April 1, 2019

The National Council on Independent Living (NCIL) would like to thank you for the opportunity to provide input on the Draft Report on Pain Management Best Practices: Updates, Gaps, Inconsistencies, and Recommendations. NCIL is the longest-running national cross-disability, grassroots organization run by and for people with disabilities. We represent thousands of individuals with disabilities and organizations including Centers for Independent Living (CILs), Statewide Independent Living Councils (SILCs), and other organizations that advocate for the human and civil rights of people with disabilities throughout the country.

As an organization representing people with disabilities, many who live with chronic pain, NCIL works to protect the rights of people with chronic pain. Our work in this area began as efforts to address the opioid epidemic ramped up in the US, and we saw people with chronic pain left out of these efforts and harmed as a result. NCIL has taken particular interest in the work of the Pain Management Best Practices Inter-Agency Task Force, and we thank you for your efforts and for this Draft Report. 

There are many key areas of emphasis contained within this report that we wholeheartedly support. NCIL was pleased that throughout the report the Task Force recommended pain treatment be individualized and that multidisciplinary, multi-modal approaches were emphasized; NCIL supports the assertion that inconsistencies and fragmentation of pain care limit patient outcomes and that “a coherent policy for pain management within health systems is needed.” NCIL also supports the common-sense safety recommendations included in the Draft Report including: increasing opportunities for safe drug disposal and drug disposal sites; increasing public awareness of poison center services, take-back facilities, and resources for safe drug storage, labeling, and disposal; and increasing education and availability of naloxone. 

NCIL also strongly supports eliminating barriers (including lack of coverage, reimbursement policies, and lack of education) to non-opioid pharmacologic and non-pharmacologic treatments and therapies, as well as increased research into which restorative therapy and interventional modalities are safe, effective, and indicated for specific pain syndromes. We must emphasize, however, that it is critical to maintain access to opioids for those who need them while also eliminating barriers to other treatments. The Draft Report stated: “CPGs [clinical practice guidelines] that only promote and prioritize minimizing opioid administration run the risk of undertreating pain, especially when the cause of the pain is uncertain or cannot be reduced by nonopioid approaches.” As we said in our initial recommendations to this Task Force, chronic pain is highly variable from person to person, and no single treatment modality is effective for all individuals. Because it is often a combination of treatments that allows people to effectively manage their pain, people with chronic pain need access to the full spectrum of available modalities for pain treatment, which includes opioid, non-opioid pharmacologic, and non-pharmacologic treatment. Therefore, we support all the recommendations to increase access to non-opioid alternatives in addition to preserving access to opioids when necessary. 

We submit to you the following comments on the recommendations included in the Draft Report:

2.2 Medication: 

Recommendation 1a: 
While we strongly agree with the need for physicians to have a more individualized approach for common pain syndromes and conditions – and for all pain syndromes and conditions – we do not believe that a condition-specific treatment algorithm would achieve this goal. While we commend the recommendation that the approach to this algorithm development integrate the biopsychosocial model, the reality is that even people with the same conditions do not experience their pain in the same way. Additionally, many people with pain syndromes and conditions live with multiple chronic conditions and disabilities; pain does not occur in a vacuum. There are just too many confounding variables for any such algorithm to be reliable, and using such a method to guide physicians would likely leave us in a similar predicament as we are now in due to the widespread misapplication of the CDC Guideline.  

2.2.1 Risk Assessment:

We understand the importance of risk assessment in medical treatment, especially where the risks of opioid analgesics are concerned.  Risks must figure in the clinician’s medical assessment and explaining risks is essential to informed consent.  But it is important that risks not be considered in a vacuum.  Increasingly, patients and the prescribing practices of their treating clinicians are flagged solely on the basis of dosage or duration of opioid use. These flags often impose risk analysis in a vacuum – and where else do we evaluate medical risk without balancing those risks against the potential for benefit?  We thus applaud the Task Force for highlighting the importance of weighing risks against benefits and for providing measures of benefit such as functionality, activities of daily living (ADLs) and quality of life (QOL).   

We also appreciate the specific discussion of screening tools and the distinction between their use in a treatment context and the potential for misuse when the primary impetus is oversight and surveillance.  A national, real-time PDMP would be an important tool in treatment, providing up-to-date, accurate information about a patient’s use of medication. That said, PDMPs are frequently filled with errors without a mechanism for correction by physician or patient; therefore they should not be used to limit treatment. Also, two federal courts of appeal have allowed use of PDMP data by law enforcement without a warrant, which is extremely troubling.  

 

Similar considerations inform other elements of risk assessment – pain contracts and urine drug testing (UDT) should be used as a basis for vigorous informed consent and appropriate screening – and not as a basis for dismissing patients who raise the specter or fear of liability.  We agree that coverage for UDTs is an important issue – since they are often denied by payers as being not medically necessary. 

2.7 Special Populations:

We strongly support your decision to focus on the unique issues that affect pain in specific populations including children, older adults, women, pregnant women, individuals with sickle cell disease, individuals with other chronic relapsing pain conditions, racial and ethnic minority populations, and active-duty service members and veterans. We have provided some additional input on some of these populations below. We would also like to request that your final report add additional populations who face disproportionate and/or unique barriers to pain treatment, including people with disabilities, people with multiple chronic conditions, people with rare diseases/conditions, people in treatment for cancer, people experiencing perioperative pain, and people with both pain and addiction. We have included additional information and justification about two of these groups - people with disabilities and people with multiple chronic conditions - below.

· Addition of people with disabilities as a special population: People with disabilities make up a large and diffuse group, but as a whole disabled people experience disproportionate difficulties to accessing pain treatment, as well as unique barriers
 to accessing pain treatment and health care generally
, and these barriers can be especially severe for disabled people of color
. Some of these barriers include: the lack of physical access to facilities and diagnostic equipment for people with physical disabilities; inadequate ways of assessing pain and other symptoms in people whose disabilities impact their communication; increased financial barriers, since disabled people are disproportionately likely to live in poverty; diagnostic bias or the prioritization of other disabilities viewed as more serious, urgent, acute, measureable, or treatable; the discrediting of pain reports, particularly in people with co-occurring mental health disabilities or people with addiction; and the general lack of knowledge that often prevents clear identification of treatment plans that address multiple disabilities at the same time. Managing pain in people with disabilities can be complex, but poor pain management can put them at risk for persistent pain and further loss of function, as well as increase the risk of psychological consequences anxiety and depression.
,
 There is a considerable need for more trained professionals who have experience working with people with a range of disabilities, coordination among medical specialists providing treatment for individuals with disabilities who need treatment for pain and other symptoms, as well as pain management guidelines that address the unique and widespread barriers people with disabilities face when accessing pain management.

· Addition of people with multiple chronic conditions as a special population: One in four Americans have multiple chronic conditions
 (MCC), and the US Department of Health and Human Services has undertaken several efforts, including an HHS-wide workgroup on MCC
, to identify options for improving the health of people with MCC. People with MCC also experience disproportionate difficulties to accessing pain treatment, many which can be similar to those cited above. Managing pain in people with multiple chronic conditions can be complex, and poor pain management can put them at risk for persistent pain, further loss of function, and increased psychological consequences like anxiety and depression
. Similar to our recommendations for people with disabilities, there is a considerable need for trained professionals who have experience working with people with multiple chronic conditions, coordination among medical specialists providing treatment for individuals who are receiving treatment for pain and other symptoms, as well as pain management guidelines that address the unique barriers people multiple chronic conditions face when accessing pain management.

2.7.3 Unique Issues Related to Pain Management in Women:
We appreciate the Task Force’s acknowledgement that women face unique challenges regarding interactions with the health care system. Research has shown that disparities exist among women in diagnosing and treating pain
. In addition to researching the mechanisms driving sex differences in pain responses, it is clear that provider education is also necessary to address these disparities.

2.7.7 Health Disparities in Racial and Ethnic Populations, Including African Americans, Latinos, American Indians, and Alaska Natives:
Again we appreciate the Task Force’s acknowledgement that there is evidence of racial and ethnic disparities in pain treatment and treatment outcomes, and that discrimination was identified as a barrier. While the identified recommendations certainly address some of the barriers, they do not adequately address the clear patterns of racial discrimination that have been studied and documented
,
. In addition to the recommendations already provided in the report, additional efforts, including provider education and training focused on racial bias at all levels of health care, are necessary to begin addressing these disparities.

4 Review of the CDC Guideline:

We appreciate the Task Force’s articulation of concerns regarding aspects of the 2016 CDC Guideline for Prescribing Opioids for Chronic Pain in terms of expert selection, evidence exclusion criteria and other methodology. We are, however, most concerned by the misapplication of aspects of the Guideline in “one-size-fits-all” laws and mandates. A single prescription is now subject to multiple, potentially conflicting levels of oversight – many points of potential failure for patients. Attempts to draw exemptions from such mandates have proved futile
; anecdotally, cancer
 and palliative care patients who are almost universally exempt have fallen through the cracks. 

Aspects of the Guideline have also been paired with data analytics to flag patients and surveil physician prescribing practices, creating an environment of fear that transforms patients into liabilities. These flags consider risk in a vacuum and do not take into account patient’s conditions or the pool of patients a clinician treats. Yet recent studies
 call to question the predictive value of such flags in identifying
 those at risk for opioid use disorder or an overdose. On the other side, a report
 issued by the international watchdog group, Human Rights Watch, found that, out of fear of liability, physicians were abandoning or forcibly reducing and eliminating opioid prescribing to current patients, many of whom have used long-term opioid therapy for years. The backlash of the clampdown on prescribing is being called a human rights violation and a “large scale humanitarian issue”
.

We applaud many of the recommendations regarding updating the scientific evidence underlying the Guideline, identifying the factors that affect appropriate dosing, and underscoring that risk is not the only part of the calculus and benefits should be considered using measures such as functionality, ADLs and QOL. We are somewhat concerned by recommendations to develop standards that tie dosage titration to specific medical conditions given the subjectivity and variability of human pain and the unintended consequences that have resulted from the CDC’s efforts to assign specific numerical ranges. We agree that greater guidance on tapering is needed, but wish to ensure that such guidance not specifically encourage tapering unless risks outweigh benefits for the particular patient.  

We appreciate the Task Force’s Recommendation 3 that underscores that there is a wide variation in the factors that determine an appropriate opioid dosage.  While we understand that having general benchmarks may be helpful in providing guidance to clinicians, the dosages in the CDC guideline have been interpreted strictly and used as the basis for oversight, medication denial and involuntary tapering. We therefore recommend revision to the guideline that underscores that this is merely a range, that metabolic and other variables that are important to consider, and that higher doses may be medically appropriate for some patients.  

We are particularly concerned by the Task Force’s recommendation 4c which states, “Consider maintaining therapy for patients who are stable on long-term opioid therapy and for whom the benefits outweigh the risks.”  In light of ongoing harms to patients in real time and the fact that the pressures are lined up in favor of discontinuation of opioids due to the specter of liability, this recommendation is too weak. Indeed, this recommendation could be interpreted as more qualified than the CDC’s recommendation 7, which provides that the relevant calculus for current patients is whether the benefits outweigh the risks of continuing the therapy for the individual patient.  

The highly-publicized International Stakeholder Letter
 against forced tapering that was signed by leaders on both sides of the opioid debate noted that such a practice risks medical destabilization, loss of patient function and suicidality. Patients may even resort to illegal substances when their current therapy is denied. Therefore, a recommendation that cautions physicians about the potential risks of tapering and actively encourages them to maintain patients who, in their best medical judgment, benefit from the medication and have not shown evidence of risk of poor outcomes, is needed.  

To allay the current harm being done to patients today, we further urge the Task Force immediately to encourage clarifications of the CDC Guideline as follows: 

· The CDC Guideline does not support decisions by clinicians to exclude or dismiss patients solely on the basis of the patient’s medical condition or on the basis of the medication they take, including prescribed opioids.  

· Forced or precipitous opioid tapering of patients currently on long-term opioid therapy is not supported by the Guideline. The Guideline makes clear that the relevant calculus in current patients is an evaluation of whether the benefits of continuing the medication outweigh any potential harms for the individual patient. Tapering patients to lower dosages or discontinuing opioids solely out a clinician’s fear of oversight or medically destabilizing a patient through forced or precipitous tapering, is specifically discouraged.

· The CDC’s dosage guidance for prescribing opioids for chronic pain applies to opioid-naive patients and represents a range. It is understood that, for some patients, dosages higher than those recommended in the guidelines may be medically necessary and appropriate. The MME thresholds are not intended as firm benchmarks or mandates and should not be used as such by payers, benefit managers, pharmacies or others, either in the name of quality assurance or (more obviously) liability control. Clinicians should not be subject to regulatory scrutiny solely on the basis of the dosages they prescribe. 
Additional comments:
Stakeholder Involvement:

The report stated that a systemic review of CPGs for neuropathic pain found stakeholder involvement to be a shortcoming. This is not surprising and we suspect this is likely not only the case in that one identified area. NCIL strongly recommends that stakeholders be engaged and included at all levels of discussion and decision-making. It is essential that people living with chronic pain be directly involved in the creation of any rules and regulations addressing opioids and chronic pain. There is no substitute for lived experience. NCIL itself is an example of this stakeholder-driven philosophy of services. The Centers for Independent Living throughout the country represented by NCIL are run by and for people with disabilities; the mantra “Nothing about us, without us,” captures this sentiment and our imperative to provide individualized, self-directed supports and services. The laws and policies surrounding chronic pain and opioids can be a matter of survival for people with chronic pain. People with chronic pain must be involved at every stage of the process, at all levels. 

National Pain Strategy:

We strongly support the efforts of this Task Force to update the best practices and recommendations on addressing gaps and inconsistencies between best practices for pain management, and we feel the recommendations in this report represent a shift toward more comprehensive pain management. We support the need for a coherent policy for pain management within health systems and strongly feel the first step toward achieving that is implementing HHS’s National Pain Strategy (NPS)
 developed in 2016. The NPS was developed to coordinate government and private efforts toward establishing a new, biopsychosocial model of pain treatment and care and was intended “to initiate a longer-term effort to create a cultural transformation in how pain is perceived, assessed, and treated.” Specific action plans were recommended in the NPS, and after its release, the Office of the Assistant Secretary for Health (OASH) in conjunction with HHS operating and staff divisions was supposed to develop an implementation and evaluation plan. This process has been slow going, with no record of activity occurring since May 2017
. We strongly feel the implementation of the NPS must remain a priority, and we would encourage the final report of the Task Force include a recommendation to that effect.

Definitions:

It is important to recognize that we have diverse and multiple definitions proliferating across federal and state regulations, insurance companies, and pharmacy programs that are a departure from definitions utilized for accepted medical practice. Of concern are the definitions that guide access to care, treatment, reimbursement for treatment, beneficiary autonomy and rights, and evaluation of effectiveness.  These include inclusion, exclusion, and evaluation of effectiveness criteria, pain (acute, chronic, intractable), multiple chronic comorbid conditions, opioid use disorder, at-risk beneficiary, exempt beneficiary, frequently abused drugs, clinical guidelines, dose, duration, over utilization of medication, morphine equivalent (MED, MME), and models of care (primary, chronic, palliative, hospice/end of life care), specialty care, integrated care, community care, assisted living, long term care, and medical home.

These definitions and terms have been applied, misapplied, and incorporated into various levels of programming to the point that they are unrecognizable in their application, interfere with data collection, no longer consistently inform the state of our understandings, and cannot inform policy around pain care. What is clear, is that the failure to manage reliability and assure valid application of these definitions to public policy is failing the administration of public opioid management policies for both substance use disorders and the care of persons with complex health conditions.  Like the CDC, CMS never intended for persons with complex care needs to enter into the plan sponsor protocols for step therapy and reduction of pain management care coordination as their needs should be served through palliative, hospice, and cancer care models
.

Once again, we would like to thank you for the opportunity to provide these recommendations. If you have any questions, please contact Lindsay Baran at lindsay@ncil.org. 
Sincerely,
Kelly Buckland
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