CRPS/Rare Diseases/Chronic & Intractable Pain

| appreciate this opportunity. | have incurable rare diseases that have no FDA-indicated
treatments and involve some severe pain. One of the diseases is complex regional pain
syndrome (CRPS), also known as reflex sympathetic dystrophy (RDS) that was the result of a
carpel tunnel surgery. Although | have tried non-opioid medications in addition to epidurals,
injections, and | still have nerve blocks—what has happened with some of those injections and
nerve blocks is the disease has spread throughout my body, including my breasts. That is a
direct result from these interventional techniques, and these nerve blocks, and injections. I'm
still forced to get these nerve blocks that have made the disease spread. | responsibly take my
opioid medication. I'm also disabled, and am on palliative care status, and | am being force-
tapered, which | am exempt from the guidelines. | happen to live in Minnesota. Right now in
Minnesota, if a physician does not follow the quality improvement program to meet the 90
MMEs or 50 MMEs, they could face punitive action. They could be disenrolled from being a
provider. So, the physicians throughout the United States, and | can talk for my state in
Minnesota, they are deeply concerned of losing their licenses, losing their ability to practice and
treat Medicaid patients, Medicare patients, state program patients. And they’re concerned of the
DEA and are even force-tapering palliative care patients like myself. | appreciate non-opioid
medications and if it helps people, including the stimulator. But due to my inoperable spine
damage, | cannot get a stimulator. And so if | could, | would do these things. What I'm asking
the CDC to do, in addition to other people who have asked this, and | really want to focus on
misinterpretation and misapplication of the Guideline, if the CDC does not intervene with the
state departments of health and human services and stop them from continuing to misapply
these guidelines, it's just going to get worse for people like myself with intractable pain
documented in our files and palliative care patients. So, thank you for your time and please do
something on a serious note. Take serious actions. Address this with the states so they do not
continue to harm patients, which has led to suicide. Thank you for your time.

Frances Hunt
Chronic Pain Patient

Hi. My name is Francis Hunt. | live in Newport News, Virginia. | was a Registered X-Ray
Technician, Ultrasound, and Mammographer. | did mostly ultrasound for almost 30 years. |
loved my work, but the pain came in 2009 and | was diagnosed in 2011 with fibromyalgia. | also
have some osteoarthritic problems. | have bone spurs in the facets, so they rub on all of the
nerves and it's very painful. | was on opioid therapy, twice in fact, long-term opioid therapy. The
first time | was told to stop the opioids in a 3-week span. That was like a living hell. | couldn’t
believe it. If | hadn’t gone online and tried to find out what could help me quickly—it was
recommended kratom. | ordered kratom and | took it—the minimum amount because | didn’t
take it before. Believe me, it got me through that. | don’t know how | survived it, but | did. But
anyway, later on | went to a different pain management group where the other fiboromyalgia
people in my area had been going to, so | went to that group. A year later, that doctor left the
practice. So anyway, | was on a long taper of over 11 months and a new doctor that initiated
that. That was helpful to stop the opioids long-term over a long period of time instead of quickly
abruptly stopping it. But my point is | read an article just recently Dr. Paul Christo, and it was
published in 2020 summer Journal of Law, Medicine & Ethics (JLME). He wrote that long-term
opioid therapy was shown to be beneficial and it listed fibromyalgia as one of the groups that it
was beneficial for. So, my concern is what next? Because there’s no doctors in my area now
that will even treat fibromyalgia pain. | mean, | can call them up and they say, “Yep. We don't
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treat fibromyalgia pain.” And so, you know, I'm at a loss here. I'm trying to stay calm as much as
| can possible, but it has really taken my life away. | mean, | was so active. | was mountain
biking with my husband, and going and getting the grandkids, and doing lots of things with them.
That stopped. It all stopped and it’s like I'm not even me anymore. And so, | want my life back. |
am so sorry for the families who have lost their loved ones due to opioid abuse. I'm so sorry that
they did lose their loved ones. | really am. But did they know that this abrupt stop that the 2016
guidelines would change people’s lives? And in some cases, people took their own lives and are
still doing it because they are in so much pain. If there is a way we could solve both of these
problems, | would be so happy. | would be so happy that this would happen. In the meantime, |
really think they need to allow people with chronic pain to stay on the opioids until a proper non-
opioid medication that is effective and will result in getting people’s lives back on track, then I'll
be happy to go off opioids, which I'm not on them anyway right now, but if | were, I'd be happy
to go off of it if there was a non-opioid that was just as effective. But I'm like the others. I've
gone through epidurals and nerve blocks and | have a TENS unit. | was offered a spinal cord
stimulator, but then somebody came and closed the business. Now | have nothing. Nothing to
go on. So if someone could please help us, | would really appreciate it. | just want my life back.
You know, | was a caregiver and | loved it. | was taking care of my 90-year-old father at the time
and the pain was so bad, | had to give up the care of him and luckily, | had another family
member who took over the care for him until he passed away 2 years later. But to see him look
at me and he knew | was in such horrible pain, | could see the pain on my father’s face, and that
was horrible. So, anyway, | appreciate this group meeting, but | just want things done right. |
want the 2016 guidelines to be abolished and start over from scratch again, okay? So, thank
you for the time that I've had to speak. | appreciate it. Alright. Thank you.

Michelle Farrell
Safety Coalition for Patients
Chronic Pain Patients

My name is Michelle Farrel. | work with the Safety Coalition for Patients, an advocacy group. |
have a couple of points I'd like to address. The MMEs have been addressed, but we need to
consider patient diagnoses and their individual attributes in order to get a more complete
picture. An example is myself. I've had gastric bypass. | don't absorb. | live in Arizona. Our state
has essentially utilized the guidelines and made them law. So, | have prescribers who are
scared to prescribe. They have told me this point blank. | have pharmacists who will refuse to fill
for similar reasons that appear. That's something we need to look at is apart from the
diagnoses, what other data points can we receive that give attributes, diagnoses codes, and
such. When we talk about the number of prescriptions that are written, | don’t hear much about
the fact that we cannot refill these scripts, so a 12-month period for one pain prescription is 12
versus a non-pain prescription would be 3 or 4 depending upon the number of refills potentially
from one script number. So we kind of get a false look when we talk about the number of
prescriptions per population, et cetera because we don'’t take that into account. That needs to
be aggregated up within the data and the subsets to see if it is the same script month over
month and it's just a new number. | would think there is a way to compare the data for that.
Functionality people have addressed. We definitely need to be looking at more of the outcomes
than just the MMEs because we all handle medication differently, we metabolize differently,
there’s been furtherance of genetic studies and the metabolism and whether certain meds are
effective based upon gene studies. That is expensive to do, but many patients cannot do that or
their doctors won't. That also is, when we talk about all of the alternative cares, we have to look
at, and it was touched upon, the availability and the cost. I live in an area of Arizona that is on
the cusp between rural and urban, so I'm kind of in this weird place. There’s a few pain
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management doctors close, but there can be about a 30- to 40-minute drive. If you look at
alternatives, they're not necessarily available as well or affordable at the rates that are there.
Again, insurance companies don’t cover things like that. I think for the touchpoints for those, |
think if we could start somehow getting those in, it would give us a much better clear picture for
what we are striving for. Thank you for your time, and hopefully | didn’t go too far over, and |
hope everybody has a good day.

Chris Ferguson, MD
Board-Certified Interventional Pain Physician
Board-Certified in Pain Management and Anesthesiology

Hi. My name is Chris Ferguson and | am a Board-Certified Interventional Pain Physician, Board-
Certified in Pain Management and Anesthesiology. | think | will just summarize what everyone is
saying. Patients are being denied access. | feel that patients are not being referred as quickly as
possible in the treatment pathway to a pain physician that knows their medication management
needs to be addressed safely. As the other patients have spoken about, to have access to
proven technologies like injections and spinal cord stimulators to treat a whole host of
conditions. Also, a pain physician, it is their specialty to coordinate care between the appropriate
surgical sub-specialties, behavioral health, psychiatric health, and physical therapy. So, | would
urge the committee to have pain physicians on the committee, because really that is the
specialty of pain management. Thank you.

Nimesh Patel, MD
Interventional Pain Physician
Board-Certified in Pain Management

Hi. This is Dr. Nimesh Patel. I'm an Interventional Pain Physician. I'm Board-Certified in Pain
Management and | have Fellowship training from the Cleveland Clinic After taking care of
thousands of patients over the last 25 years, | recognize the value of a multidisciplinary pain
approach. | strongly encourage the Opioid Workgroup, as well as the Board of Scientific
Counselors and the National Center for Injury Prevention and Control to include the following
recommendations in the forthcoming guidelines:

1) Adopt well-researched and established intervention pain guidelines, because these
evidence-based FDA-approved intervention therapies are effective in decreasing pain,
decreasing the need for opioid, and increasing function. These have been the key for me
over the last 25 years in helping thousands of patients avoid opioids or decrease opioids in
our communities. This is mentioned in the CDC's primary objectives in the initial guidelines.

2) Encourage early referral to pain specialists. Every patient deserves a comprehensive
evaluation by a pain specialist because we have better diagnostic and therapeutic tools at
our disposal that are not necessarily available to the primary care doctors. Early referral
means referring 3 months after symptoms, and ideally before the patient is even started on
opioids.

3) Include the HHS Pain Management Best Practices Inter-Agency Task Force, particularly
Section 2.4 Intervention Procedures, in the CDC Guideline as has been alluded to by
several patients as well as several physicians. Interventional therapies, including
radiofrequency ablation, spinal cord stimulation, and spacers have the best data in terms of
decreasing opioids, reducing pain, and improving function. As an example, spinal spacers
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4)

have been shown to reduce the need for opioids in 85% of patients at 5 years, and this is
critical.

Finally, as we move forward, | hope there is transparency. It has been extremely frustrating
to myself and several other doctors who are also waiting online to actually provide a
comment today. The original publication of this meeting was buried inside the Federal
Register. This is unfortunate in that many people did not even know how to dial in or find the
registration information. Going forward, be more transparent and honestly seeking opinions
from people on the frontline. There are many societies who are willing to comment and
would welcome public comment, as well as a private meeting with the CDC from multiple
societies and leaders in the field who are on the frontlines who have amazing experience
over decades that really could bring the CDC Guideline to the state-of-the-art as opposed to
continuing to advocate for meditation, acupuncture, and tai chi, all of which have a place but
will not necessarily solve the problems of patients who you heard on the call today.

With that, | am thankful for the opportunity and for allowing me to bring up my comments.
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July 28, 2020
Via Electronic Submission - NCIPCBSC@cdc.gov

Gwendolyn H. Cattledge, Ph.D., M.S.E.H.

Deputy Associate Director for Science

National Center for Injury Prevention and Control (NCIPC)
Centers for Disease Control and Prevention (CDC)

4770 Buford Highway, NE

Mailstop S106-9, Atlanta, GA 30341

RE: Board of Scientific Counselors, National Center for Injury Prevention and
Control (BSC/NCIPC) - Meeting, July 22, 2020

Dear Dr. Cattledge,

On behalf of the Medical Device Manufacturers Association (MDMA), I am pleased to
submit MDMA'’s comments in response to the BSC / NCIPC virtual meeting on July 22, 2020.
We appreciated the opportunity to participate in that meeting and receive an update on findings
from the stakeholder public comments related to acute and chronic pain management as well as
the formation of an opioid workgroup. We also appreciated the opportunity to hear oral public
comments. We thank you for the opportunity to provide our written comments following the July
22" meeting.

MDMA is a national trade association that represents hundreds of companies in the field
of medical technology. Our organization provides educational and advocacy assistance to
innovative and entrepreneurial medical technology companies, and it is our mission to ensure
that patients have timely access to safe and effective medical products that improve health
outcomes. Our members, the majority of which are small to mid-sized, research driven medical
device companies, have a strong record of delivering innovative therapies to patients suffering
from chronic diseases and life-threatening conditions while lowering the cost of care.

There are hundreds of Food and Drug Administration (FDA) approved or cleared medical
devices in the marketplace that can treat acute and chronic pain or reduce pain through
minimally invasive procedures. Other medical device technologies have been proven to reduce
addiction, dependence or withdrawal symptoms as well as the ability to monitor key vital signs
and offer care teams early identification of deteriorating patient conditions. Commenters at your
July 22" meeting discussed using medical devices as a part of their pain management treatment
protocol and their positive experiences with a number of devices for acute and chronic pain
management. Medical devices are a recognized, evidence-based, safe and effective pain



treatment option, and they should be more accessible to pain patients as they have a
demonstrated ability to reduce opioid use and abuse.

We are pleased to hear that you are considering a revision to the 2016 Guideline for
Prescribing Opioids for Chronic Pain. As we commented in response to the request for
stakeholder comments on the management of acute and chronic pain (docket number CDC-2020-
0029) the CDC, as the nation’s preeminent body charged with protecting America from health,
safety and security threats, is well positioned to lead a coordinated and connected effort that
enables greater patient access to and awareness of opioid-sparing medical devices. The 2016
guideline includes references to “alternatives” but does not detail the hundreds of evidence-
based, FDA cleared or approved medical devices available to pain patients. An update should
appropriately detail the role of medical devices in treating pain. As a Health and Human Services
(HHS) Pain Management Best Practices Inter-Agency Task Force report detailed, medical
devices are a key component to a multimodal approach to pain management. We encourage the
BSC, NCIP to recognize the role of these technologies as you move forward with the opioid
workgroup and consider revisions to the 2016 guideline and other policy recommendations
impacting chronic and acute pain.

Thank you for the opportunity to provide our perspective. As an addendum to this letter,
I’ve also attached our June 16, 2020 comments to Dr. Robert Redfield in response to the request
for comment on the management of acute and chronic pain, docket number CDC-2020-0029.
Please let me know if you have any follow up questions or concerns. We look forward to
working with you on behalf of all the patients we mutually serve.

Sincerely,

Wl #: Lo,

Mark B. Leahey
President & CEO, MDMA



6300 Bee Cave Road 713-898-4486
Building 2, Suite 100
Austin, TX 78746

July 27, 2020

Via electronic submission: NCIPCBSC@cdc.gov

Robert R. Redfield, M.D.

Director

Centers for Disease Control and Prevention
1600 Clifton Road, NE

Mailstop $S106-9

Atlanta, GA 30329

Dear Dr. Redfield,

Abbott welcomes and appreciates the opportunity to comment on the Centers for Disease
Control and Prevention (CDC) Management of Acute and Chronic Pain Guidelines.

Abbott is committed to helping people live their best possible life through the power of health.
For more than 130 years, we’ve brought new products and technologies to the world -- in
nutrition, diagnostics, medical devices and branded generic pharmaceuticals -- that create more
possibilities for more people at all stages of life. Today, 107,000 Abbott employees are working
to help people live not just longer, but better, in the more than 160 countries we serve.

As a leading medical technology and nutrition manufacturer, we seek to ensure that the CDC
Guidelines promote patient access to high-quality healthcare innovations that address unmet
medical needs and improve health outcomes. We recommend that the CDC explore alternatives
to incorporate non-opioid pain management therapy alternatives into its updated Guidelines,
specifically including neuromodulation and interventional pain procedures. We advocate that
incorporating these procedures earlier in the treatment continuum for appropriate patients may
potentially avoid potential chronic opioid therapy. We appreciate the CDC’s request for public
comments and advocate that evidence-based therapies are included in the revised Guideline as
they may help avoid prescription opioid use.

Neuromodulation, specifically spinal column stimulation (SCS) and Radiofrequency Ablation
(RFA) , are established, evidence-based, non-opioid therapy options for the management of
chronic neuropathic pain conditions such as failed back surgery syndrome (FBSS) and complex
regional pain syndrome (CRPS) that is refractory to more conservative treatments.! Both
technologies have been covered by CMS and most commercial payers for decades and are

1 Deer TR, Mekhail N, Provenzano D, et al. The appropriate use of neurostimulation: avoidance and treatment of
complications of neurostimulation therapies for the treatment of chronic pain. Neuromodulation Appropriateness
Consensus Committee. Neuromodulation. 2014;17(6):571-597; discussion 597-578.
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available as covered benefits to appropriate patients when published coverage criteria are
fulfilled.?

As the evidence demonstrates, SCS and RFA offer important non-opioid treatment alternatives
for patients with neuropathic pain. It is noteworthy that in 2018 healthcare providers wrote
168.8 million prescriptions for opioid pain medication, and while this amount represents a
decrease over previous years, this data may indicate that many physician specialties may be
unaware of the range of other potential treatment options that exist prior to prescribing opioids
which could be addressed in updated CDC Guidelines.®> Further, real-world evidence
demonstrates that SCS may lead to a reduction in the use of opioids for chronic pain patients,
which is the goal of the CDC’s Guidelines.

Therefore, as part of its review of policies and practices to encourage the use of non-opioid
treatments, Abbott suggests that the CDC incorporate SCS and RFA as treatments for appropriate
patients in alignment with FDA labeling to avoid potential chronic opioid therapy. We also
suggest that the CDC develop incentives for appropriate referrals of patients with chronic pain
to comprehensive pain management practices for consultation and evaluation prior to the
administration of opioids for chronic conditions. Conditions such as post laminectomy syndrome
and complex regional pain syndrome | and Il could benefit from such a referral.

In addition to the large body of existing clinical evidence that supports SCS, Abbott has sponsored
two of the three most recently published Level-1, comparative randomized controlled trials
(RCTs) in this therapy space.*> Recent evidence also indicates that SCS provides the opportunity
to potentially stabilize or decrease opioid usage.® Additionally, it is important to note that
published studies demonstrate that neuromodulation retains its efficacy over multiple years’
which often includes opioids for which there is limited evidence of long-term effectiveness.®>10

Interventional pain procedures such as RFA applications are also an evidence-based, non-opioid
therapy that should also be considered in the updated CDC Guideline. Recently published

2 nttps://www.cms.gov/medicare-coverage-database/overview-and-quick-search.aspx

3 https://www.end-opioid-epidemic.org/wp-content/uploads/2019/06/AMA-Opioid-Task-Force-2019-Progress-Report-
web.pdf

4 Deer, T, Levy R, et al. (2017) Dorsal root ganglion stimulation yielded higher treatment success rate for complex
regional pain syndrome and causalgia at 3 and 12 months: a randomized comparative trial. Pain, 158 (2017) 669—-681.
5 Deer S, Slavin K, et al. (2018) Success Using Neuromodulation with BURST (SUNBURST) Study: Results From a
Prospective, Randomized Controlled Trial Using a Novel Burst Waveform. Neuromodulation, 21(1):56-66.

6 Sharan et al. (2017) Association of Opioid Usage with Spinal Cord Stimulation Outcomes. Pain Medicine, 0: 1-9 doi:
10.1093/pm/pnx262.

7 Chakravarthy, Pain Physician 2018; 21 507-513 ISSN 1533-3159, Reframing the Role of Neuromodulation Therapy in
the Chronic Pain Paradigm.

8 Finnerup, Attal, et al. (2015) Pharmacotherapy for neuropathic pain in adults: a systematic review and meta-analysis.
Lancet, 14:162-73.

9 Krebs, et al. (2018) Effect of Opioid vs Nonopioid Medications on Pain-Related Function in Patients with Chronic Back
Pain or Hip or Knee Osteoarthritis Pain: The SPACE Randomized Clinical Trial. JAMA, 319(9), 872-882.

10 Sharan et al. (2017).
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treatment guidelines address the appropriate patient selection criteria and effective use of this
therapy that should also be considered by the CDC in the updated Guidelines.%

In summary, evidence indicates that use of SCS earlier in a patient’s treatment could help reduce
opioid use while controlling their chronic pain. For instance, a large, observational real-world
study utilizing insurance claims data by Sharan and colleagues demonstrated that earlier
consideration of SCS before escalated opioid usage has the potential to improve outcomes in
complex chronic pain. The study also found that opioid dosage across the population increased
significantly over the year prior to SCS implant. Historically, patients who receive SCS tend to be
high-dose opioid users because the “stepladder” approach places neurostimulation after opioid
therapy.’®  Alternatively, if clinicians could intervene with SCS earlier in the treatment
continuum, before opioid use has reached extreme levels, outcomes could be improved,
according to the findings of Lad and colleagues. In their retrospective observational study, a
shorter delay in the time from chronic pain diagnosis to SCS implantation may make it more likely
SCS will achieve lasting therapeutic efficacy. The Lad study also found that longer delay between
diagnosis of chronic pain and the utilization of SCS therapy correlates with increased opioid
prescriptions based on real-world claims analysis.'*

Use of high dose opioids has been proven in real world evidence to prolong postoperative stays,
reduce improvement in pain scores, and increase ongoing healthcare costs. Abbott therefore
encourages the CDC to continue efforts to provide patients access to non-opioid pain
management alternatives, such as neuromodulation and interventional pain procedures, and
explore ways to encourage earlier application of neuromodulation therapy.

We appreciate your consideration of this request. Please feel free to contact me if you have any
guestions or need additional information regarding this topic.

Sincerely,

Allen W. Burton, MD

11 manchikanti, L, et al. (2020) Comprehensive Evidence-Based Guidelines for Facet Joint Interventions in the
Management of Chronic Spinal Pain: American Society of Interventional Pain Physicians (ASIPP) Guidelines. Pain
Physician, May/June 2020, 23: S1-S127.

12 cohen SP, et al. (2019) Reg Anesth Pain Med 202; 0:1-44. Doi 10.1136/rapm-2019-101243

13 Sharan et al. (2017).
14 Lad et al. (2016) Longer Delay from Chronic Pain to Spinal Cord Stimulation Results in Higher Healthcare Resource
Utilization. Neuromodulation.
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July 29, 2020

Arlene Greenspan, DrPH, MPH, PT

Associate Director for Science

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

4770 Buford Highway, MS F63

Atlanta, GA 30341

Dear Dr. Greenspan:

Thank you for the opportunity to comment on the July 22, 2020 meeting of the Board of Scientific
Counselors of the National Center for Injury Prevention and Control (BSC, NCIPC) at the Centers for
Disease Control and Prevention. On behalf of the American Association of Oral and Maxillofacial
Surgeons (AAOMS), the professional organization that represents more than 9,000 oral and maxillofacial
surgeons (OMSs) in the United States, we appreciate your efforts to help mitigate the opioid epidemic
while balancing the needs of providers and patients when treating chronic and acute pain. Finding the
appropriate balance is a challenging effort, and AAOMS would like to provide whatever assistance we
can as you continue your deliberations.

As you are aware, oral and maxillofacial surgery is the surgical specialty of dentistry. As such,
management of our patients’ pain following invasive procedures is an important aspect of providing the
best quality patient care. As lawful prescribers, we know, when used appropriately, prescription opiates
enable individuals with acute and chronic pain to lead productive lives and recover more comfortably
from surgical procedures. We also recognize, however, that pain medication prescribed following oral
and maxillofacial surgery is frequently the first exposure many American adolescents have to opioids,
and roughly 12 percent of all immediate-release opioid prescriptions in the United States are related to
dental procedures. ! Dentists, including OMSs, have a responsibility to ensure we do not exacerbate a
growing public health risk while ensuring our patients receive the relief they need following complex
dental procedures.

AAOMS is committed to educating our membership about the potential for opioid abuse. We have
published opioid prescribing recommendations for the management of acute and postoperative pain for
the OMS patient that urge non-narcotic pain management — rather than opioids — be utilized as a first-
line therapy to manage a patient’s acute and post-surgical pain. These recommendations and our White

1 penisco R, Kenna C, O’Neil M, et al. Prevention of prescription opioid abuse: The role of the dentist. JADA. 2011; 142(7): 800—
810.



Paper “Opioid Prescribing: Acute and Postoperative Pain Management” are available on our website at
WWW.330ms.org.

As a follow up to the July 22 meeting, we are hoping to get further clarification as to how the BSC and
CDC are approaching acute pain management. It was mentioned during the meeting that the newly
appointed BSC/NCIPC Opioid Workgroup — which is tasked with updating the 2016 CDC Guideline for
Prescribing Opioids for Chronic Pain — could possibly expand their efforts to include the acute care
setting.

We are concerned that the workgroup is going beyond the mission defined by the BSC/NCIPC in its
December 4-5, 2019 meeting, at which point, the BSC/NCIPC voted to establish the new Opioid
Workgroup and determined that the primary purpose of the workgroup was to update the 2016 chronic
care pain management guidelines. AAOMS believes that creating guidelines on postoperative acute pain
management should not be created by experts gathered to study the treatment of chronic pain. The
treatment options and outcomes for acute versus chronic pain vary widely and should not be considered
together. In addition, we believe the field of dentistry is grossly underrepresented with the current
makeup of the Opioid Workgroup as only one of the 22 members of workgroup has a background in
dentistry, and there is no representative from the surgical specialty of dentistry.

AAOMS believes OMSs must demonstrate safe and competent opioid prescribing to manage acute and
postoperative pain in their patients. Responsible prescribing of opioids must be a priority; however, we
must be able to work with federal agencies to achieve this goal. AAOMS hopes that CDC will reconsider
how they approach the development of opioid prescribing guidelines for acute and postoperative pain
management because we believe these efforts are too important to be “tacked on” to an existing
protocol. We also ask that a more comprehensive representation of the field of dentistry be included in
the development of such guidelines.

On behalf of AAOMS, thank you for your consideration. For questions or additional information, please
contact Jeanne Tuerk, manager of government affairs at 800-822-6637, ext. 4321 or jtuerk@aaoms.org.

Sincerely,

Lty Wammay 2bs Fhcs

Victor L. Nannini, DDS, FACS
AAOMS President
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Via Electronic Submission July 28, 2020

Gwendolyn H. Cattledge, Ph.D., M.S.E.H

Deputy Associate Director for Science

CDC National Center for Injury Prevention and Control
4770 Buford Highway, NE, Mailstop S106-9

Atlanta, GA 30341

RE: Docket Request CDC-2020-0029 Board of Scientific Counselors, National Center for Injury
Prevention and Control (BSC, NCIPC) Request for Comments — Opioid Workgroup

We, the undersigned academic pain medicine physicians applaud the Centers for Disease Control’s
opening of docket request CDC-2020-0029 and the Board of Scientific Counselors, National Center for
Injury Prevention and Control public meeting and solicitation for stakeholder comments on acute and
chronic pain management. A long-term solution to the opioid epidemic cannot be achieved without
addressing the challenges of more effectively treating chronic pain. We look forward to working
collaboratively with you to ensure pain patients have access to the full spectrum of treatment options to
reduce pain, opioid related harms, and improve function.

Pain care is at a critical crossroads in America, and the need for updated guidelines and educational
materials for patients and providers has never been greater. Finding effective and sustainable options to
opioid medications for the treatment of chronic pain is a major concern to this group. Furthermore,
deceasing patient’s use of sedating pain medications with low efficacy and potential for drug-drug
interaction is also a goal. We propose that many FDA-approved interventional pain therapies with better
efficacy (as measured by Number Needed to Treat Score) are available as a long-term solution to pain
management. We propose these options should be offered to patients utilizing an individualized yet
flexible treatment plan under the supervision of a board-certified pain medicine physician.

Our collective cohort of academic pain physicians write today to encourage the Opioid Workgroup and
the Board of Scientific Counselors, National Center for Injury Prevention and Control to include the
following key recommendations in any forthcoming CDC guidelines and educational materials for pain
management:

e Adopt well-researched interventional pain guidelines — Evidence-based pain interventional
therapies can and must play a larger role in effective pain management and efforts to reduce
opioid related harms. A thorough data analysis will demonstrate robust clinical evidence
supporting interventional therapies ability to reduce pain, improve function and reduce oral
medications.

e Expand CDC educational materials for non-opioid treatments — Updated patient and clinician
resources are necessary to improve awareness and utilization of proven alternative therapies,
especially FDA approved treatments and technologies.

e Encourage earlier patient referrals to pain specialists — Currently, specialists are often not
involved early enough in diagnosing and treating pain syndromes, which can lead to suboptimal
patient outcomes.

e Include HHS Pain Management Best Practices Inter-Agency Task Force recommendations May
2019, particularly section 2.4 Interventional Procedures in CDC guidelines —which



recommends early referrals of ALL patients for Comprehensive Pain Management evaluation with a
physician versed in the diagnostic and therapeutic Interventional armamentarium.

We also respectfully request that the CDC hold a follow-up joint meeting with the leadership of our
societies so that the CDC can hear directly from key opinion leaders about advancements in pain
management, the multidisciplinary approach to reducing pain and improving function, and the
evidenced-based technologies and therapies we utilize to improve outcomes and patient lives.

Our societies recognize that the millions of Americans currently living with chronic pain as a result of a
myriad of diseases, conditions and serious injuries, are a vulnerable population of individuals who are
often underserved and stigmatized for the very real problem of chronic pain.

Updated CDC guidelines and pain educational materials would represent enormous progress towards
effectively managing the complex and costly consequences of pain, including its impact on the opioid
crisis. We collectively urge the CDC to meet with us to help you develop forward-thinking and
appropriate recommendations. We may be contacted through Dr. Shah, President-Elect of California
Society of Interventional Pain Physicians (CALSIPP) at ssshahl@hs.uci.edu

Respectively submitted,

Shalini Shah MD
University of California Irvine

Jianguo Cheng, M.D.
Cleveland Clinic Foundation

Nagy Mikhail MD, PhD
Cleveland Clinic Foundation

Chris Gilligan M.D
Brigham and Women’s Hospital
Harvard Medical School

Salahadin Abdi, MD, PhD
MD Anderson

Ronald Wasserman MD
University of Michigan

Goodarz Golmirzaie MD
University of Michigan

Srinivas Chiravuri MD
University of Michigan

Steve Cohen MD



Johns Hopkins University
Krishnana Chakravarthy, MD, PhD
University of California San Diego

Shihab Ahmed, MBBS
Massachusetts General Hospital
Harvard Medical School

Kiran Patel MD
Lenox Hill Hospital
Zucker Hofstra School of Medicine

William Mauck MD
Mayo Clinic

Sarah Endrizzi MD
Medical College of Wisconsin

Nalini Sehgal MD
University of Wisconsin- Madison

Miles Day MD
University of Texas- Texas Tech

Timothy Lubenow MD
Rush Medical Center
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June 16, 2020

Via Electronic Mail Only

Robert R. Redfield, M.D.

Director

Centers for Disease Control and Prevention
1600 Clifton Road, NE

Mailstop $S106-9

Atlanta, GA 30329

Re: Management of Acute and Chronic Pain: Request for Comment (Docket No. CDC-2020-0029)

Dear Dr. Redfield:

On behalf of the members of the Advanced Medical Technology Association (AdvaMed), we are writing to
provide comments for consideration by the Centers for Disease Control and Prevention (CDC). AdvaMed
member companies produce the medical devices, diagnostic products, and health information systems that
are transforming health care. We are committed to ensuring patient access to life-saving and life-enhancing
devices and other advanced medical technologies in the most appropriate settings, including innovative
devices, medical applications, and diagnostic tests that treat, manage, and monitor pain.

AdvaMed thanks the CDC for soliciting comments concerning perspectives on pain experiences and pain
management for patients with acute and chronic pain. Though the comment solicitation sought feedback
from patients, their families/caregivers, and health care providers, AdvaMed thought it was imperative for
the medical device industry to also weigh in on this important issue. Medical devices are often overlooked in
policy discussions regarding alternatives to opioids. For instance, the CDC Guideline for Prescribing Opioids
for Chronic Pain (March 2016) refers to, and encourages use of alternatives to opioids, but provides limited
direction on appropriate options for patients or providers. When referencing non-pharmacological
treatments, the examples given are exercise therapy and cognitive behavioral therapy. Medical devices can
and must be part of the non-opioid alternative conversation.

The opioid epidemic continues to take a tremendous toll on our country and its citizens. Given the link
between opioid abuse and chronic and acute pain, significant consideration should be given to advancing
care pathways that identify, address, and alleviate these types of pain, including procedures that may reduce
the level of pain experienced by patients (i.e., minimally invasive procedures) and other evidence-based
device interventions that can directly target and minimize acute and chronic pain, including invasive and non-
invasive modalities such as spinal cord stimulators and other types of neuromodulation systems, barrier
films, implantable intraspinal drug infusion pumps, cooled and standard radiofrequency neuroablation,
cryoneurolysis, vertebral augmentation, electromagnetic energy, digital therapeutics, ultrasound guided
regional anesthesia, and portable continuous pain relief systems.

The FDA has approved/cleared more than 200 medical device alternatives to opioids that help treat various
types of pain. Despite this, the CDC’s 2016 Guidance and the April 17th Request for Comment, fail to
acknowledge the role of medical devices, which are used for both acute and chronic pain management and,
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in some instances, are proven to reduce opioid dependence. Many of these medical devices are also
considered to be reasonable and necessary and are covered by Medicare and other insurance plans.

AdvaMed is hopeful the CDC will begin to change this dynamic, and that it will do so in such a way that other
federal agencies and departments take notice to align their guidelines and public communication efforts.
AdvaMed encourages the CDC to be explicit in referencing the use of medical devices in future guidelines—
including examples of the device types that can be used. This level of information will alert providers and
patients to the presence of these medical device alternatives which may be considered as first-line
alternatives to opioid use. We believe the CDC’s 2016 Guideline should also be updated to instruct physicians
to advise patients of the medical device alternatives to opioids available to manage pain to better enable
patients and physicians to make collaborative, fully informed decisions. We also encourage the agency to
provide similar guidance for managing patients with acute pain.

AdvaMed and its members are dedicated to doing our part to assist in alleviating the opioid epidemic. We
encourage the CDC to partner and engage with other agencies such as the NIH, Veterans Administration, and
Department of Defense to create a more comprehensive approach to addressing this crisis. We further
encourage the CDC to continue to solicit input from interested stakeholders— including medical device
manufacturers. Members of the medical device industry have devoted countless resources and research into
the development of devices which address the needs of patients with acute and chronic pain while reducing
and possibly alleviating the need for opioids. The policies underlying the consideration and use of these
technologies should be evaluated in a way which makes their use a viable option for patients who are
managing pain. We would like to address the following issues in our comments:

e Policies that may disincentivize use of therapies that manage chronic and acute pain and that
minimize opioid abuse and misuse
e QOther Options

Policies that may disincentivize use of therapies that manage chronic and acute pain and that minimize
opioid abuse and misuse

AdvaMed members manufacture a variety of device-based treatments that can be used in lieu of opioids.
These devices effectively manage both chronic and acute pain and may also be used to address the
management of opioid addiction. The manufacturers of many of these products have developed evidence
which shows a correlation between use of the devices and a reduction in the need to use and/or prescribe
opioids. Despite this, many of these devices face deployment, reimbursement, and insurance coverage
challenges.

Clinicians utilize a variety of devices during surgical procedures, post-surgically, and in post-acute care
settings to alleviate or reduce pain symptoms. These devices which include drug-delivery devices that
administer a non-systemic non-opioid analgesic directly to the site of a surgical incision, block nerve pain at
the incision site, or allow minimally invasive and/or percutaneous treatment, effectively address acute and
chronic pain and minimize post-procedure pain are frequently not a viable option for providers due to lack of
awareness and limited coverage. We ask the CDC to implement guidelines which promote and support the
use of medical devices and the ancillary procedures that facilitate their use, where such technologies have
evidence of opioid reduction and/or pain alleviation.

Barriers which impede the ability of physicians and patients to gain access to the acute and chronic pain

treatments that best suit their needs must be alleviated. Existing payment policies disincentivize provider use
of potentially highly effective device-based pain management alternatives as a part of acute and chronic pain
management strategies— making it far easier to write a prescription for potentially addictive opioids that will
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be separately paid. AdvaMed recommends that the CDC partner with other agencies to resolve these
payment disparities and to better allow providers who choose to deploy opioid alternative technologies in
the treatment of their acute and/or chronic pain patients, especially those at risk for developing opioid use
disorder (OUD), to do so without being penalized. We also support the continued tracking and production of
evidence-based information by manufacturers of devices which may reduce the prescription and use of
potentially addictive opioids.

Problems related to the deployment of opioid alternative devices and the inability of patients to access these
innovations at the appropriate time persist. These access concerns are the result of various payment and
insurance coverage issues, including delays (such as prior authorization or “step-therapy”) which may require
patients to undergo and/or fail drug therapy for chronic pain relief (posing possible addiction risk) prior to
being able to utilize a non-opioid device-based intervention. In some instances, patients are required to
undergo additional medical evaluation prior to receiving device-based non-opioid interventions for chronic
pain. These additional requirements pose barriers to access and treatment delays for beneficiaries,
especially those in areas with limited or no qualified providers to conduct the evaluation, prolonging their
exposure to opioids and increasing their risk of addiction. The CDC should advocate for the elimination of
policies that interfere with access and should promote the use of policies, such as telehealth evaluations, to
minimize patient risks associated with opioid use.

The pain management issues that are the root cause of many opioid dependency issues are prevalent across
patient populations—including geriatric populations. It is imperative that the CDC be proactive in working
with other organizations and the stakeholder community to develop recommendations to address pain
concerns across patient populations.

Other Recommendations

Materials distributed to patients should include all the available options for pain management treatment—
including device based and non-systemic opioid device delivery treatments as well as recommendations
regarding the referral of patients to interventional pain specialists.

Provider education and sensitivity to the risk of opioid dependence is also critical. Health care providers must
be better informed of the treatment impacts that can be gained by using non-opioid devices. This will
require more education regarding the range of devices and the appropriate time for their incorporation into
patient treatment plans. It will also require provider education regarding the range of available device-based
treatments. This education should extend to the full range of providers who are treating patients with acute
and chronic pain, especially those at risk for developing an opioid dependency, including: primary care
physicians other physicians, nurses, and specialists who may be involved in making recommendations to
patients regarding alternative means for treating their pain. This list of providers could include neurologists,
orthopods, physical medicine, emergency medicine, anesthesiologists, physical therapists, wound nurses, and
others.

A variety of health care providers encounter and make care decisions for patients who could potentially
benefit from an opioid alternative device. Therefore, it is critical that education regarding the epidemic,
appropriate screening, and treatment options (device, drug, combinations, and restorative therapy
alternatives) be made known to all care providers. Additionally, it is important for care providers to have
information regarding integrating these devices into the treatment process. AdvaMed agrees with findings
that were included in the 2019 Pain Management Best Practices Inter-Agency Taskforce Report
(https://www.hhs.gov/sites/default/files/pmtf-final-report-2019-05-23.pdf ) that this could be addressed
through the integration of additional information into the medical school curriculum, including pain training
in CME courses, and the dissemination and adoption of protocols, clinical practice guidelines, and
information across sites of care. We also believe that CDC could engage with public health entities and
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agencies, HHS, and physician and nursing specialty societies to collaboratively develop strategies for
addressing training and education shortfalls and could incorporate this information into its guidelines.

While AdvaMed supports the use of pain specialists to assist patients in managing pain and in minimizing and
avoiding opioid use, we strongly encourage the CDC to promote patient access to care by other highly trained
specialists who can effectively prescribe and manage pain symptoms. We also support CDC devoting research
and resources to work in the interventional pain space to allow patients with a history of chronic pain, lasting
6 months or more, to effectively access non-opioid therapies.

Patients who experience chronic pain may not seek out the care of pain physicians but instead may seek care
from their primary care physician or from a physician specializing in treating the area of the body in which
they are experiencing the chronic pain (e.g., a neurologist). Therefore, it is important that the full spectrum
of health care providers be updated regarding the latest technologies to use in treating chronic pain.
Additionally, in the context of acute pain, it is equally as important to consider the risks and outcome impacts
associated with the type of surgical technique that is utilized in treating a patient’s medical condition. For
instance, patients may experience less post-surgical pain if treated with minimally invasive procedures when
appropriate. The lower pain outcomes resulting from use of these less invasive procedures could alleviate
the need to prescribe opioids post-surgery.

Conclusion

AdvaMed appreciates the opportunity to provide these comments and urges the CDC to strongly consider
them as the agency formulates additional policy and guidance in this area. We, along with our members, look
forward to continuing to work with the CDC on solutions that will help to alleviate and control the acute and
chronic pain that is contributing to the nation-wide opioid crisis. Please feel free to contact me should you
have any questions at 202-434-7218 or ddorsey@advamed.org.

Sincerely,

DeChane Dorsey, Esq.
Vice President
Payment and Healthcare Delivery Policy
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Robert R. Redfield, M.D.

Director

Centers for Disease Control and Prevention
1600 Clifton Road, NE

Mailstop $S106-9

Atlanta, GA 30329

Re: Management of Acute and Chronic Pain: Request for Comment (Docket No. CDC-2020-0029)

Dear Dr. Redfield:

On behalf of the members of the Advanced Medical Technology Association (AdvaMed), we are writing to
provide comments for consideration by the Centers for Disease Control and Prevention (CDC). AdvaMed
member companies produce the medical devices, diagnostic products, and health information systems that
are transforming health care. We are committed to ensuring patient access to life-saving and life-enhancing
devices and other advanced medical technologies in the most appropriate settings, including innovative
devices, medical applications, and diagnostic tests that treat, manage, and monitor pain.

AdvaMed thanks the CDC for soliciting comments concerning perspectives on pain experiences and pain
management for patients with acute and chronic pain. Though the comment solicitation sought feedback
from patients, their families/caregivers, and health care providers, AdvaMed thought it was imperative for
the medical device industry to also weigh in on this important issue. Medical devices are often overlooked in
policy discussions regarding alternatives to opioids. For instance, the CDC Guideline for Prescribing Opioids
for Chronic Pain (March 2016) refers to, and encourages use of alternatives to opioids, but provides limited
direction on appropriate options for patients or providers. When referencing non-pharmacological
treatments, the examples given are exercise therapy and cognitive behavioral therapy. Medical devices can
and must be part of the non-opioid alternative conversation.

The opioid epidemic continues to take a tremendous toll on our country and its citizens. Given the link
between opioid abuse and chronic and acute pain, significant consideration should be given to advancing
care pathways that identify, address, and alleviate these types of pain, including procedures that may reduce
the level of pain experienced by patients (i.e., minimally invasive procedures) and other evidence-based
device interventions that can directly target and minimize acute and chronic pain, including invasive and non-
invasive modalities such as spinal cord stimulators and other types of neuromodulation systems, barrier
films, implantable intraspinal drug infusion pumps, cooled and standard radiofrequency neuroablation,
cryoneurolysis, vertebral augmentation, electromagnetic energy, digital therapeutics, ultrasound guided
regional anesthesia, and portable continuous pain relief systems.

The FDA has approved/cleared more than 200 medical device alternatives to opioids that help treat various
types of pain. Despite this, the CDC’s 2016 Guidance and the April 17th Request for Comment, fail to
acknowledge the role of medical devices, which are used for both acute and chronic pain management and,
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in some instances, are proven to reduce opioid dependence. Many of these medical devices are also
considered to be reasonable and necessary and are covered by Medicare and other insurance plans.

AdvaMed is hopeful the CDC will begin to change this dynamic, and that it will do so in such a way that other
federal agencies and departments take notice to align their guidelines and public communication efforts.
AdvaMed encourages the CDC to be explicit in referencing the use of medical devices in future guidelines—
including examples of the device types that can be used. This level of information will alert providers and
patients to the presence of these medical device alternatives which may be considered as first-line
alternatives to opioid use. We believe the CDC’s 2016 Guideline should also be updated to instruct physicians
to advise patients of the medical device alternatives to opioids available to manage pain to better enable
patients and physicians to make collaborative, fully informed decisions. We also encourage the agency to
provide similar guidance for managing patients with acute pain.

AdvaMed and its members are dedicated to doing our part to assist in alleviating the opioid epidemic. We
encourage the CDC to partner and engage with other agencies such as the NIH, Veterans Administration, and
Department of Defense to create a more comprehensive approach to addressing this crisis. We further
encourage the CDC to continue to solicit input from interested stakeholders— including medical device
manufacturers. Members of the medical device industry have devoted countless resources and research into
the development of devices which address the needs of patients with acute and chronic pain while reducing
and possibly alleviating the need for opioids. The policies underlying the consideration and use of these
technologies should be evaluated in a way which makes their use a viable option for patients who are
managing pain. We would like to address the following issues in our comments:

e Policies that may disincentivize use of therapies that manage chronic and acute pain and that
minimize opioid abuse and misuse
e QOther Options

Policies that may disincentivize use of therapies that manage chronic and acute pain and that minimize
opioid abuse and misuse

AdvaMed members manufacture a variety of device-based treatments that can be used in lieu of opioids.
These devices effectively manage both chronic and acute pain and may also be used to address the
management of opioid addiction. The manufacturers of many of these products have developed evidence
which shows a correlation between use of the devices and a reduction in the need to use and/or prescribe
opioids. Despite this, many of these devices face deployment, reimbursement, and insurance coverage
challenges.

Clinicians utilize a variety of devices during surgical procedures, post-surgically, and in post-acute care
settings to alleviate or reduce pain symptoms. These devices which include drug-delivery devices that
administer a non-systemic non-opioid analgesic directly to the site of a surgical incision, block nerve pain at
the incision site, or allow minimally invasive and/or percutaneous treatment, effectively address acute and
chronic pain and minimize post-procedure pain are frequently not a viable option for providers due to lack of
awareness and limited coverage. We ask the CDC to implement guidelines which promote and support the
use of medical devices and the ancillary procedures that facilitate their use, where such technologies have
evidence of opioid reduction and/or pain alleviation.

Barriers which impede the ability of physicians and patients to gain access to the acute and chronic pain

treatments that best suit their needs must be alleviated. Existing payment policies disincentivize provider use
of potentially highly effective device-based pain management alternatives as a part of acute and chronic pain
management strategies— making it far easier to write a prescription for potentially addictive opioids that will
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be separately paid. AdvaMed recommends that the CDC partner with other agencies to resolve these
payment disparities and to better allow providers who choose to deploy opioid alternative technologies in
the treatment of their acute and/or chronic pain patients, especially those at risk for developing opioid use
disorder (OUD), to do so without being penalized. We also support the continued tracking and production of
evidence-based information by manufacturers of devices which may reduce the prescription and use of
potentially addictive opioids.

Problems related to the deployment of opioid alternative devices and the inability of patients to access these
innovations at the appropriate time persist. These access concerns are the result of various payment and
insurance coverage issues, including delays (such as prior authorization or “step-therapy”) which may require
patients to undergo and/or fail drug therapy for chronic pain relief (posing possible addiction risk) prior to
being able to utilize a non-opioid device-based intervention. In some instances, patients are required to
undergo additional medical evaluation prior to receiving device-based non-opioid interventions for chronic
pain. These additional requirements pose barriers to access and treatment delays for beneficiaries,
especially those in areas with limited or no qualified providers to conduct the evaluation, prolonging their
exposure to opioids and increasing their risk of addiction. The CDC should advocate for the elimination of
policies that interfere with access and should promote the use of policies, such as telehealth evaluations, to
minimize patient risks associated with opioid use.

The pain management issues that are the root cause of many opioid dependency issues are prevalent across
patient populations—including geriatric populations. It is imperative that the CDC be proactive in working
with other organizations and the stakeholder community to develop recommendations to address pain
concerns across patient populations.

Other Recommendations

Materials distributed to patients should include all the available options for pain management treatment—
including device based and non-systemic opioid device delivery treatments as well as recommendations
regarding the referral of patients to interventional pain specialists.

Provider education and sensitivity to the risk of opioid dependence is also critical. Health care providers must
be better informed of the treatment impacts that can be gained by using non-opioid devices. This will
require more education regarding the range of devices and the appropriate time for their incorporation into
patient treatment plans. It will also require provider education regarding the range of available device-based
treatments. This education should extend to the full range of providers who are treating patients with acute
and chronic pain, especially those at risk for developing an opioid dependency, including: primary care
physicians other physicians, nurses, and specialists who may be involved in making recommendations to
patients regarding alternative means for treating their pain. This list of providers could include neurologists,
orthopods, physical medicine, emergency medicine, anesthesiologists, physical therapists, wound nurses, and
others.

A variety of health care providers encounter and make care decisions for patients who could potentially
benefit from an opioid alternative device. Therefore, it is critical that education regarding the epidemic,
appropriate screening, and treatment options (device, drug, combinations, and restorative therapy
alternatives) be made known to all care providers. Additionally, it is important for care providers to have
information regarding integrating these devices into the treatment process. AdvaMed agrees with findings
that were included in the 2019 Pain Management Best Practices Inter-Agency Taskforce Report
(https://www.hhs.gov/sites/default/files/pmtf-final-report-2019-05-23.pdf ) that this could be addressed
through the integration of additional information into the medical school curriculum, including pain training
in CME courses, and the dissemination and adoption of protocols, clinical practice guidelines, and
information across sites of care. We also believe that CDC could engage with public health entities and
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agencies, HHS, and physician and nursing specialty societies to collaboratively develop strategies for
addressing training and education shortfalls and could incorporate this information into its guidelines.

While AdvaMed supports the use of pain specialists to assist patients in managing pain and in minimizing and
avoiding opioid use, we strongly encourage the CDC to promote patient access to care by other highly trained
specialists who can effectively prescribe and manage pain symptoms. We also support CDC devoting research
and resources to work in the interventional pain space to allow patients with a history of chronic pain, lasting
6 months or more, to effectively access non-opioid therapies.

Patients who experience chronic pain may not seek out the care of pain physicians but instead may seek care
from their primary care physician or from a physician specializing in treating the area of the body in which
they are experiencing the chronic pain (e.g., a neurologist). Therefore, it is important that the full spectrum
of health care providers be updated regarding the latest technologies to use in treating chronic pain.
Additionally, in the context of acute pain, it is equally as important to consider the risks and outcome impacts
associated with the type of surgical technique that is utilized in treating a patient’s medical condition. For
instance, patients may experience less post-surgical pain if treated with minimally invasive procedures when
appropriate. The lower pain outcomes resulting from use of these less invasive procedures could alleviate
the need to prescribe opioids post-surgery.

Conclusion

AdvaMed appreciates the opportunity to provide these comments and urges the CDC to strongly consider
them as the agency formulates additional policy and guidance in this area. We, along with our members, look
forward to continuing to work with the CDC on solutions that will help to alleviate and control the acute and
chronic pain that is contributing to the nation-wide opioid crisis. Please feel free to contact me should you
have any questions at 202-434-7218 or ddorsey@advamed.org.

Sincerely,

DeChane Dorsey, Esq.
Vice President
Payment and Healthcare Delivery Policy
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From: Alison Jones

To: NCIPCBSC (CDC)

Subject: Written Comments on Opiod Use
Date: Monday, July 27, 2020 11:57:45 PM

To whom It May Concern:

I have read through your literature on the above and would like to comment. | suffer from
chronic pain and have for several years.

Some of my dx codes are:

M43.16 Spondylolisthesis, lumbar region

M46.1 Sacroiliitis, not elsewhere classified

M62.81 Muscle weakness (generalized)

M54.18 Radiculopathy, sacral and sacrococcygeal region

Z45.2 Encounter for adjustment and management of vascular access device

Z51.81 Encounter for therapeutic drug level monitoring Mig719182-

Z79.891 Long term (current) use of opiate analgesic Mig719182-

M48.062 Spinal stenosis, lumbar region with neurogenic claudication Mig719182-
M79.18 Myalgia, other site Mig719182-

M54.2 Cervicalgia Mig719182-

M54.5 Low back pain Mig719182-

M54.6 Pain in thoracic spine Mig719182-

M62.838 Other muscle spasm Mig719182-

M96.1 Postlaminectomy syndrome, not elsewhere classified Mig719182-

R07.82 Intercostal pain Mig719182-

R29.6 Repeated falls Mig719182-

R29.898 Other symptoms and signs involving the musculoskeletal system Mig719182-
S22.000A Wedge compression fracture of unspecified thoracic vertebra, initial encounter for
closed fracture Mig719182-

S22.000S Wedge compression fracture of unspecified thoracic vertebra, sequela Mig719182-
Z45.1

Encounter for adjustment and management of infusion pump Mig719182-

M47.16 Other spondylosis with myelopathy, lumbar region Mig719182-

M47.812 Spondylosis without myelopathy or radiculopathy, cervical region Mig719182-
M47.814 Spondylosis without myelopathy or radiculopathy, thoracic region Mig719182-
M47.816 Spondylosis without myelopathy or radiculopathy, lumbar region Mig719182-
M47.897 Other spondylosis, lumbosacral region Mig719182-

M47.898 Other spondylosis, sacral and sacrococcygeal region Mig719182-

M51.26 Other intervertebral disc displacement, lumbar region Mig719182-

M54.12 Radiculopathy, cervical region Mig719182-

M54.14 Radiculopathy, thoracic region Mig719182-

M54.16 Radiculopathy, lumbar region Mig719182-

M54.17 Radiculopathy, lumbosacral region Mig719182-

C50.919 Malignant neoplasm of unspecified site of unspecified female breast Mig719182-
G43.909 Migraine, unspecified, not intractable, without status migrainosus Mig719182-
G58.0 Intercostal neuropathy Mig719182-

(G89.18 Other acute postprocedural pain Mig719182- G89.4

Chronic pain syndrome Mig719182-

G90.50 Complex regional pain syndrome I, unspecified Mig719182-

G90.59 Complex regional pain syndrome | of other specified site Mig719182-
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M21.371 Foot drop, right foot Mig719182-

M25.9 Joint disorder, unspecified Mig719182-

M47.817 Spondylosis of lumbosacral region without myelopathy or radiculopathy
G90.521 Complex regional pain syndrome I of right lower limb

(G89.28 Other chronic postprocedural pain

M54.17 Radiculopathy of lumbosacral region

R53.0 Neoplastic (malignant) related fatigue

Z91.81 History of falling

M51.16 Intervertebral disc disorders with radiculopathy, lumbar region

So as you can see, | definitely suffer from chronic pain,most all of it started after a cancer dx
and txt involving chemo and radiation. | now have an implanted pain pump, but prior to the
pump | had to use opioids just to have any quality of life. | had tried all of the conventional
therapies, NSAIDS,ice, heat, rest, 2 yrs of physical therapy, etc. and the PT helped some, but
not enough to allow me any quality of life. My pain dr, does monthly drug screening for any
pt on opioids, as well as when 1 first started them, | was started at a lower dose and titrated up
to a level that worked. | have taken percocet, morphine, dilaudid, and Xtampza. | have used
both regular oral and ER forms of different medications. The ER did not serve any purpose
for me as the breakthrough pain would be unbearable, so the regular oral meds always worked
better for me. During the time | was taking opioids | was closely monitored, (monthly visits)
and because the drugs were explained to me in great detail and | was given literature before |
started them--I was always comfortable taking them, discussing issues with them with my pain
dr and never worried about getting addicted or becoming dependent on them. After the pain
pump was put in, (and a yr later a spinal cord stimulator) i quit taking the opiods for pain
control. The pain pump has worked great. 1There is nothing that is going to get rid of my pain
completely so | still deal with a lot of pain, but in addition to the pump and SCS, my dr does
ketamine infusions every 4 wks, which has greatly reduced my pain level. 1 still periodically
(usually right before the ketamine infusions) will need to take 10 mg of percocet, but it is very
rare and never more than 20mg total for a couple days.

In summary, | am a firm believer that opioids do serve a major purpose for people that are
suffering from chronic pain. If it hadn't been for the opioids during the time of doing the trial
for the pain pump, then the surgery for permanent placement--1 would've had no life
whatsoever. | had already had to quit work, but was literally unable to complete the activities
of daily living due to the pain. I think that if they are managed properly and the rules and
expectations (both from dr and pt) are outlined and understood up front, that the opioids can
really help a pt suffering from any sort of chronic pain. If I can answer any other questions,
please feel free to email me back. Thanks, Alison Jones



From: Amanda Ledford

To: NCIPCBSC (CDC)
Subject: July 22 2020 comment
Date: Wednesday, July 22, 2020 1:40:02 PM

| am achronic pain patient who has been navigating al these road blocks to my care. The doctor patient relationship
has been decimated. The DEA, pharmacists, pharmacy benefit managers, insurance companies, and politicians are
being allowed to make medical decisions. Any other time if someone was making practicing without a license they
would be arrested and charged. Why isthis being allowed?

| want to implore that thisis acted upon with the utmost urgency. And | didn’t hear many people discuss the fact that
doctors are fearful to prescribe due to an out of control DEA. The DEA is raiding doctors offices with guns drawn,
seizing all assets and prosecuting these doctors as drug dealers. There are many doctorsin prison for 30 plus years
for trying to help patients. Can you blame the doctors for not wanting to help us patients? People are being tortured
when in reality most deaths are due to illegal fentanyl and it’s analogies. | heard there would be a 12 month
comment period. So what can these patients do in the meantime? Many of us have been barely hanging on the last
four years. How many more suicides or bodies giving out will there be while meeting after meeting after request for
comment happens? We need ACTION now. If just you get the DEA to stand down until you can get this sorted.
Thank you for your time in reading this.

Sent from my iPhone
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From: Desiree Lyon

To: NCIPCBSC (CDC)
Subject: porphyria pain
Date: Tuesday, July 28, 2020 5:39:04 PM

If you are a patient, please identify if you mostly experience acute or chronic pain and
if you feel opioid pain medications have mostly helped you, mostly harmed you,
neither, or an even mix of both

My name is Desiree Lyon. | suffer from on of the Acute Hepatic Porphyrias (AHP)
called Acute intermittent porphyria (AIP) , a a rare inborn error of metabolism that is
one of the most painful in human kind. Unfortunately, I had over 100 attacks and was
left with severe nerve damage/neurapathies.

The acute porphyrias also are pharmacogenetic disesaes , which means there are a
host of drugs porphyria patients cannot take without causing critical attacks. Among
these drugs are pain medications. In fact, the only pain medications that patient can
take with AHPs are opioids. Although this sounds false, this has been veryifeid with
the most renown experts. Itis already a commonly demeaning experience to ask for
pain medication but to be classed in the opioid set is distressing . | founded the
American Porphyria Foundation, was executive director for 30 years and am now
global director of what is now a 13,000 member organization. Yet, when doctors find
out I use opioids for severe nerve pain, they change their attitude toward me and see
me as a drug seeker. They ignore the fact that pain medications enable me to work
and live a normal life.

Sadly, this is not uncommon for people in constant pain. Thus, patient endure both
emotion al and physical pain. My pain doctor is a neurologist at a famous cancer
center. She has been with me during a bad attack and knows well my circumstances.
I would like the chance to explain pain from a patient perspective and the challenges
in mitigating the pain. They are far too many for a suffering person. Thank you,

Desiree Lyon

Global Director

American Porphyria Foundation
www.porphyriafoundation.org
713-857-0995 Mobile
301-347-7166 Office
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From: Amy Partridge

To: NCIPCBSC (CDC)

Subject: Patient Interviews

Date: Tuesday, July 28, 2020 2:13:16 PM
Good Afternoon,

| would like to submit my name for consideration to be one of the 100 individuals interviewed
by the CDC committee charged with the revision of the 2016 Guideline.

As aformer health insurance executive with decades of experience in the industry, my most
recent role included oversight of launching health plans for health system clients across the
country who wanted to deploy an Integrated Delivery and Finance System (IDFS). With this
experience, | can provide a unique perspective as a patient who had to navigate the systems |
was once responsible for building. In 2016, at the age of 39, | was forced to stop working after
developing intractable pain as aresult of several spinal procedures and epidural steroid
injections. The procedures that were meant to help me instead rendered me disabled. Asa
patient and advocate, | had the opportunity to speak to the FDA during a patient meeting in
2017, and was invited to participate in a patient panel during a Health and Human Services
Pain Management Task Force meeting last year.

Each day, we see an increasing number of patients posting about losing access to care. | feel
responsible for trying to help in any way that | can, while | can. And although | decided not to
submit an application to participate on the CDC workgroup this year, it was only because my
health is unpredictable and | didn’t want to commit to something | wasn’t sure | would be able
to fully participate. However, | would very much appreciate the opportunity to be one of the
100 patients selected to speak to the workgroup about the challenges | have experienced in
obtaining adequate care for my multiple chronic conditions, one of which is permanent,
progressive, and has rendered me disabled with intractable pain.

Please feel free to contact me via email or phoneif you have any questions, or would like
more information.

Sincerely,
Amy Partridge

National Pain Advocate
412.596.0083
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From: Andrea Giles

To: NCIPCBSC (CDC)
Subject: Statement from an Intractable Pain Patient unable to speak at meeting.
Date: Wednesday, July 29, 2020 12:10:04 PM

| am a51 year old woman in Wyoming. | have been diagnosed with Spondylothesis,
spondylosis, multiple herniated disksin my Cervical and Thoracic spine, severe narrowing of
the spinal canal at multiple areas, multiple spinal bone spurs, Cervical and Thoracic
radiculopathy that causes severe pain down through both shoulders, a constant headache,
arms, ribs and back. | have severe Osteoarthritis that has effected all of my joints, from the
large (hips,spine, knees, shoulders, elbows) to the small (hands, fingers, foot and toes). | have
DDD, DJD. | had aspinal fusion of L4,L5,S1, which failed, in 2010. In 2011, | had 3 right hip
replacements that all failed, the last one becoming infected with MRSA culminating in 52
surgeries over 4 years, ending with atotal disarticulation in 2015. | now am wheelchair bound
with severe phantom limb pain. I’ ve been diagnosed with Fibromyalgia, IBSD.
| was referred to a Pain Management Physician in Montana. After signing a pain contract, he
prescribed opioid medications, at alow dose, which over months he increased to 120mEqg/day.
| never failed a UA, pill count, used more than one pharmacy or saw any other physician. |
was able to function with minimal pain, completing my ADLS, caring for my family, doing
necessary household work and volunteering in my community (since after the disarticulation, |
had to stop working as an ER Nurse of 15 years). Then in April of 2016, at aregular monthly
appointment, my Pain Management Physician told me that due to the new CDC “ guidelines’
he was unable to prescribe opioids to any patients anymore. He cut me off of the opioid
medications, cold turkey.and discharged me as a patient. From that day on, | have been unable
to find any Pain Management Physicians, Primary Care Physician’s or any Specialty
Physicians in Wyoming or Montana, even looking 8 hours away from my home. My Primary
Care Physician referred me to a Palliative Care Physician in 2019, who | still see monthly and
who has refused to prescribe opioid medications. | now suffer with severe Osteoarthritic pain
in my remaining knee, which makes transferring to/from my wheelchair excruciating and
dangerous. My knee has caused me to fall multiple times causing multiple injuries. However,
due to my history with MRSA, no surgeon will repair/replace my knee or do any surgical
procedure on my spine. | have had 18 Epidural Steroid Injections, and nerve ablations in my
knee and spine. | have been through/tried CBT, meditation, acupuncture, yoga, psycho
therapy, physical therapy, aqua therapy, music therapy, virtual reality therapy, | am on
antidepressants, gabapentinoids, | have tried multiple supplements. After an attempt to use
NSAIDS, | developed Stevens-Johnson Syndrome Lansing in the ICU/BurnUnit for 6 weeks
so | am unable to take any NSAIDS.
Since being denied opioids, | have devel oped severe hypertension (have to take meds),
depression and cardiac arrhythmias. In 2017, | suffered 2 sudden cardiac arrests, which |
survived only because my husband, also an ER Nurse was home and started CPR until the
ambulance arrived. The Cardiologist found no underlying cardiac disease or reason for the
arrests. He stated the constant, untreated, severe pain probably was the cause, however, STILL
no physician, even my Palliative Care Physician, when Palliative Care is supposed to be
exempt from them, will prescribe any opioid medications.
| have tried EVERY alternative therapy and non-narcotic pain medication, | have made myself
aDNR in the hope that | will have another sudden cardiac arrest to end my suffering since |
will not commit suicideif | can help it. The data shows that the Overdose Crisisis continuing
to increase despite a significant decrease in opioid prescribing. Autopsy’s show that illicit
fentanyl and heroin/illicit drugs and poly substance abuse is the primary cause behind the
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rising death toll. Y et the DEA and lawmakers are making it impossible for physicians to
provide individual based treatment to their patients due to threat of prosecution and l0ss of
their license. Thousands of chronic/intractable/V eteran pain patients have committed suicide
due to severe untreated pain caused be medical abandonment. The suicide rate increases every
week. It will continue if the government doesn’t get out of our exam rooms and doctor’s
offices. “First Do No Harm” means nothing anymore. Opioid medications have proven to be
safe and effective for over 100 years along with close physician monitoring and patient
education. The addiction rate for legitimate patients in need of these meds s less than 3%.
Why abandon and torture the 97% of the 50 million Americans who are suffering? The
involvement of mainly addiction speciaists, groups like PROP, SHATTERPROOF,
PharmedUp and the Rummlers Hope Network, all of which are very biased and many who
have members with major conflicts of interest (financially and career profiting ) or who have
personally suffered the deaths of loved ones who overdosed (onillicit or with poly substance
drugs) who now blame physicians for their pain, which has led to these weaponized,
damaging, non-fact based “guidelines* and state laws. Now the HHS task forceistrying to
make it the law that after spending years and thousands of dollars on alternative therapies,
which have proven largely ineffective during studies, then being put on the MAT medication
buprenorphine, which was not intended for chronic pain, but for OUD. Buprenorphine has
been shown, in studies to be ineffective for alarge number of chronic pain patients or, if
effective, the effectiveness only lasts for a few weeks before becoming ineffective. It has al'so
been shown harder to wean off of than full mu receptor opioid medications. (However, writers
of theCDC “guidelines*®, like Andrew Kolodney and other PROP members will profit
financially from its widespread use). If the HHS Taskforce' s bill proposal becomes law,
chronic pain patients, which was supposedly written to help chronic pain patients access
effective pain treatment, denied since the release of the CDC “guidelines*, doesn’t help
patients or really improve anything at all.

The amount of damage/injury caused to 50 million Americans has been widespread and
severe, even deadly. So far, every so-called improvement to the CDC “guidelines” has proven
to be ineffective, just the same worse written in a different format. The millions of
chronic/intractable pain patients is America need your help! Not just empty words and forcing
us to spend more time, Money and the risk of further damage/causing MORE pain due to
botched/ineffective procedures, but the ability of Physicians to use their vast experience,
education, knowledge expertise to treat patients individually, as they see fit, keeping the
decision between them and their patient, without government/state |law/DEA interference,
allowing the patient to decide what is decide whether or not their willing to accept the pros
and risks of opioid medication, with close monitoring by their physician. Law enforcement
needs to focus on theillicit drug trade across our borders through our ports, the mail, etc
instead of punishing law abiding, legitimate patients and their physicians.

Thank you for reading my lengthy comment. Please help is!

Sincerely.
AndreaGiles

543 East Monroe Street
Powell, WY . 82435

(307)-254-0008
deeqgiles0410@gmail.com
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From: Annie Shoger

To: NCIPCBSC (CDC)
Subject: Comment for meeting of the NCIPCBSC
Date: Wednesday, July 22, 2020 7:25:28 PM

In 2013, the United Nations general assembly adopted a position that says under treated pain is
paramount to cruel and inhumane treatment tantamount to torture. Treating pain is the most
basic of human rights and patients who are under treated might as well be tortured by 1SIS
who then cuts your hand off.

Asaperson in chronic pain, I am beginning to lose all hope that my life will not return to at
least a manageable quality of life. The reason is because | am unable to receive the medical
carethat | so desperately need, the medical care that | had been receiving for 25+ years and
that had been effective in helping reduce my pain. | have severe degenerative disc disease,
multi level spondylolisthesis, bilateral spondylolysis, pars defect, osteoarthritis throughout my
body, bulging discs, stenosis at L5-S1, and anterolisthesis. Throughout my journey, | have
tried most of the alternative medicinesi.e. acupuncture, massage, chiropractic, physical
therapy, inversion table, tens unit, yoga, meditation, tai chi, etc. While for the medical side, |
have had multiple steroids epidural injections, trigger shots, medial branch block, radio
frequency ablation and ketamine infusions . However, there are really only two things that
give me any relief. One thing is opioid pain medication. How it helpsisthat it takes the
constant debilitating pain that | suffer to alevel that | am able to do things. My pain doctor has
forced tapered me by 63% and has no intention of stopping. Then there are the issues with the
pharmacy and the health insurance company. Why do | have to suffer needlessly wheniitis
known that it helps. It is bad enough to have to deal with the painitself. | did not ask for it,
and you know that it could happen to anyone even you. During the time that | have been
seeing doctors for my pain never did they try to push opiates. Asamatter of fact, their
preference was to avoid it if possible.

Thereisresearch that has found that only 4/1000 become addicted. One must have the gene
that causes addiction. A study in Boston found that only 1.3% of overdose victims has had
opioid prescriptions. Additionally, it is one of the safest medications on the planet which has
been used for 4000 years with few side effects. If a person has been on opiates for a period of
time then it is unlikely they would have respiratory depression as was explained to mein
amedical report | read.

Now, | am unable to find a doctor who will prescribe the amount of opioid medication | so
desperately need to live. Doctors are scared of losing their practicei.e. having the DEA come
to close them down. A pharmacist can deny filling the prescription because "they don't feel
comfortablefilling it." Thereis also the problem that the distributor is now limiting the
amount of opiates a pharmacy receives, another tactic by the government to fight the opioid
crisis.

The other thing that | have had success with is aradio frequency ablation. However insurances
require atest (media branch block) to be performed before each radio frequency ablation. The
issue is that the insurance requires the test (medial branch block) to be done each year aradio
frequency is to be done. Some insurance companies even require that two of them are
performed. Then thereisthe issue that they will only approve 3 levels and for myself | need 5
levels on both sides done. That could mean that | would have to have 5 to 6 procedures done
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making it cost prohibitive.

Honesty | feel that the government has no place in the relationship between a Doctor and their
patient. Their efforts should not be targeting chronic pain patients and doctors. It should be
looking at the street heroin and illicit fentanyl. That is where the real problem lies.

Please give melife so that | don't have to choose death. The CDC guidelines might be fine for
first time patients needing to start on an opioid prescription for the very first time but not for
folks who have been on them for years because it helps them with their chronic painto livea
decent life.

Thank you for your time and serious consideration. | truly do appreciate it.

Best wishes,

Annie Shoger

1611 Laporte Ave

Fort Collins, CO 80521

annieshoger@gmail.com
970-214-0532
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June 5, 2020

Centers for Disease Control
1600 Clifton Road NE
Mailstop $106-9

Atlanta, GA 30329

Attn: Shannon Lee

Re: Management of Acute and Chronic Pain, Docket No. CDC-2020-0029

Dear Injury Center Leadership,

By way introduction, my name is Dr. Thomas Smith and | am the Chief Medical Officer of BioDelivery
Sciences International, Inc (BDSI). We are a company dedicated to driving innovative solutions for the
treatment of serious and debilitating chronic conditions. We work to advance therapies designed to give
individuals living with chronic conditions the opportunity to make the most of their lives. | write to offer
our company’s recommendations related to pain and pain management. This letter will focus specifically
on the use of and prescribing of medications for the treatment of chronic pain.

BDSI is aware that the CDC’s Guideline for Prescribing Opioids for Chronic Pain, most recently updated in
2016, is under consideration for potential update and revision. The company is also aware that those
revisions will offer the opportunity for review and public comment. In advance, BDSI hopes to offer a
series of initial considerations.

1. Distinguishing between Schedule Il and Schedule Il medications is important to the reduction of
addiction risk in patients.

BDSI understands that the current Guideline does not distinguish between Schedule Ill and
Schedule Il opioids. We encourage the CDC to prioritize the reduction of addiction risk by
recommending prescribers consider a Schedule 11l analgesic before a Schedule 11.1 The CDC
currently recommends starting opioid therapy with immediate release Schedule Il opioids, which
have been shown to have higher rates of addiction and abuse before considering a Schedule 111.2

2. Schedule Il non-traditional opioids face significant nonscientific obstacles leading to
underutilization of safe, effective, and sustainable options for care.

Schedule Il analgesics, such as buprenorphine, are often the subject of persistent myths regarding
its pharmacology and efficacy for pain in comparison to traditional opioids; these myths are
especially prevalent with the confusion about the distinct FDA indication for the treatment of

! pain Management Best Practices Inter-Agency Task Force Report. 2019 May.
https://www.hhs.gov/sites/default/files/pmtf-final-report-2019-05-23.pdf

2 U.S. Department of Health and Human Services Report. October 2019.
https://www.hhs.gov/opioids/sites/default/files/2019-10/Dosage Reduction Discontinuation.pdf
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chronic pain® versus opioid dependence® and the lack of understanding that buprenorphine can be

prescribed without an X-waiver® for chronic pain. The majority of medical providers are not aware
that a waiver is only necessary when treating opioid use disorder/addiction.

These unfortunate nonscientific obstacles have led to an ongoing underutilization of a safe,
effective, and sustainable management option for patients on chronic opioid therapy but may be
experiencing other unintended negative consequences of high-dose opioid use, such as
development of tolerance and hyperalgesia®, and/or impairments in mood, cognition, sleep, and
other aspects of function.’

3. Nonopioid therapies remain a viable choice, but medical histories of patients particularly with
renal and Gl complications often demand opioid alternatives with both unique safety profiles
and a relative minimum of drug-drug interactions.

Nonpharmacologic therapy® and nonopioid pharmacologic therapy remain a viable and preferred
choice for chronic pain. However, medical history and potential benefit and harm should be
individually assessed®. There is considerable evidence that NSAID-related CV, renal and Gl
complications place a substantial clinical and economic burden on the healthcare®®, particularly
among elderly.!

As the number of elderly individuals with chronic pain increases in the US, buprenorphine’s unique
safety profile and relative minimum of drug-drug interactions®? will make it particularly attractive
to in this population. Buprenorphine and its metabolites are excreted mainly by the biliary system,
making buprenorphine more suitable for patients with renal and hepatic impairment than full mu-
opioid receptor agonists.'® Buprenorphine is not likely to cause clinically important interactions
with other drugs metabolized by major hepatic CYP450 enzymes. This translates to fewer drug—
drug interactions, potentially diminishing adverse events when combining buprenorphine with one
or more agents affecting CYP metabolism.* Buprenorphine has little to no immunosuppressive
effect and appears less likely to suppress the gonadal axis or testosterone levels.” It is considered a
preferred opioid option?® for patients with either renal or hepatic disease.”

3 Gudin J & Fudin J. Pain Ther. 2020 Jan 28. doi: 10.1007/s40122-019-00143-6. [Epub ahead of print].
4Khanna IK & Pillarisetti. S. J Pain Res. 2015; 8:859-70.

5 Fishman MA, et al. Pain Med. 2019 Nov 7. doi: 10.1093/pm/pnz197. [Epub ahead of print].
6 Pergolizzi JV & Raffa RB. Journal of Pain Research 2019:12 3299-331.

7 Rudolf GD. Phys Med Rehabil Clin N Am. 2020; 31:195-204.

8 Chang KL, et al. FP Essent. 2015 May; 432:21-6.

9 Centers for Disease Control. Guideline for Prescribing Opioids for Chronic Pain. 2016.

10 Marcum ZA & Hanlon JT. Ann Long-term Care. 2010; 18(9): 24-27.

1 Fine M. Am J Manag Care. 2013;19(16 suppl): 267-5272.

12 pergolizzi JV, et al. Pain Pract. 2010;10(5):428-450.

13 Gudin, 2020.

14 1bid.

15 Davis MP. J Support Oncol. 2012;10(6):209-19.

16 pergolizzi, 2019.

17 Kress MK. J Opioid Manag. 2019 Nov.
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Contrary to fears of blunted effect and precipitated withdrawal, continuing use of buprenorphine
as a baseline agent combined with another opioid has been shown in a multitude of studies to be
safe and effective for analgesia. Because therapeutic doses of buprenorphine do not occupy 100%

of available opioid receptors, unoccupied receptor availability can allow patients to achieve pain
relief in varying degrees if a full opioid*® agonist is added to buprenorphine.?®

4. In considering the complexity of pharmacology, risk, and benefit of pharmacological therapy,
when medically warranted, clinicians should consider agents with reduced potential for
respiratory depression and relatively lower risk of abuse and addiction.?°

In prescribing buprenorphine for both acute as well as chronic pain, physicians are relieved of the
ever-present anxiety that treatment can lead to respiratory depression or death.?

In a phase | placebo-controlled trial on respiratory drive (ventilatory response to hypercapnia),
buprenorphine buccal film did not reduce respiratory drive at any dose in healthy volunteers,
including the maximum available prescription dose of 900 pg. In contrast, oxycodone resulted in a
dose-dependent decrease in respiratory drive; and the reduction in respiratory drive with
oxycodone 60 mg was statistically significant relative to placebo and buprenorphine.?

In considering the complexity of pharmacology, risk, and benefit of pharmacological therapy, when
medically warranted, clinicians should consider agents with reduced potential for respiratory
depression® and relatively lower risk of abuse and addiction. One agreed-upon approach by HHS*
and the prescribing community to improving the management of pain is the preferential use of
potentially safer analgesics as described above.?

5. The Department of Health and Human Services (HHS), in its recently released guide for tapering
opioids, calls for a great role in promoting buprenorphine as an alternative pain management
options for patients “on high opioid dosages unable to taper despite worsening pain and/or
functioning with opioids, whether or not OUD criteria are met.”2¢

The recent Inter-Agency task force report specifically considered alternatives for pain management.
The report highlighted the scientific evidence cited in this letter indicating that when opioids are
started, clinicians should prescribe the lowest effective dosage and carefully reassess evidence of
individual benefits and risks when morphine milligram equivalents/day increases with higher
dosages. We would also highlight that primary use of buprenorphine, rather than use only after

18 Rauck RL, et al. 2016;128(1):1-11.

1 Hale M et al. J Pain Res. 2017;10:233-240

20 Dahan A et al. Br J Anaesth. 2006; 96(5):627-632.

21 Kress, 2019.

22 \Webster L, et al. Scientific Poster Presented at AAPM Annual Conference, 2020.
23 Dahan.

24 HHS, 2019.

2> Hale, 2017.

26 HHS, 2019.
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failure of standard mu agonist opioids such as hydrocodone or fentanyl, if clinically indicated,
should be considered.?”

In summary, BDSI is committed to working with the CDC to help prescribers make pain management
decisions. Historically, the fail-first practice favoring Schedule Il opioids has led to a higher risk of
addiction for patients with chronic pain. BDSI recommends a harmonization of the Inter-Agency Task
Force report with future CDC outputs in order to clarify the alternative options available for patients.
We believe that a consideration of the safety, efficacy, and underutilization of Schedule Il analgesics will
lead to reforms in pain management that will also serve as solutions to the American opioid crisis.

Please do not hesitate to contact me to discuss this further. We look forward to hearing from you.

Sincerely,

Thomas Smith, MD

Chief Medical Officer
BioDelivery Sciences, Inc.
tsmith@bdsi.com
919-582-0195

27 Davis, 2012.
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From: Larson-Steckler, Elizabeth A.

To: NCIPCBSC (CDC)

Subject: Comment

Date: Tuesday, July 28, 2020 2:50:40 PM
Attachments: image001.png

Good Morning,

| would like to add my comments as | was not able to speak yesterday. First, | truly do appreciate the
committees inclusion of patients and caregivers. | am the wife and mother of family members that
have/had hereditary pancreatitis. My husband’s hereditary pancreatitis led to pancreas cancer. He
died due to complications of treatment. My two children diagnosed at age 1 and 2 have both
struggled with this disease. They both underwent auto islet transplant total pancreatomy and
splenectomy. Both had multiple complications and were left with many issues; chronic pain,
malabsorption, Gl issues, diabetes, dysautonomia, heart issues, malnutrition among various other
issues. Currently, they are 18 and 21.

As a parent, | have attempted to find appropriate care for my kids to address their pain. | do not like
the fact that they are on opioid pain meds for many reasons. The current climate has caused a great
deal of harm for both my kids. They have been labeled ‘addicted’ by physicians who do not look at
entire picture. For example | have been concerned about their malabsorption of medications and no
one has taken a close look at this. | know their meds work some times and other do not. Example,
my daughter was in hospital and urine test was given. It came up negative for opioids. Based on this
they labeled her ‘addicted’, removed meds from her (no titration) and had a social worker called into
talk to her about treatment. | was out of town at time, only parent. Fortunately her therapist
intervened and filed a report. She was given opioids and took another test. Came back negative. The
trauma they have faced by not being believed by physicians has taken a toll. Once they were labeled
it has been so difficult to receive necessary care.

| believe in an interdisciplinary approach as well as implementing a multimodal approach. This has
been difficult to ascertain. | have had to reach into my pocket and pay for other treatments not
covered by insurance. | also enrolled my kids into a renowned pain program. | find the program we
went to very traumatic. There was no options to stay on pain medication, just application of other
modalities. They also wanted to take my kids off a whole host of other medications for their Gl
issues. They ignored my daughters concerns. Told me it was common for kids to increase their
complaints while in program. | ignored her, following the rules. She ended up in hospital with thrush.
| agree with the implementation of various tools and treatments. | was excited to be able to access
these tools for my kids but how it was done was shaming and blaming. | do believe that my kids
could have stepped down a bit on opioids with other tools and treatments but it was not allowed.
Care should be individualized.

I am not only a parent but | am also one of the founders of the Foundation of Childhood Pancreatitis
as well as founder of Navigations, which assists parents and caregivers with navigating care of
children with chronic and complex health issues. | receive numerous calls from parents and
caregivers many in regards to treatment of pain. The stories are horrific in such violation of ‘do no
harm’. One child was in flare. Parents had brought her into ER. She was admitted. Medical team
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used lavender oil to assist with pain. | don’t have any issue with using supportive techniques but that
is the only thing that was provided. Another youth was left screaming in pain after an ERCP. Both
physician and nurse indicated that she should not have pain and provided nothing. The nurse
indicated to the mother that the child was struggling with addiction issues. | assisted this mother to
get her child airlifted to another facility. It was found that the physician, when doing ERCP had gone
into the pancreas NOT bile duct. This young woman received care and has since turned 18. She does
not trust medical system or physicians. Her illness dictates that she does need care but due to
experience and the trauma involved she does not go in regularly but ends up in crisis. Many youth
are ending up being treated by psychologists. One ended up in pysch hospital. Fortunately she had
attack while there and was rushed to ER where the physician finally diagnosed as hereditary
pancreatitis. How traumatizing not only for youth but for parents.

In order for these youth to engage in care, they need to be respected and not traumatized. The
system is creating ‘noncompliant’, ‘difficult’ patients but they do not see their role. For me the issue
is just not access to opioids but better, research, earlier care, more competent care, individualized
care as well as the ability to access various treatments and tools. | have witnessed both my kids at
multiple times wishing they were dead because of health issues, pain and the bias in stigma
currently inundating the medical field regarding opioids.

Kids with pain should be immediately referred to a pain specialist. Research has demonstrated that it
is critical, if not addressed will lead to chronic pain and as | have witnessed trauma. Sadly, there is
not a lot of places that truly know how to address pain. There are pockets but for many unable to
reach due to many barriers. They only thing that has given them a bit of quality of life is opioids. Last
year, the pain physician that my son trusted. That treated his dad, was told by his organization to cut
off all individuals on pain medications. They had received a letter from our state CMS to titrate all
individuals to SOMME (which my understanding was not if it was a pain physician) this was pushed
federally by CMS. No referrals were provided to those being titrated. | was fortunate knowing my
son’s rights and was the only one to get a referral. However great damage was done. My son trusted
his pain doctor. He sat and cried for days about having trusted this doctor and the doctor no longer
cared about him. Most people on LTOT, have tried many things. As | said, | want other options. My
kids should have received pain care early on in a compassionate way. The current climate you are
suspect if you utilize pain meds. My kids are 18 and 21 and have really been harmed by physicians
who have ignored their pain or indicated it was psychological. | do believe that their pain can be
impacted by mood as well as mood impact pain — definitely believe this but to have physicians ignore
and dismiss and rely only on psychological tools is not helpful for those with chronic pain.

Truly wish there was other options. My kids should have had pain addressed earlier in their journey. |
actually advocated for that as well as a pain psychologist but their transplant team only had one visit
done with them. That is not effective. Shame and blame should not be utilized or allowed at many of
these pain facilities. All individuals should have access to multimodalities of care inclusive of pain
medications. Through our journey pain physicians and other doctors pushed other types of care on
my kids. Both underwent blocks — which they should not have due to their islet transplant. They
came out worse. My daughter who only had stomach pain, now has back pain. Islets were destroyed
all in attempts to remove them from opioids.
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From: Betty Acosta

To: NCIPCBSC (CDC)
Date: Wednesday, July 29, 2020 8:28:38 PM

| was operated on to remove atumor from my spine.but during the operation they discovered
that the tumor had destroyed some of my disks so they put a cage around my spine and
screwed aflat metal plate into my back to attach the cage too.or whatever they call it.i also had
afusion.after the operation | hurt worse than before surgery.i have had nothing but 24/7 pain
ever since.my Dr of 20 yrstried different pain meds but they were all too strong or made me
sick.i had never taken them before.i played softball for 25 yrs and wouldn't even take
aspirin.he finally found adrug that | could tolerate and it took all my pain
away.hydrocone/apap..since then my Dr of 20 yrsretired and | had to see another Dr in my
network and the 1st thing he told me was I'm not treating any pain patients even though they
billed as pain management.and the 1st discussion we had he talked to me like | was a
criminal.i am 63 yrs old have never been in trouble married to same man for 40 yrs.and he
talked to melike | was a drug addict and a criminal

He dispiced me and | could tell.after 2 months he took al my meds away with no warning he
also took my sleep meds away at same time..| have extreme anxiety sincemy 2 yr old
granddaughter was kidnapped and ripped out of my armsthen | stopped keeping because the
nightmares were so extreme and | developed insomniamy Dr said it was the worse case of
insomnia he had ever seen.when new Dr took all my meds away | hadn't dept in 15 days and
ended up in hospital when | had a stroke and my heart stopped.i till cant sleep and | cant find
another Dr and | need surgery on the arteries in back of my head cuz they are completely
blocked and | need heart surgery so my heart dont keep stopping.and | cant get my surgery
because | got in arguement with the new Dr about my treatment plan or lack of oneif you
will.my old Dr and | had a treatment plan in place and he was supposed to follow it but he
refused..so he sent me aletter cancelling me as a patient said | was a problem patient and a pill
seeker because | disagreed with his new treatment plan of no treatment.i lost my life that day.i
had to give up volunteering at nursing home to read bible to the patients who could no longer
see well enough to read and | had to give up foster care cuz | could no longer take care of
myself much less anyone else.it broke my heart.i also had to give up my grandchildren which |
usually had 6. Days a week.they were my whole life.no longer can play with them or watch
them so | hardly ever get to see them cuz both parents work..and only have time to go home
cook homework baths and bed..l no longer have anything that resembles alife.i lay in afetal
position on couch or bed crying or screaming cuz the pain gets sooo severe and | get no break
from it by sleep anymore so painis 24/7..and | want to kill myself cuz my life is gone and the
only thing left is pain.the only people you hurt by your ruling is chronic pain sufferers.no one
else cuz drug dealers have the cartel and will always get their drugs.drug addicts all have
dealers and know where to get their drugs but senior citizens like me dont know drug dealers
so we are the only ones you hurt with your ruling.i lived my whole life responsibly and now
through no fault of mine | am being punished for a drug dealers actions or a drug addicts
actions ] am neither just someone who suffers so much | want to blow my brains out like alot
of chronic pain sufferers are doing now

Fasting growing group of suicides now cuz you can only take sooo much pain before the
screaming in your head drives you crazy.and yes...pain can scream.it screamsin my head
constantly.i do not deserve to have my whole life taken away for someone el se's actions when
| am aresponsible adult.that Dr.was sooo spiteful when he took my meds away he also refused
to refill my blood thinner | had because of 8 strokes...I'm going to die in pain by my own
hands like thousands of others are doing and my blood as well astheirs will be on your
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hands.pleasd change this ruling so that we dont suffer for so.eone elses crimes or
actions.please give my life back please



From: Beverly Minich

To: NCIPCBSC (CDC)
Subject: 2016 Guideline / AMA Recommendations
Date: Tuesday, July 28, 2020 11:59:47 AM

Thank you for allowing me to tell you how your 2016 Guidelines took away my life. | went from an 85% functional
person to a cripple with a cane that can barely walk, and will be using a wheelchair soon, if we can make the house
handicap accessible. I'm 57 and otherwise healthy. When | had my pain meds, | was able to function, ADL’s greatly
improved as was my quality of life. None of that is possible now, of no fault of my own. Alcohol and cigarettes kill
many more people than prescription pain meds when taken as prescribed and are locked up so nobody €lse could get
them. Alcohol and cigarettes are fine but the disabled is denied lifesaving medications. How can that be? The letter
you got from the AMA sayswe ( legacy patients) should NEVER have had these medications taken away from us.
We were steady. We could enjoy life, not hate waking in the morning.

| was abandoned by the medical community when the DEA got my 82 year old Pain Mgmt Doctor of 12+ years. The
place | go to now, the ONLY place | could find that would take me, FORCES me to have expensive, painful
procedures, knowing they’ re only temporary |F they help at al. One leg is about an inch longer than the other and
I'm afraid I'm going to trip and fall down again. | lose my balance too often. Serious pain isall consuming. | have
no ROM in my neck because of three Cervical surgeries and the hardware inside. It's hard to look around as | walk
with my cane.

I'm called a“complex case” and “amess’ by doctors. | don’t want to be disabled, and when | was ethically treated, |
was able to do so much more. | don’t drive much, as | don’t want my pain to consume me to the point of hitting
another car. | used to exercise several times aweek but not at all without my pain controlled. I'm gaining weight,
not being able to walk or exercise at al. I'd been able to keep my weight in check until | had my effective dosages
of narcotic pain meds. My journey has been over 17 years and | was ALWAY Stold not to let my pain get too bad.
Now it'sALWAY S bad.

Please get rid of the CDC Guideline and return medical CARE to our Doctors. Thisis against our Eighth
Amendment Right against Cruel and Unusual Punishment. It s unimaginable that, in the USA, millions of disabled
have had our lifesaving medications taken away by guidelines written by ADDICTION SPECIALISTS!! We're not
addicts. The addiction rate hasn’t changed for decades! The OD’s and deaths are from mostly illicit heroin and
fentanyl. Get rid of the guidelines and give us our lives back. How can you be so cruel, to allow people with
incurable painful illnesses to suffer 24/7/365?? Please give us our Doctors back and allow usto have the
Doctor/Patient restored.

Thank you for your time and consideration of my pleas for my semi-normal life to be reinstated and the medications
used for pain for centuries will be given back to the disabled.

Warm regards,
Bev Minich
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From: Brian Zbikowski

To: NCIPCBSC (CDC)
Subject: CDC GUIDELINES CAUSED ME MAJOR DAMAGE.
Date: Wednesday, July 22, 2020 3:34:02 PM

Worked 40 years Nationally.

Last 25 years hurt no ins.

2003 Chiropractor told me I'm disabled.

2008 Became Homeless

2009 moved to Michigan bought A cheap house.Grew MJfor some releif.

Wife was SSI bipolar.

2011 Filed disability 2009 unemployment ran out looked for work for 2 years hurt.

No One would hire me.

2011 Wifeleft for | couldn't care give and provide her, her needs no more.

Feb-2012 paid cash for MRI

2017 took A Pleadeal for SSI.

Went to A Pain Management doctor who is still my pain doctor today 7-22-2020.

He looked at MRI and told me I'm disabled.

Feb-2012 built A Doctor/ Patient relationship with MJ/ low dose opioids.

He found out | had major anxiety too.

He tryed shots, and it did nothing so he put me on 40 MME Norcos/ with low dose xanax.
Tryed mussel relaxersfirst.

By June-2012 he had me balanced on 40mme with 1mg of xanax and | was allowed to go to
60mme if 20 day visits.

| ALSO got A primary medicaid doctor in 2012. They offered injections only.

| also went to A neurosurgeon at Allegiance Jackson, Michigan.

He offered injections and M ethadone.

| ask my pain doctor should | take Methadone, he said No not for your condition.

Also got chest scan Black Lungs.

2014 dentist says all my teeth need pulled.

Had A kidney stone and they said they will repeat ( KEEP YOUR STRESS LEVEL DOWN)
Went in to get pulled but had chest pain.

Sent to U of M for Nuke stress test.

Cleared however was trying to quit cigsfirst.

They said they was worried about my heart.

The nuke test actually caused more chest pain.l told them to Stop during and they said they
was amost done.

By 2015 | was doing OK.

HAD QAULITY OF LIFE.

THEN THE CDC INTERFERED

2015 no longer allowed 60mme.

P.T caused pain to radiate down leg when they bent my foot past my neck to stretch femer.
2017 xanax gone right when | was quiting smoking.(down to 10 A day first timein 46 years)

| could no longer go near needles without xanax so al bloodwork, flu shots Stopped.

My sleep got disrupted and stress went through the roof. Started chain smoking again. Tryed
kolodapin/ seroquil/ect.

JULY 2019 minus 10 pills.

AUGUST 2019 Walmart Pharmacist shook my Norcos at me and (said her husband quit these
you can too.)
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OCTOBER-2019 NORCOS got weak and bloated me. Called FDA and complained.

June -2020 got new brand Norcos.

Bloating went away instantly, however they are weaker than ever.

So here we are I'm now not sleeping, just about paralized.Struggling to do my chores. Going
to Storeisvery difficult and unsafe driving in pain with foot swelled and numb.

Barely enough medication so | don't scream now.

THANKYOU CDC GUIDLINES FOR PUTTING METO MY GRAVE.

THANK YOU CONCERNED POLITICIANS FOR INTERFERING WITH MY DOCTOR /
PATIENT RELATIONSHIP.



CDC JUNE 22, 2020 COMMENTS

I have been a long-term chronic pain patient for over two decades, and the use of opioid
medications for 22-years has been imperative, and only prescribed by my pain management
physician. My name is Fred Brown, a patient, and an Advocate for Pain Patient Rights. | have
brief comments that I would like to share with you; why you need to change the Opioid
Guidelines from 2016.

I believe such added stress has been brought about due to the Guidelines. Many of the patients
that have been injured are no longer with us, as they could not obtain their legally prescribed
medications, and because of this, they began to find street drugs to relieve their pain; or worse

yet, used suicide to stop their suffering.

We, as chronic pain patients, did not ask to be in this position, and each one of us has a different
story to tell. | have gone through four cervical surgeries, which have not been able to correct

the problems and have brought far more severe pain to me.
When the Guidelines in 2016 were being developed, why was it done without having at least one
Pain Management physician as part of your Group? Further, my understanding is that much of

this was handled in an incredibly quiet and with respect in a deceitful manner.

If pain can be relieved, why isn’t it? Why must patients have to put up with such negativity

when all that we want is to find a better quality of life. | agree that drugs such as
opioids might not be needed for every pain patient. However, many of us find reduction of
symptoms with the use of opioids, and in many cases, at a much higher dose than the 90MME

level.
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I believe that one who lives in chronic pain should also use other modalities with the pain
medications, which can help them within their limitations.

I would appreciate your considering my comments from today. Thank you.



AdvaMed

/ Advanced Medical Technology Association

July 28, 2020

Via Electronic Mail Only

Gwendolyn H. Cattledge, Ph.D., M.S.E.H.
Deputy Associate Director for Science
NCIPC

Centers for Disease Control and Prevention
4770 Buford Highway, NE

Mail Stop S106-9

Atlanta, GA 30341

Re: Comments on the July 22, 2020 Meeting of the Board of Scientific Counselors NCIPC Opioid
Workgrou

Dear Dr. Cattledge:

On behalf of the members of the Advanced Medical Technology Association (AdvaMed), we are writing to
provide comments for consideration by the Centers for Disease Control and Prevention (CDC) Board of
Scientific Counselors, National Center for Injury Prevention and Control (BSC,NCIPC). AdvaMed member
companies produce the medical devices, diagnostic products, and health information systems that are
transforming health care. We are committed to ensuring patient access to life-saving and life-enhancing
devices and other advanced medical technologies in the most appropriate settings, including innovative
devices, medical applications, and diagnostic tests that treat, manage, and monitor pain.

AdvaMed thanks the BSC,NCIPC for hosting its recent meeting and for updating stakeholders on the efforts of
the Opioid Workgroup. We also appreciate the BSC,NCIPC for soliciting post-meeting comments regarding
the information communicated during the July 22" meeting.

During the public comment portion of the meeting, several speakers commented on the impact of medical
devices in the treatment of their pain conditions. AdvaMed strongly supports the sentiments communicated
in those comments. We were very encouraged by the comments as medical devices are often overlooked in
policy discussions regarding alternatives to opioids. More importantly, we were pleased to hear of the
successful outcomes, health, and life improvements that these devices have brought to the patients who use
them.

Medical devices can and must be part of the non-opioid alternative conversation. The FDA has
approved/cleared more than 200 medical device alternatives to opioids that help treat or manage various
types of pain. Despite this, the CDC’s 2016 Guideline for Prescribing Opioids for Chronic Pain fails to
acknowledge the role of medical devices, which are used for both acute and chronic pain management and,
in some instances, are proven to reduce opioid dependence. Many of these medical devices are also
considered to be reasonable and necessary and are covered by Medicare and other insurance plans.

As the BSC,NCIPC continues to move forward with its Opioid Workgroup efforts, including revisions to the
2016 guidance and policy recommendations for the treatment of chronic and acute pain, we are hopeful that
the benefits and role of medical devices as a treatment alternative to opioids are strongly considered.



2|Page-AdvaMed Comments to BSC,NCIPC

Please find attached to these comments a letter that was sent to CDC Director Redfield in June of this year.
We are hopeful that the BCS,NCIPC will consider many of the recommendations included in this letter, as well
as the one sent to Dr. Redfield. Moreover, we look forward to continuing to engage with the BSC,NCIPC as
you all continue your work in this area.

Conclusion

AdvaMed appreciates the opportunity to provide these comments and urges the BSC,NCIPC to strongly
consider them as the group formulates additional policy and guidance in this area. We, along with our
members, look forward to continuing to work with the CDC and the BSC,NCIPC on solutions that will help to
alleviate and control the acute and chronic pain that is contributing to the nation-wide opioid crisis. Please
feel free to contact me should you have any questions at 202-434-7218 or ddorsey@advamed.org.

Sincerely,

(UG

DeChane Dorsey, Esq.
Vice President
Payment and Healthcare Delivery Policy

Enclosure
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From: utpaindoc@aol.com

To: NCIPCBSC (CDC)
Cc: SBudoff@psadocs.com

Subject: Chronic pain patients and Appropriate Opioid Use and Avoidance Protocols
Date: Tuesday, July 28, 2020 11:25:52 PM

Good evening,

I am a pain specialist in San Antonio Texas. My name is C. William
Murphy MD. | am a pharmacist, an anesthesiologist, and a pain
specialist, double boarded in both. | have practiced for 35 years and
have evolved with the care of chronic pain patients for that time. |
have seen the evolution of pain management as a specialty and have
seen the pros and cons of the use of opioid medication for the
treatment of chronic pain. There are many other treatments which
can be used for patients now than when | first started.

As a practicing, Board Certified Pain physician, | write today to
encourage the Opioid Workgroup and the Board of Scientific
Counselors, National Center for Injury Prevention and Control to
include the following key recommendations in any forthcoming CDC
guidelines and educational materials for pain management:

¢ Adopt well-researched interventional pain guidelines — Evidence-
based pain interventional therapies can and must play a larger role
in effective pain management and efforts to reduce opioid related
harms. A thorough data analysis will demonstrate robust clinical
evidence supporting interventional therapies ability to reduce pain,
improve function and reduce oral medications.

¢ Expand CDC educational materials for non-opioid treatments -
Updated patient and clinician resources are necessary to improve
awareness and utilization of proven alternative therapies, especially
FDA approved treatments and technologies.

e Encourage earlier patient referrals to pain specialists — Currently,
specialists are often not involved early enough in diagnosing and
treating pain syndromes, which can lead to suboptimal patient
outcomes.

I hope this helps. | would be happy to be interviewed as a provider of
chronic pain care and as a practicing pain specialist for 35 years. My
email is utpaindoc@aol.com and my cell phone is 210-269-8400.
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Sincerely, C. William Murphy MD



From: Candil767 P.

To: NCIPCBSC (CDC)

Subject: Board of Scientific Counselors, National Center for Injury Prevention and Control (BSC/NCIPC) - Meeting, July 22,
2020

Date: Tuesday, July 28, 2020 1:54:00 PM

I keep trying to send this to the address you have written in your message,
but I keep getting a message back, saying it can"t be delivered.
I"m going to try again & hope it goes through. Thanks!

I am writing in because I think the 2016 CDC"s guidelines should be taken
down & thrown away! Its all based on misinformation & all one sided. The
guidelines are hurting more & more people everK day(as opposed to helping).
Addiction & people using illegal street drugs keep rising higher & higher,
despite doctors fearing for their license, cutting & dropping people In pain
from their pain meds that have tremendouslﬁ helped for years. Showing that
the doctors prescribing pain meds is NOT the problem for addiction or illegal
street drugs. Those people wanted to do drugs(not use them for pain
relief). |If someone wants to get high or do drugs, they"re going to(they"ll
find a way, one way or another & blame it on whatever). Whether a doctor
prescribes or not. In fact, they"d probably be better off taking
prescription pain meds since their safer & controlled(then going to illegal
street drugs, laced with who knows what) & then overdosing or dying.
But now because of the cuts & drops to safe & effective prescription pain
medicines, its pushing more & more to illegal street drugs, causing more &
more over doses & deaths. Its causing more & more to commit suicide or have
other adverse & detrimental health conditions because of all of the stress
from the pain. PeoEIe just can®t live with SO00 much pain. & especiall
when there is something out there that greatly helps, it shouldn®t be taken
away from us.
The mass_majorit¥(90 some Eercent) take them responsibly & as prescribed
because it Ereat y helps them(even in higher dosesg- & you can"t make
everyone take the same dose(or put a limit on it) because everyone is
different & needs different doses, just as different medications. You cannot
push a button & fix everyone. Everyone needs something different to help
them(including different doses). Our bodies are all different.
Most older(over 40) that take rx pain meds, take them as prescribed & have NO
problems but great benefits. The majority of addiction are younger people &
they are the ones who abuse them &/or take illegal street drugs. They didn"t
get addicted to 1 prescription of pain meds for a week or 2. They are using
that as an excuse because they wanted to do drugs & do something stronger to
get a better high, so they went to illegal street drugs.
Please stop punishing & torturin? people in pain by cutting the one thing
that actually helps million & millions of them, to be able to get up out of
bed & move through the daﬁ.
Please, Please, Please take down & throw away the 2016 CDC"s prescribing
%U|dellnes. & stop putting restrictions on the doctors who are trying to
elp people. You are pushing more & more doctors out of their practices(who
just want to help people) because they are SO afraid of the DEA coming after
them & taking their license(Just for trying to help people).
This has to STOPIII NOwI!!
Thank youl
Candi
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From: chavezmarth@msn.com

To: NCIPCBSC (CDC)
Subject: Untreated Pain
Date: Wednesday, July 22, 2020 6:54:42 PM

To Whom it May Concern:

It was early March of this year that | began having mild back pain that later turned intolerable
within a span of 3 weeks. After calling my primary care physician, | was referred to the Kaiser
Spine Center. | was prescribed ibuprofen and tylenol, topical lidocaine and was given a
regimen of physical therapy exercises to do at home. After two weeks into this regime | saw
no improvement and the medication made me feel sick (I was told to take the maximum
amount allowed for each medication). The pain became so severe | went to the ER where |
had an MRI done.
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From: chris jolley

To: NCIPCBSC (CDC)
Subject: CDC comment

Date: Tuesday, July 28, 2020 2:51:29 PM

Thank you for letting me know | sent it to the wrong email. My comment is with information
I’d like to know from the CDC and my story is at the end.

CDC Comment

Most of them responded that your guidelines would badly damage the chronic
pain community. Even the FDA was nervous about them and asked for public
comments and they said the same thing but you released them asis 4-2016
knowing what would happen to us. And that is exactly what happened to
millions of chronic pain patients and their doctors.

Y ou knew when you released the the overdose numbers you had no data to
back up your numbers. The numbers were early released as a guess, an
estimate. Y ou knew your numbers were wrong by 2017 after you reviewed the
death certificates. Y our 63,632 number was way off. Only 42,000 out of the
amount involved any opioid. 17,087 involved a prescription medication and
usually had 1-2

Y ou released a corrected report saying you had inflated the number of overdose
deaths related to prescription pain medication by 53%. Why was this so
quiet? Why was no one told?

The same thing happened in 2017 and 2018 and you did nothing. You did
nothing. You left millions of us unable to have any quality of life. We lost
jobs our homes and are now bed ridden. Y ou are responsible for every suicide
because patients were cut off the medication that we needed to live. You
Arrested our doctor for treating us. Y ou terrorized-us, our doctors and
pharmacist with your nazi style DEA agents. Y our personal attack dog
Sessions.

Thenin 2019 4 years later you to admit your guidelines were misleading,
misinformed and were dangerous to force taper or cut off pain medication to
any patient. And so much more.

With all of thisthat happened you are doing a rewrite of the guidelinesis great
for new patients and new doctors but what about the ones who went through
this? Will you get our doctors out of jail or tell the doctors to give us back our
pain medication?

WHAT WILL YOU DO FOR US???

My nameis Chris Jolley I'm 63 and live in West Jordan Utah. |'ve been a
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chronic pain patient for over 30 years and in pain management sense 1999.
| have a son and daughter and 3 grandkids.

| was with my pain doctor for 20 years at the same clinic and on the same
dosage when on 4-23-16 the medication that controlled my pain was stopped. |
arrived for routine follow-up when a new doctor | had never seen walked in to
tell me heis stopping all pain medication for each person within one

month. They released me as a patient.

| have Spinal Bifida, Scoliosis, Fibromyalgia, chronic kidney stones and more.
My worst pain is from migraines, including chronic cluster migraines, several
ruptured disks from a back injury and severe disk degeneration and chronic
kidney stones.

After that doctor at the clinic abandon me took me six monthsto find aclinic to
accept me as a patient and | was treated as a new patient.

On 8-23-2018 | was having one of the worst cluster migraines On it’s 5th day, |
had aflare up from my disk rupture, and my chronic kidney stones started
dropping. Thiswas my 4th kidney stone episode thisyear. | wasin horrific
pain.

| have apain contract so my son called the clinic to let them know he was
taking me to the ER. He was told he could take me but under no circumstances
could they give me any pain medication. My son called 3 more times; on the
3rd call was told we needed permission from the doctor, and he had aready |eft
for the day. The next day my son was told the same and the next appointment
we were told the same. The ER could not treat my pain.

Pain patients have a disability and because of that disability we suffer
discrimination. Dr. abandoned us pharmacies profile us to choose if they will
fill the prescription. The public treats us like scum.

A family pet would never be allowed to live in pain. The family would show
mercy and let the pet go to sleep.

Before April 2017, | was happy, able to work, involved in many craft projects
and saw my daughter and grandchildren often and they live 40 miles

away. Because of the migraines my husband created a dark room and | spend
most of my timein there. My back and other causes make me change positions



every hour. | do not get much sleep. After months of appointments| said to
that doctor | think about suicide every day sometimes every hour because of the
pain. He did not even look at me and walked out the door.

This doctor was fired for what he did to me, and the doctor who took over
started to give me my pain medication back and | was shocked by this. I'm
almost back to 100%.

| got my meds back now | had to find a pharmacist to agree to fill it. | wasable
tofill it at my local pharmacy but it was $160.00 for each box and | get 5 of
them.My pharmacy must pass the DIR (direct/indirect renumeration ) feesto
each customer who has Medicare part D. | need to find a chain pharmacy. |
went to Walmart, Walgreens, CVS, Sams club and afew more. Everyone of
them refused citing the CDC guidelines as law. | recorded 2 refusing to fill

it. After 3 months| found a local chain pharmacy who would fedl it for

me. |I’ve used the pharmacy for over ayear.

Sent from Y ahoo Mail for iPad
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From: Daffodil Hill

To: NCIPCBSC (CDC)
Subject: CDC Guideline Revision
Date: Wednesday, July 29, 2020 2:48:46 PM

Thank you for allowing patients to comment on the impact of the 2016 Guidelines and
upcoming revision of those guidelines. Unfortunately. the impact cannot be expressed
adequately in an email.

| have been a patient for many years at world renown HCC . | have MCTD ( lupus and
scleroderma) . | refused any medication until a necessary surgery failed and left me with
damages which can never be reversed. | spent 2 yrs continuousin PT - 3x weekly. | then was
under Chair of PM. He did every procedure available, NSAIDS, which worsened my
esophagus damaged by scleroderma, yrs of conservative medications which | had severe
reactionsto most. They finally tried a medication after failure of al interventionsincl.
repeated blocks, injections, and other TX available. It took edge off, but | had no expectation
of complete relief. The PM then said | needed to be managed on medication remainder of my
life, and he referred me to the Chair of PM&R to assume responsibility for my care. We then
commenced with every ALT including massage,acupuncture, reflexology , homeopathic, years
of CBT and counseling aswell as multiple devices my Dr. thought may help that were used
by PT.,and severa othersincl.pool therapy, TENS, bracing, and PT sessions at least 2x yearly
as allowed by insurance. 4 SCS were implanted .Each device kept failing, and my pain levels
increased with severe shocking. After 6 yrs, | had explanted , and | have permanent nerve
damage , scar tissue from multiple replacements, scar tissue from early surgeries which are
well documented. Thisyear my PM&R retired. Prior, he had spent hours compiling a
summary of all failures and TX, medications, long list allergies. My new PM&R didn't even
give me the courtesy of aface to face, or speak with me on telephone. He apparently felt no
need to examine me himself, ignored findings and reports of additional pain DX aswell. He
had a PA inform me that he would not continue my medication. | have not noted the severity
of my esophageal problems, and Botox injections are needed to keep me from choking
frequently from multifactorial issuesincl. scleroderma. When a person beginsto choke, itis
very frightening. | require alow dosage of xanax in addition to my opioid. With the current
environment caused by the 2016 guidelines ,and now, the proposed dangers of LTOT, how do
you expect patients who have failed every tool in your unsuccessful and limited tool kit for
physicians to manage a patients pain? | have never increased my dosage,contrary to reports of
continuing escalation of opioids. In fact ,an internist who had no knowledge of my
complicated history aswell as my failures of TX ,abruptly cut my dosage by 1/3 while my
PM& R was out of town. It was a new physician, nd the EHR did not go back far enough to
include my history. They were merging to anew EHR vendor, and many records had not
merged successfully. She never examined ,or gave me opportunity to explain all TX options
had been exhausted. | have not been able to even resume my dosage which had taken years of
adjustments, and | had no AE to my medication. | was able to enjoy outings with my family ,
watch my grandchildren participate in sporting activities. dinners with friends, and was a
Certified Professional genealogist which took 2 yrs of ntense education and had many well
pleased clients that | had completed research projects on their family lineage. | have used my
genealogy as a diversion tactic which worked well until the abrupt taper. Why do rare
diseases not meet or are listed in your criteriafor deserving PM? Please address and widen the
scope of diseases, especialy the rare diseases like mine. CRPS rates higher on the McGill
pain index than amputation of a digit. Few physicians have education needed to manageit ,
and research funding is very low. Physicians need to be able to RX for individual patient
needs. MME is unscientific, and each individual deserves care specifically tor their body and


mailto:daffodilhill1959@gmail.com
mailto:NCIPCBSC@cdc.gov

metabolism. | deserve to be able to have my pain managed, so that | can participate in PT to
get in condition and strengthen my muscles to avoid any unnecessary injuries. | want to be
active and deserve the medication which worked when other failed. Given the years , cost,
adverse reactions, and difficulty in accessing a successful treatment medication, why should |
have to endure additional harm and uncontrolled pain in trying an unknown medication. |
have spent 20 years at same HCC and | have been through enough trialsto last alifetime. My
EHR clearly proveswhat | have written. | know how my body responds ,and | know
consequences of AE. | don't want to be forced on a another medication which is also an opioid
, and isworse to taper than my medication that has worked. | deserve to be allowed a
reasonable amount of break through medication which which took the same long process of
finding the one medication in which | didnt suffer an AE. Emergency Rooms are alast resort,
and | had such a dangerous and almost life threatening event when | had a medical necessity
for an ER, and the lack of testing and proper evaluation ailmost cost my life. | was out of town,
and the physician would not look at my records on my app and was trying to force a
medication to which | was highly allergic. My husband had to get the hospital administrator
involved. ER was claiming they had severe shortage of medication. The administrator was a
voice of reason ,and the situation was resolved. | was fortunate my husband is highly
knowledgable regarding my condition ,and he is well aware of my allergies and potential of
fatal harm. This needs to be addressed. | have been told by others who almost had the same
life threatening encounter. Emergency Rooms are not taking time to fully assess the patient
and innocent lives have been lost because of this. I'm very distressed by the CDC allowing
special interest groups to direct the healthcare | deserve. I'm so frustrated by my activities
being severely restricted by uncontrolled pain. Return the Dr./ Patient relationship.
Government agencies should allow MD's autonomy to treat each patient on individualized
basis, rather than your strict, unscientific, and the very low quality of the research. The
number of patients and veterans who have committed suicide has risen dramatically. Y ou have
therecords, and our Veterans deserve to be honored for their sacrifice and not have their
injuries ignored. Recent research is a concern aswell, as it has been biased against patients
with pain and inaccurate conflation of illicit mfg drugs flooding our borders, and yet RX
prescriptions have decreased to lowest levelsin yrs, while overdoses have risen. In addition,
physicians are leaving pain management and physiatrist as well creating a critical shortage of
trained physicians. It isimpossible to access a new physician when patients must

rel ocate.Please change the current G/L ,and allow us the freedom allowed other patients who
are not as unfortunate as those with painful disorders. Science still allows their conditionsto
be treated. Y ou are tasked with the lives of millions of patients like me who have exhausted
every mode of treatment. Y our tool kit doesn't factor those of us who have tried every TX
currently available. Please, | beg you, | deserve to function as | did when | had access to the
medication that took edge off , and yet it did not give me complete relief. Thisis America ,and
| thought we would never be faced where cancer patients cannot die comfortably. | watched
my mother die wretched in pain, and my father suffered greatly. Now , unless you change the
G/L, | will die just as my mother, and my children will forever carry that image for remainder
of their lives. My fina request is for you to monitor the outcomes of patients tapered abruptly
from medications which gave us QOL. We should not be forced to live with levels of pain
uncontrolled. Thisis akin to physical torture. Even though | had to relocate |'ve had to travel
long distance to access my same HCC because physicians refused to accept me as a patient
and prescribe the medications which are vital for me not to suffer greater amounts of
uncontrollable pain. My future is very uncertain as | continue the search for alocal physiatrist
to treat me. I'm now phoning areas within 100 miles. My former PM& R hastried to
colleagues, yet the DEA closed many clinicsin our area, and Drs. are afraid to RX. Medical
necessity is meaningless, and we cannot relocate again or my husband would loose his



income. He isworking past the time he had planned to retire because the healthcare expenses
not covered by insurance have created afinancial burden for us.



From: Dave Mayberry

To: NCIPCBSC (CDC)
Subject: Pain symposium
Date: Wednesday, July 22, 2020 10:48:34 PM

I’m David Mayberry, a chronic pain patient, with failed lumbar lower back surgery x3, neuropathy, and spinal
stenosis. My medications were not tapered, but cut off by doctors in Oregon, hiding behind your “guidelines’....I'm
now on bupenorpheine, which does NOTHING for pain, so here | suffer. | relish the opportunity to be questioned
and to relate my pain management experiences, where apparently Cymbaltais used extensively off label for pain.
Unfortunately, my nephrologist says thisis murder on my kidneys, and deemed me allergic to it. The p.m. doctor
then prescribed 2 strengths of this drug to me, and signed his report...Right under where it said Cymbalta under drug
alergies...Thisisthe least egregious error in my pain management, and I’ll be happy to tell you more. My phone
number is (541) 206-5935.

Sent from my iPad
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From: David Acevedo

To: NCIPCBSC (CDC)

Subject: Meeting of the Board of Scientific Counselors, National Center for Injury Prevention and Control - Written
Comment

Date: Wednesday, July 22, 2020 7:42:25 PM

Board of Scientific Counselors, National Center for Injury Prevention and Control, et al,
Shocking. No mention of the horrific, widespread harms caused by the 2016 guidelines...

Overdosing is aviolent, nightmarish way to die.
Overdosers are not among millions of abandoned severe pain patients seeking productivity and

normalcy.

For the fal se narrative about medicinal opiate/opioid prescribing there is SUFFERING,
untimely death and suicide and ethical Doctors of Medicine charged, prosecuted and convicted
and imprisoned unjustly.

Let us disillusion the country again about the realities of untreated severe pain...

"Woe to those who are saying that good is bad and bad is good, those who are putting
darkness for light and light for darkness, those who are putting bitter for sweet and sweet for

bitter!" Isaiah 5:20,21

Regards,

David D. Acevedo
Waukesha, Wisconsin
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From: Dawn Witek

To: NCIPCBSC (CDC)
Date: Tuesday, July 28, 2020 3:53:14 PM

| have chronic pain in my low back(19 yrs) and my neck(13 yrs). | have tried everything to
relief the pain from non opioids and many different combinations of them, multiple sessions of
physical therapy, pool therapy, traction control, tens unit, injection( multiple times),
chiropractor, CBD oils( many different milligrams), hemp, ECT. All these either gave me no
relief or it intensified the pain. It took years before | was given opioids. Everything effects and
increases, intensifies my pain from sitting(l can't sit for to long, the harder the chair the faster
it increases the pain), standing up from sitting position, standing in one spot, walking( any
distance), even laying down( even if | lay down for to long). Im not an addict,l take them how
their prescribed. Opioids were the only thing that gave me some relief, so | could function
daily. My pain was managed before the 2016 guidelines came out. My opioid medication was
reduced in half, now I'm in excruciating pain. | need the opioids to function, do daily
activities. Ever since my pain has increased and intensified I've been struggling with suicidal
thoughts, so many other pain patients have commuted suicide, the suicidal rate in pain patients
have skyrocketed. | DON'T WANT TO DIE. It isinhuman to let people suffer like this when
there is medicine out there to help them but their denied it. Doctors became afraid to prescribe
opioidsto their patientsin fear of losing their licenses and or go to jail. | don't see how
someone in government or law enforcement thinks that a patient is on to much and that the
patients don't need to be on opioids at al or they don't need to take so much opioids. The
doctor is the one with the education not government employees or law enforcement. The 2016
guidelines came out to help or stop the overdoses and or deaths from opioids. But its not the
prescription opioids that is causing the overdoses and or deaths, its street drugs( herion and
illicit fentanyl). After the guidelunes came out patients prescription opioids were either rapidly
reduced or completely cut off. So with that happening the overdoses and or deaths should have
slowed down rapidly or completely stopped, but that didn't happen. They were still
skyrocketing, that proves that the cause of the overdoses and or deaths isn't prescription
opioidsit's street drugs, herion and illicit fentanyl. So why are the guidelines till in play?
They need to be taken down or removed. Government and law enforcement needs to stop
targeting doctors, because they never went for school on how to help patients and or know
what a patient needs. We ( pain patients) don't want to suffer no more, we just want to be able
to function. Please help because | | don't want to suffer like this any more, so if | don't get my
pain managed my choices are either- turn to street drugs to get relief or commit suicide, |
know many other pain patients think the same or | know their suffering the same. When we
are suffering our families are suffering also. Why isn't any body fighting for pain patients lives
to be saved, to stop the suicide rate from skyrocketing in the pain community? Why doesn't
our lives matter? Y our standing up trying to save a criminas( their on street drugs) life from
overdosing because the cause of the overdosing is street drugs, that was proven when the
overdoses and deaths were still skyrocketing after every bodies opioid prescriptions were
reduced and or cut off completely. But no body iswilling to stand up for apain patientslife
and they are law abiding citizens. We just want our lives back, we want some type of quality
of life, we want to function again. In order for that to happen though we need our opioid
medication back.
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From: Delorse Croissette

To: NCIPCBSC (CDC)
Subject: Task force for opioids
Date: Friday, July 31, 2020 9:08:17 AM

| know that scientific data can be munipulated to whatever the reaearchers wantsit to be.
Double blind studies seem to have NO meaning ay CDC and its deemed cruel and inhumane
punishment for people in pain to go with medications.

Hereiswhat is happening in anutshell. Its called Greed. The new opioid on the market has a
big lobbiest organization to say the older opioids are bad. That is not even the truth. Theillicit
drug crisisis from Mexico and China being cut into heroin Meth and Cocaine and people are
dying. Thereis not 72,000 opioid related deaths and this needs to be clarified. Also its been
scientifically proven that the number of those with addiction hasnt reason since the 1920 the
only thing that has risen is the number of Americans. Enough with the nonsense. We are tired
of being apart of this horrific experiment that brings back the Tuskgee Airman experiment .
We know this all stated with NIH and the ACA and then FDA turned this down and now HHS
has come on Board.

As Sargeant of CIAAG and State L eader we should be allowed the ability to have asay in
what happensin our health care. The Dr/Pt is now gone. No addict actually goesto adr so
urine test and pill counts are a nonstarter in the opinion of majority of pain patients. MME isa
nonstarter, those of us like myself that has arare /1000000 rare incurable disease 90mme
does very little after an episode. Stiff person is painful and you all have no clue. Only patients
can tell you how much or how little pain they are in. Thats is what should matter patient
centered care with achoicein their tool.box of medications and alternatives treatments they
can do. The DEA needsto stay out of drs office that are not doing anything wrong even if they
do write medications according to a person disease

Take my husband who has progressive parkinson been turned by insurance to pay for his over
$3400 medications 1mg twice daily of a benzodiazipine and afyer he jerks and ahakes for
thirty minutes he has severe musvle cramps and was denied by an algorithm for the Drug
Soma. Thisiswrong. Wromg in more ways then one.

Thank you
Delorse Croissette Sargeant CIAAG
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From: Desiree Lyon

To: NCIPCBSC (CDC)
Subject: porphyria pain
Date: Tuesday, July 28, 2020 5:39:04 PM

If you are a patient, please identify if you mostly experience acute or chronic pain and
if you feel opioid pain medications have mostly helped you, mostly harmed you,
neither, or an even mix of both

My name is Desiree Lyon. | suffer from on of the Acute Hepatic Porphyrias (AHP)
called Acute intermittent porphyria (AIP) , a a rare inborn error of metabolism that is
one of the most painful in human kind. Unfortunately, I had over 100 attacks and was
left with severe nerve damage/neurapathies.

The acute porphyrias also are pharmacogenetic disesaes , which means there are a
host of drugs porphyria patients cannot take without causing critical attacks. Among
these drugs are pain medications. In fact, the only pain medications that patient can
take with AHPs are opioids. Although this sounds false, this has been veryifeid with
the most renown experts. Itis already a commonly demeaning experience to ask for
pain medication but to be classed in the opioid set is distressing . | founded the
American Porphyria Foundation, was executive director for 30 years and am now
global director of what is now a 13,000 member organization. Yet, when doctors find
out I use opioids for severe nerve pain, they change their attitude toward me and see
me as a drug seeker. They ignore the fact that pain medications enable me to work
and live a normal life.

Sadly, this is not uncommon for people in constant pain. Thus, patient endure both
emotion al and physical pain. My pain doctor is a neurologist at a famous cancer
center. She has been with me during a bad attack and knows well my circumstances.
I would like the chance to explain pain from a patient perspective and the challenges
in mitigating the pain. They are far too many for a suffering person. Thank you,

Desiree Lyon

Global Director

American Porphyria Foundation
www.porphyriafoundation.org
713-857-0995 Mobile
301-347-7166 Office
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From: Djb

To: NCIPCBSC (CDC)
Subject: Please advise states to retract laws
Date: Wednesday, July 22, 2020 10:56:31 AM

Please urge states to revoke laws made on 2016 DRAFT opioid guidance and tell the DEA
stand down. I’ ve attached the letter from the AMA which I’m sure you’ve see. Let’'s go with
the FDA recommendation on the label effective immediately for those already on opioid

therapy.

https.//www.ama-assn.org/press-center/press-rel eases/ama-urges-cde-revise-opioid-
prescribing-guideline

Sent from my iPhone
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From: Doryn Chervin

To: NCIPCBSC (CDC)
Subject: NCIPC feedback about priorities and focus
Date: Tuesday, July 28, 2020 5:31:28 PM

Thank you very much for the opportunity to provide feedback to NCIPC about important priorities
that you may want to consider in the service of improving the health of Americans. One of the
major issues that require a greater national focus on is the impact of benzodiazepine injury and
benzodiazepine withdrawal syndrome. The interventions to make a difference in this type of injury
are within NCIPC's purview, partnerships and strategies.

Many Americans and others across the globe suffer severe morbidity due to the tolerance to
inappropriately administered benzodiazepines (over 14 days), the often devastating impact of
benzodiazepine withdrawal syndrome (often due to poor deprescribing practices), and long-term
injury of benzodiazepines withdrawal. In addition, it is my belief that a focus on benzodiazepine
injury will assist NCIPC in helping to reduce the opioid crisis. To be optimally effective requires a
focus on benzodiazepines. Benzodiazepines co-occur in many opioid-related deaths, and it is
imperative to see if a meaningful reduction in inappropriate benzodiazepine use would help save
many people who are currently at risk of opioid and benzodiazepine co-occurrence.

As a board member of the Alliance for Benzodiazepine Best Practices (www.benzoreform.org),
and a long-standing public health professional, | respectfully submit these comments.

Doryn Davis Chervin, Dr.P.H.
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From: Douglas Wisor

To: NCIPCBSC (CDC)
Subject: NCIPCBSC@cdc.gov
Date: Monday, July 27, 2020 9:12:45 AM

To Whom It May Concern:

My name is Dr. Douglas Wisor, MD and | am a board-certified interventional pain
management (IPM) physician and CEO of the National Spine & Pain Centers (NSPC) MSO which
operates the nation’s largest network of pain management centers across 11 states with 80+
sub-specialty board-certified IPM physicians and approximately 150 NP/PA extenders. Our
affiliated providers & centers provide comprehensive acute, sub-acute and chronic pain
services for patients with a diverse array of painful medical conditions. IPM treatments made
available to patients of our affiliated practices are designed to improve pain control &
maximize functionality, while avoiding whenever possible opiate utilization/dependence and
reduce what are often ineffectual and unnecessary surgical services that can further lead to
chronic pain and debility.

| would welcome the opportunity to be interviewed or be included o/r provide a Congressional
panel of NSPC-affiliated physician experts in pain management to be interviewed by any
relevant Congressional Committees (such as Appropriations) on any host of relevant issues
including the value of IPM services to avoid or minimize opiate and surgical utilization,
modification or expansion of CDC guidelines, review of the HHS Best Practice Task Force, and
how making IPM services available to all patients via their PCP can help avoid further spikes in
opiate overdose deaths, which have only continued to escalate during the current COVID
crisis.

Please reach out if you would like to pursue this matter further.

Regards,
Doug

Douglas Wisor MD

CEO

National Spine & Pain Centers
C: (703) 927-5772
dwisor@treatingpain.com
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From: Larson-Steckler, Elizabeth A.

To: NCIPCBSC (CDC)

Subject: Comments

Date: Thursday, July 23, 2020 10:33:33 AM
Importance: High

Good Morning,

| would like to add my comments as | was not able to speak yesterday. First, | truly do appreciate the
committees inclusion of patients and caregivers. | am the wife and mother of family members that
have/had hereditary pancreatitis. My husband’s hereditary pancreatitis led to pancreas cancer. He
died due to complications of treatment. My two children diagnosed at age 1 and 2 have both
struggled with this disease. They both underwent auto islet transplant total pancreatomy and
splenectomy. Both had multiple complications and were left with many issues; chronic pain,
malabsorption, Gl issues, diabetes, dysautonomia, heart issues, malnutrition among various other
issues. Currently, they are 18 and 21.

As a parent, | have attempted to find appropriate care for my kids to address their pain. | do not like
the fact that they are on opioid pain meds for many reasons. The current climate has caused a great
deal of harm for both my kids. They have been labeled ‘addicted’ by physicians who do not look at
entire picture. For example | have been concerned about their malabsorption of medications and no
one has taken a close look at this. | know their meds work some times and other do not. Example,
my daughter was in hospital and urine test was given. It came up negative for opioids. Based on this
they labeled her ‘addicted’, removed meds from her (no titration) and had a social worker called into
talk to her about treatment. | was out of town at time, only parent. Fortunately her therapist
intervened and filed a report. She was given opioids and took another test. Came back negative. The
trauma they have faced by not being believed by physicians has taken a toll. Once they were labeled
it has been so difficult to receive necessary care.

| believe in an interdisciplinary approach as well as implementing a multimodal approach. This has
been difficult to ascertain. | have had to reach into my pocket and pay for other treatments not
covered by insurance. | also enrolled my kids into a renowned pain program. | find the program we
went to very traumatic. There was no options to stay on pain medication, just application of other
modalities. They also wanted to take my kids off a whole host of other medications for their Gl
issues. They ignored my daughters concerns. Told me it was common for kids to increase their
complaints while in program. | ignored her, following the rules. She ended up in hospital with thrush.
| agree with the implementation of various tools and treatments. | was excited to be able to access
these tools for my kids but how it was done was shaming and blaming. | do believe that my kids
could have stepped down a bit on opioids with other tools and treatments but it was not allowed.
Care should be individualized.

I am not only a parent but | am also one of the founders of the Foundation of Childhood Pancreatitis
as well as founder of Navigations, which assists parents and caregivers with navigating care of
children with chronic and complex health issues. | receive numerous calls from parents and
caregivers many in regards to treatment of pain. The stories are horrific in such violation of ‘do no
harm’. One child was in flare. Parents had brought her into ER. She was admitted. Medical team
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used lavender oil to assist with pain. | don’t have any issue with using supportive techniques but that
is the only thing that was provided. Another youth was left screaming in pain after an ERCP. Both
physician and nurse indicated that she should not have pain and provided nothing. The nurse
indicated to the mother that the child was struggling with addiction issues. | assisted this mother to
get her child airlifted to another facility. It was found that the physician, when doing ERCP had gone
into the pancreas NOT bile duct. This young woman received care and has since turned 18. She does
not trust medical system or physicians. Her illness dictates that she does need care but due to
experience and the trauma involved she does not go in regularly but ends up in crisis. Many youth
are ending up being treated by psychologists. One ended up in pysch hospital. Fortunately she had
attack while there and was rushed to ER where the physician finally diagnosed as hereditary
pancreatitis. How traumatizing not only for youth but for parents.

In order for these youth to engage in care, they need to be respected and not traumatized. The
system is creating ‘noncompliant’, ‘difficult’ patients but they do not see their role. For me the issue
is just not access to opioids but better, research, earlier care, more competent care, individualized
care as well as the ability to access various treatm<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>