To: Jeffrey M. Zirger, Information Collection Review Office, Centers for Disease Control and Prevention,
Docket No. CDC-2024-0071

From: Mitchell Berger, (comments made in personal capacity), mazruia@hotmail.com. Nov. 28, 2024

Re: Proposed Data Collection Submitted for Public Comment and Recommendations,
https://www.federalregister.gov/documents/2024/10/01/2024-22474/proposed-data-collection-submitted-
for-public-comment-and-recommendations

Dear Dr. Zirger: In response to the above notice and request for Comments and Recommendations
concerning a “Comprehensive Evaluation of the Implementation and Uptake of the CDC Clinical Practice
Guideline for Prescribing Opioids for Pain,” [ write to make the following suggestions:

e Consistent with efforts by the Office of Management and Budget and others to “[b]roaden public
participation,” if feasible a draft of the evaluation should be posted for public review and
comment prior to being finalized." As well, CDC should as part of this evaluation seek input from
patients and health care providers, such as through focus groups, workshops and listening
sessions, to assess the guidelines’ impacts and continuing needs. (While focus groups are
discussed in the Federal Register announcement about this study, the numbers of patients
involved seems fairly modest). CDC should seek input from patients with a variety of types of
pain and medical conditions. Clinicians consulted should include not only specialist and primary
care physicians but also nurses, pharmacists and others who support patients in pain.

e Media coverage has impacted development of the opioid epidemic in the United States and how
patients in pain and those with opioid use disorder are treated and perceived. CDC should as part
of its evaluation of the 2022 guidelines dissemination consider the role of both traditional and
non-traditional media (e.g., blogs, social media) and how this has impacted public education and
awareness about guideline recommendations.” CDC should consider in its evaluation having one
or more focus groups including media representatives and examining the media’s role.

e CDC should seek input about the guidelines from state, local, tribal and territorial public health
leaders and policymakers, such as those who have been part of state and other opioid task forces.

e The CDC places strong emphasis in its 2022 guidelines on “nonpharmacologic and nonopioid
pharmacologic treatments” for pain, recommending that “Clinicians should maximize use of
nonpharmacologic and nonopioid pharmacologic therapies as appropriate for the specific
condition and patient and only consider opioid therapy for acute pain if benefits are anticipated to
outweigh risks to the patient.” In evaluating the guidelines’ impact, CDC should assess the extent
to which its 2022 guidelines have influenced use of alternatives to opioids for pain treatment.’

! https://www.performance.gov/blog/2024-public-participation-federal-government/
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o As work related to opioids is a cross-cutting issue, in addition to CDC, representatives from such
agencies as the National Institutes of Health (NIH) and NIH Pain Consortium,* Interagency Pain
Research Coordinating Committee (IPRCC),” Substance Abuse and Mental Health Services
Administration, Department of Veterans Affairs,’ Centers for Medicare and Medicaid Services,’
and Food and Drug Administration,® should be able to provide input into the evaluation’s planned
methodology and drafts.

e Noting that the guidelines have been used (or at times misapplied) by states and payors, CDC
emphasizes in its 2022 guidelines that these guidelines are “voluntary and intended to be flexible
to support, not supplant, individualized, patient-centered care.” CDC should specifically as part of
its impact evaluation examine the extent to which its guidelines, which are not binding and do not
have the force of law, still may have been adopted as mandates by states, payors, medical boards
and others, undermining the 2022 guidelines’ express intention to support individualized, patient-
centered care.’

o The 2022 guidelines were expressly not intended to cover pediatric populations (<18 years old) or
to apply to those with such conditions as cancer, palliative care and sickle cell disease treated for
pain related to these conditions. CDC noted the availability of other guidance for pain treatment
associated with these conditions and since 2022 additional relevant recommendations may have
become available.'® CDC should evaluate the extent to which its guidelines may have been
applied to treatment of such patients despite caveats in the 2022 guidelines.

e CDC should in its impact evaluation describe how its current guidelines’ recommendations
compare to those of other nations.'' Thank you for considering this input.
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American Socnety of 1061 American Lane | Schaumburg, IL 60173-4973 | (847) 825-5586
' ' Anesthesiologists" 905 16th Street N.W., Suite 400 | Washington, D.C. 20006 | (202) 289-2222

December 2, 2024

Mandy K. Cohen, MD, MPH

Director

Centers for Disease Control and Prevention
4770 Buford Highway, NE

Atlanta, GA, 30341-3717

RE: Docket No. CDC-2024-0071; Proposed Data Collection Submitted for Public Comment and
Recommendations

Dear Dr. Cohen:

On behalf of the more than 59,000 members of the American Society of Anesthesiologists (ASA), | wish
to provide comments to the Centers for Disease Control and Prevention (CDC) on the agency’s project
titted “Comprehensive Evaluation of the Implementation and Uptake of the CDC Clinical Practice
Guideline for Prescribing Opioids for Pain.” Thank you for the opportunity to provide insight into the
impact of the CDC guideline.

In 2016, the CDC established guidelines for prescribing opioids for chronic pain, later revising them in
2022. The 2016 recommendation to minimize opioid prescriptions exceeding 90 morphine milligram
equivalents (MME) per day was met with controversy, particularly among patients. Many patients and
physicians expressed concerns that this threshold could not be reliably applied to individual cases and
considered it somewhat arbitrary by clinical standards. Over time, the 2016 guidelines led to a variety of
restrictive policies, including limitations on opioid dosages. These measures created significant barriers
for patients trying to access pain care and made it more challenging for physicians to prescribe necessary
medications.

The 2022 guideline aims to improve patient care and safety by providing evidence-based
recommendations for clinicians who provide pain care, including those prescribing opioids, for outpatients
aged 18 years and older with acute pain. The updated guidelines address four key areas of pain
management:

1. The guidelines provide clear recommendations to help clinicians decide when it is appropriate to
start opioid treatment for patients experiencing acute (less than 1 month), subacute (1-3 months),
or chronic pain (more than 3 months).

2. The guidelines offer guidance on choosing the right type of opioid and establishing the
appropriate dosage to ensure effective pain management while minimizing risks.

3. The guidelines emphasize the importance of determining the proper length of the initial
prescription and the necessity of regular follow-up appointments to monitor patient progress and
adjust treatment as needed.

4. The guidelines provide strategies for evaluating the risks associated with opioid use and
implementing measures to address potential harms, ensuring a balanced approach to pain
management.
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The ASA Committee on Pain Medicine conducted an internal survey of its chronic pain physicians to
evaluate the impact of the 2022 CDC guidelines on opioid prescribing among respondents. The survey
suggested that the primary sources of information about the guidelines were professional society
announcements (64%) and online/medical news sources (44%), with other sources including word of
mouth, social media, hospital/clinical updates, and CME programs. 56% of respondents stated that
dissemination of these CDC guidelines was somewhat effective, while 40% found it ineffective.

The survey also evaluated the impact of the guidelines on clinical practice and decision-making.
Approximately 70% of physicians reported making changes to their clinical practice due to the guidelines,
highlighting the crucial impact these had in decision-making while prescribing opioids. The guidelines
have influenced clinical decision-making by enhancing documentation practices and improving patient
communication about risks and benefits of opioid use.

The 2022 Clinical Practice Guideline for Prescribing Opioids for Pain was generally well-received by the
medical community for its comprehensive and evidence-based recommendations. They were seen as a
significant improvement over the 2016 guidelines, providing more nuanced guidance on opioid
prescribing. However, there were also criticisms, particularly from patients who felt the guidelines might
lead to reduced access to necessary pain medications.!?

The primary method for the CDC’s evaluation and data collection appears to be a web-based survey.
However, details on the identification process for clinicians, dentists, professional societies, and patients
are limited. While these surveys could support Aim 1 (assessing the effectiveness of guideline
dissemination) and Aim 3 (evaluating guideline implementation from both patient and clinician
perspectives), they do not seem to adequately address Aim 2, which focuses on population-wide changes
in prescribing practices for opioids and medications used in opioid use disorder treatment.

By following these updated guidelines, clinicians can improve patient outcomes and ensure a safer and
more effective approach to pain management. ASA appreciates the opportunity to comment on this
project and looks forward to working with the CDC to ensure both the safe prescribing by physicians and
that the needs of patients are met. If you have any questions, please feel free to contact Emily Olearczyk
at e.olearczyk@asahgq.org or 202-330-4888.

Sincerely,

| ﬂb wh FAfh
Donald E. Arnold, MD, FACHE, FASA

President
American Society of Anesthesiologists

1 https://lwww.cdc.gov/overdose-prevention/hcp/clinical-guidance/index.html
2 https://www.cdc.gov/media/releases/2022/p1103-Prescribing-Opioids.html
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From: NCIPC OMB (CDC)

Sent: Friday, December 6, 2024 8:24 AM

To: mazruia@hotmail.com

Cc: NCIPC OMB (CDQ)

Subject: Docket No. CDC-2024-0071 - Information Collection Review Office, Centers for Disease Control and
Prevention.

Re: Proposed Data Collection Submitted for Public Comment and Recommendations,
https://www.federalregister.gov/documents/2024/10/01/2024-22474/proposed-data-collection-submitted-for-public-
comment-and-recommendations

Mr. Berger,

Thank you for taking the time to provide a comment on this Federal Register Notice (FRN). CDC highly values insights
gained from public comment opportunities.

The development of the 2022 Clinical Practice Guideline included multiple opportunities for public comment and
feedback to ensure that the public had a voice in the process. CDC also worked closely with federal partners to garner
crucial feedback and input, which is reflected in the final released 2022 Clinical Practice Guideline. This evaluation
assesses the implementation and uptake of the final 2022 Clinical Practice Guideline, which incorporates these
perspectives. For more information on the development of the 2022 Clinical Practice Guideline, please visit our website:
Process for the Development of the 2022 Clinical Practice Guideline for Prescribing Opioids for Pain | Opioids | CDC

As stated in the FRN, this evaluation will include systematic collection and analysis of a range of primary and secondary
data sources. To answer the research questions, we will employ qualitative synthesis and analytic approaches,
guantitative analyses, and various mixed-methods approaches. Primary data collection efforts include a web-based
survey conducted among a national sample of clinicians, virtual interviews with clinicians, virtual interviews with
dentists, virtual interviews with leaders from professional organizations, payers, medical boards, and health system:s,
and virtual focus groups with patients and caregivers.

This evaluation seeks to include a variety of clinicians who support patients with pain and are the intended audience of
the 2022 Clinical Practice Guideline. Inclusion criteria for practicing clinicians include that the clinicians: 1) practice in an
ambulatory, outpatient and/or emergency department at least once a week; 2) primarily treat adults; 3) treat patients
with acute, subacute, or chronic pain other than pain management related to sickle cell disease, cancer-related pain
treatment, palliative care, and/or end of life care; and 4) practice in the following care areas: family medicine, internal
medicine, emergency medicine, surgery, occupational medicine, physical medicine and rehabilitation medicine,
neurology, obstetrics and gynecology. To ensure that patients and caregivers with a variety of experiences (e.g., types of
pain, medical conditions) are included, patient and caregiver advocacy groups will help identify potential focus group
participants.

Interviews with key informants from professional associations, payers, health systems, and medical boards will be
conducted to focus on the awareness and implementation of the 2022 Clinical Practice Guideline, including unintended
consequences of the 2022 Clinical Practice Guideline. To ensure a variety of perspectives and experiences, key
informants will be identified through comprehensive searches and organizations (e.g., Association of State and
Territorial Health Officials, state health departments that have engaged in previous opioid management work). In
addition, an analysis of changes in payer policies after the 2022 Clinical Practice Guideline was released and an
environmental scan of federal guidance documents are included in the overall evaluation protocol. Targeted literature
searches in the gray and published literature (e.g., traditional and non-traditional media) will be used to investigate how
the 2022 Clinical Practice Guideline was received.



The goal of Aim 2 is to evaluate the impact of the 2022 Clinical Practice Guideline through population-wide changes on
expected outcomes. We will estimate the impact of the 2022 Clinical Practice Guideline using commercial claims data.
Through this secondary data analysis, outcomes such as prescription rates for opioids and non-opioid medications to
treat acute, subacute, and chronic pain will be assessed.

Thank you again for taking the time to provide a thorough public comment.

OMB/PRA Office

Office of Science

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



From: NCIPC OMB (CDC)

Sent: Friday, December 6, 2024 8:27 AM

To: e.olearczyk@asahq.org

Cc: NCIPC OMB (CDC)

Subject: Docket No. CDC-2024-0071 - Information Collection Review Office, Centers for Disease Control and
Prevention.

Re: Emily Olearczyk - Proposed Data Collection Submitted for Public Comment and Recommendations,
https://www.federalregister.gov/documents/2024/10/01/2024-22474/proposed-data-collection-submitted-for-public-
comment-and-recommendations

Dr. Arnold,

Thank you for taking the time to provide a comment on this Federal Register Notice (FRN). CDC highly values
insights gained from public comment opportunities, and we appreciate you providing results from the ASA Committee
on Pain Medicine’s internal survey of its chronic pain physicians.

The development of the 2022 Clinical Practice Guideline included several opportunities for community and partner
engagement to ensure that multiple perspectives were represented in the final released 2022 Clinical Practice
Guideline. This evaluation assesses the implementation and uptake of the final 2022 Clinical Practice Guideline,
which incorporates these perspectives. For more information on the development of the 2022 Clinical Practice
Guideline, please visit our website: Process for the Development of the 2022 Clinical Practice Guideline for
Prescribing Opioids for Pain | Opioids | CDC.

As stated in the FRN, this evaluation will include systematic collection and analysis of a range of primary and
secondary data sources. To answer the research questions, we will employ qualitative synthesis and analytic
approaches, quantitative analyses, and various mixed-methods approaches. Primary data collection efforts include a
web-based survey conducted among a national sample of clinicians, virtual interviews with clinicians, virtual
interviews with dentists, virtual interviews with leaders from professional organizations, payers, medical boards, and
health systems, and virtual focus groups with patients and caregivers.

This evaluation seeks to include a variety of clinicians who support patients with pain and are the intended audience of
the 2022 Clinical Practice Guideline. Inclusion criteria for practicing clinicians include that the clinicians: 1) practice
in an ambulatory, outpatient and/or emergency department at least once a week; 2) primarily treat adults; 3) treat
patients with acute, subacute, or chronic pain other than pain management related to sickle cell disease, cancer-related
pain treatment, palliative care, and/or end of life care; and 4) practice in the following care areas: family medicine,
internal medicine, emergency medicine, surgery, occupational medicine, physical medicine and rehabilitation
medicine, neurology, obstetrics and gynecology. To ensure that patients and caregivers with a variety of experiences
(e.g., types of pain, medical conditions) are included, patient and caregiver advocacy groups will help identify
potential focus group participants.



Interviews with key informants from professional associations, payers, health systems, and medical boards will be
conducted to focus on the awareness and implementation of the 2022 Clinical Practice Guideline, including unintended
consequences of the 2022 Clinical Practice Guideline. To ensure a variety of perspectives and experiences, key
informants will be identified through comprehensive searches and organizations (e.g., Association of State and
Territorial Health Officials, state health departments that have engaged in previous opioid management work). In
addition, an analysis of changes in payer policies after the 2022 Clinical Practice Guideline was released and an
environmental scan of federal guidance documents are included in the overall evaluation protocol. Targeted literature
searches in the gray and published literature (e.g., traditional and non-traditional media) will be used to investigate how
the 2022 Clinical Practice Guideline was received.

The goal of Aim 2 is to evaluate the impact of the 2022 Clinical Practice Guideline through population-wide changes on
expected outcomes. We will estimate the impact of the 2022 Clinical Practice Guideline using commercial claims data.
Through this secondary data analysis, outcomes such as prescription rates for opioids and non-opioid medications to
treat acute, subacute, and chronic pain will be assessed.

We hope the information we’ve shared about the evaluation is helpful for you and your constituents. Thank you again
for taking the time to provide a thorough public comment.

OMB/PRA Office

Office of Science

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