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Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
CMS- 1753-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Submitted online via www.regulations.gov

RE: CMS- 1753-P: Medicare Program: Hospital Outpatient Prospective Payment and
Ambulatory Surgical Center Payment Systems and Quality Reporting Programs; Price
Transparency of Hospital Standard Charges; Radiation Oncology Model; Request for
Information on Rural Emergency Hospitals

Dear Administrator Brooks-LaSure:

Thank you for the opportunity to comment on the proposed rule entitled, “Medicare Program:
Hospital Outpatient Prospective Payment and Ambulatory Surgical Center Payment Systems and
Quality Reporting Programs; Price Transparency of Hospital Standard Charges; Radiation Oncology
Model; Request for Information on Rural Emergency Hospitals,” as published in the Federal Register
on August 4, 2021 (hereinafter referred to as the “Proposed Rule”).

Our comments will specifically address many of the questions posed in the Proposed Rule on the
benefits of nonopioid pain management approaches. Additionally, these comments will discuss the
opportunity before the agency to address the nation’s worsened opioid use disorder crisis by
providing more fulsome access to the full range of FDA-approved, safe, and effective nonopioid
based pain management approaches.

The Voices for Non-Opioid Choices coalition (hereinafter referred to as “Voices”) represents many
of the nation’s leading public health advocacy, provider, recovery, and patient advocate voices from
across the country. Members of Voices have come together around the shared priority of advancing
federal policy approaches to preventing opioid use disorder in Americans, including by removing
policy barriers that inhibit patient and provider access to nonopioid pain management approaches.
To date, much of our work has focused on the unintended impact that payment policy has had on
affording patients and providers access to all appropriate pain management approaches - opioid-
based and nonopioid based - across all care settings, including the hospital outpatient department
(HOPD) and ambulatory surgical center (ASC).
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As such, our hope is that the Centers for Medicare & Medicaid Services (CMS) will effectuate
a policy change that will allow for separate reimbursement for all FDA-approved, safe, and
effective nonopioid based pain management approaches for HOPD patients, as it has already
done for patients treated in an ASC. In doing so, CMS can dramatically increase utilization of
nonopioid based pain management approaches and reduce the number of Americans who go
on to long-term opioid use following a surgical procedure.!

To this end, in the proposed ruleii CMS acknowledges the impact that separate reimbursement can
have on utilization of nonopioid pain management approaches. In the ASC setting, where these
approaches are paid separately, CMS appropriately notes that utilization of these therapies
increased 120 percent in just one yearii. Extending such a policy change to the HOPD setting would
further increase access to and utilization of nonopioid pain management approaches for more
patients and dramatically reduce rates of opioid use disorder in the United States.

Key Background Considerations

Every year, more than 3 million Americans go on to long-term opioid use following a surgical
procedure.v This represents approximately 9.2 percent of all outpatient surgery patients in any
given year.” Opioid-based pain relief is currently the standard of care for these patients, as more
than 90 percent of these patients"i receive some level of opioid-based pain relief.

Unfortunately, many of these patients receive copious amounts of opioids following a surgical
procedure. On average, these patients receive more than 80 opioid pills to manage their
postsurgical painvii. Often, this level of opioid prescribing is well-above what is necessary to provide
appropriate analgesia for these patients and is well-above international standardsvii. It is
accordingly hardly surprising to learn that the United States consumes approximately 80 percent of
the world’s supply of prescription opioid pillsi, including nearly 90 percent of the world’s
prescription hydrocodone pillsx.

For many patients, their first exposure to opioids is following a surgical procedure and, for some,
being prescribed opioids can carry with it disastrous long-term consequences associated with the
potential of misusing these prescription pills or developing an opioid use disorder. Voices - and our
76 member organizationsx - believe that one way to stem these rates of long-term opioid use after
surgery is to increase the availability of other, nonopioid based pain management approaches,
including by facilitating access to these approaches through appropriate payment policy incentives.
In doing so, CMS can minimize unnecessary exposure to prescription opioids and reduce the
number of Americans who initiate long-term opioid use following a surgical procedure.

Finally, it is important to consider the current opioid use disorder environment in the United States,
particularly in the context of the current COVID-19 pandemic. More than 95,000 Americans died of
a drug related overdose in 2020xi. Approximately 71,000 of these overdose deaths involved
opioids¥ii meaning 195 Americans died every day*" from an opioid-related drug overdose in 2020.

These never-before-seen levels of drug and opioid-related overdose deaths have shattered all
previous records and represent a 30 percent increase since 2019x, which is also the largest single
year increase in drug overdose deaths in more than two decades*vi,

For context, when Voices launched in May of 2019xvii, government data frequently cited 130
Americans who died of an opioid-related drug overdosexiii, All told, these numbers paint a
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harrowing picture of the state of opioid use disorder in the United States - one where rates of
opioid-related drug overdose increased by 50 percent in just 2 yearsxix,

Despite these record-breaking numbers, CMS continues to unnecessarily expose patients to opioids
by inhibiting patient and provider access to nonopioid pain management approaches, as a result of

its asymmetrical site of care payment policies (ASC vs. HOPD).

Requested Feedback [from Proposed Rule]

In the proposed rulex, CMS requested feedback on several questions related to nonopioid based
pain management and the impact that payment has on making such options available to patients
and providers. Our comments will focus on the following questions: [from Proposed Rulexxi]

o What is the clinical benefit to Medicare beneficiaries of separate reimbursement for nonopioid
pain management approaches in the HOPD setting? [Page 26]

o  What disincentives currently exist in the HOPD setting to using nonopioid pain management
approaches? Are they the same (or similar) to those that have been previously identified as
unique to the ASC (i.e. lesser reimbursement in the ASC, specialized care provided in the ASC,
etc.)? [Page 26]

e Should FDA indication for pain management be a criterion? Should the eligibility requirements
be the same in order to qualify for separate reimbursement in the HOPD and the ASC? Should
utilization be part of the evaluation and determination of whether a nonopioid pain
management product should qualify for separate payment? Should evidence of reduced opioid
use be a consideration or criteria for separate reimbursement for nonopioid based pain
management approaches? If so, how is that being measured (i.e. reduced opioid consumption,
reduced rates of opioid use disorders, etc .) and how should that evidence be supported (e.g. in
a peer reviewed publication)? [Pages 26-30]

e Application of these criteria to non-drug, nonopioid pain management approaches [Page 30]

Clinical Benefit:

The clinical benefits of nonopioid based pain management approaches have been made abundantly
clear through a bevy of peer-reviewed, published literature over the past several years. Increasing
access to nonopioid therapies in the hospital setting will extend the following clinical benefits of
meaningfully better health outcomes to these patients:

o Faster postsurgical recovery;

It is well-documented that patients treated with treatment plans prioritizing nonopioid approaches
(e.g. multimodal approaches or enhanced recovery after surgery (ERAS) protocols) can significantly
shorten hospital lengths of stay (LOS).

One such studyxii evaluating opioid use in patients undergoing radical cystectomy found that
patients receiving nonopioid pain management approaches had a median LOS that was nearly 17
percent (or 1 day) shorter than patients receiving an epidural.

Another study evaluating the impact of nonopioid pain management approaches for patients

undergoing total hip arthroplasty (THA) found similar results - average patient LOS was .7 days
shorter in patients receiving nonopioid-based pain management approaches compared to those
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receiving opioidsxiii, This study also concluded that total hospitalization costs for patients receiving
nonopioid pain management approaches was $561 less than patients receiving opioidsxv.

Finally, a study looking at major colorectal surgeries found that average patient LOS was 1.8 days
shorter in patients treated with nonopioid pain management protocols than those receiving
opioidsxx.

e Similar (or better) analgesic support;

Non-opioid pain management approaches have been demonstrated to be highly effective in
providing analgesic support for patients. In some instances, patient-reported pain scores were, in
fact, lower in patients receiving nonopioid pain management supportxvi when compared to those
patients receiving opioids.

In fact, one study evaluating the impact of a breast surgery focused ERAS protocol in lumpectomy
procedures found that nonopioid based pain management support was just as effective as the
standard of carexii, which included opioid-based pain relief. This study also noted that nonopioid
pain management support in these patients eliminated the need for an opioid prescription at
dischargexxviii,

Colorectal patients receiving nonopioid pain management support have also reported significantly
lower pain scores after surgery*:ix, In one study, these patients reported pain scores that were 17
percent lower than patients receiving opioidsx.

e Reduced post-surgical opioid use;

According to the universe of peer-reviewed literature, one of the main clinical benefits of nonopioid
based pain management support is that it can, in many cases, eliminate the need for postsurgical
opioid prescriptions. One study found that utilization of a nonopioid pain management approach
resulted in a 91 percent reduction of opioid consumption within 24 hours*xi following a total knee
arthroplasty (TKA).

Other studies largely support this claim, including:

o A study looking at third molar extraction, found that patients receiving nonopioid
pain management support were prescribed 59 percent fewer opioidsxxxii;

o Patients undergoing colorectal surgeries and receiving nonopioid based pain
management support consumed nearly 52 percent fewer opioids 72 hours after
surgery than those receiving traditional carexxii;

o Another analysis found that THA patients receiving nonopioid pain support
consumed 73 percent fewer opioids 2 days following their procedurexxxiv;

o TKA patients receiving nonopioid analgesic support were found to consume 78
percent fewer opioids 48-72 hours after surgery than those receiving opioidsxxv;
and

o Astudy looking at patients undergoing cataract surgery who received a nonopioid
pain management drug found a nearly 80 percent reduction in fentanyl use while
also reducing patient-reported pain scores by approximately 50 percentxxxvi,

o Fewer opioid-related adverse events (ORAE) and rehospitalizations
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Opioids themselves carry specific therapeutic complications to patients. These challenges extend
beyond potential risk for long-term use after initial exposure. These complications can range in
scope and impact from digestive challengesxxii (e.g. nausea, vomiting, and/or constipation) to
respiratory depressionxwvii,

In some instances, patients require continued hospital supervision or are readmitted to hospitals
following an ORAE. Accordingly, one benefit of increased utilization of nonopioid pain management
approaches is reducing the number of ORAEs associated with prescribing patients opioids to
manage their pain.

The literature on the topic is clear and compelling that use of ERAS and multimodal protocols is an
effective way to limit ORAEs in surgical patients. Examples include a study examining the dangers
of opioid-based pain therapy among elderly Americans who are at increased risk of suffering from
an ORAE after surgery*xix and another study that demonstrated that ORAEs rates are more than 50
percent lower in patients receiving multimodal pain management approachesx.

Setting of Care Barriers:

In the rationale for paying separately for nonopioid based pain approaches in ASCs, CMS pointed to
a number of factors making ASCs unique from HOPDs, including, for example, lower ASC
reimbursement rates. Similarly, there are a number of hospital-specific circumstances that have the
unintended impact of limiting provider and patient access to nonopioid based therapies.

CMS notes, by way of an example, that ASCs receive approximately 55 cents for every dollar that a
hospital receives for a procedure, which makes them more significantly impacted by delivery of
more expensive services, including nonopioid pain approaches. On the other hand, many hospital
systems - in order to abide by state and federal laws, meet requirements from the Joint
Commission, and other mandates - have significantly more physical and care-related infrastructure,
require substantially more staff, provide significantly more ancillary services, and have
substantially higher overhead costs.

As a result, the costs of providing additional, higher-cost services - such as administering nonopioid
pain management therapies - is just as challenging in the HOPD setting due to tight operating
margins. For example, on average, hospital operating margins in the United States are
approximately 2 percent as of April 2021xli, with a wide degree of variation. Rural and safety net
hospitals are struggling the most financially, with the least ability to make even small adjustments
within a bundled payment environment as they operate, on average, with a margin that is a third
that of other U.S. hospitals¥li. This inequity leaves Medicare beneficiaries at such institutions at a
significant disadvantage in terms of access to non-opioids.

In an environment with razor-thin and tightening operating margins, the surgical supply packaging
policy has a uniquely profound impact on treatments that add any cost to the hospital but are not
paid separately - like nonopioid pain management approaches. Accordingly, given this
environment and the broader worsened state of opioid use disorder in the United States, Voices
believes that the HOPD setting is not well positioned to pay for the costs of higher cost options and
requires separate reimbursement to be able to manage these costs.

Qualification and Eligibility Criteria:
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The proposed rule lays out two new criteria for nonopioid approaches to qualify for separate
reimbursement. One of these criteria requires these therapies to be FDA-approved and have a
specific indication for pain management or analgesia.

This constitutes an objective, easy-to-apply eligibility criteria by referencing each product’s FDA-
approved label to determine eligibility for separate payment for nonopioid therapies in the ASC. [It
would be a similarly easy to apply criteria should such a policy change be put forward for the HOPD
setting.] Additionally, limiting separate reimbursement for nonopioid therapies to those with an
FDA-approved indication for pain management or analgesia will ensure nonopioid products are
safe and effective for the expanded use in the Medicare population that will result from separate
payment.

Voices supports application of this proposed eligibility criterion across all setting of care
(ASC and HOPD) for nonopioid approaches.

The Proposed Rulexlii also seeks comment as to whether specific evidence of reduced utilization
should be part of the agency’s evaluation and determination of whether a nonopioid pain
management product should qualify for modified payment. Clinical decisions, including those
related to pain management, are deeply complex and result from a number of factors at play. Part of
the increased utilization of non-opioids in the ASC setting, as well as the marginal increase in
utilization of non-opioids in the HOPD setting, could be the result of evolving clinical practice,
growing recognition of the ongoing opioid use disorder epidemic in the country, and/or state-
imposed opioid prescribing limits. Therefore, it is impossible to isolate the impact (or lack thereof)
of the agency’s payment policy. CMS should not, at this time, adopt a utilization threshold for a
nonopioid drug or device to qualify for separate payment.

Finally, the Proposed Rulexiv seeks comment as to whether there should be any future additional
eligibility requirements to qualify as a nonopioid pain management approach. One such criterion
would be the ability of such products to reduce or eliminate or significantly reduce postsurgical
opioid consumption. While measuring and demonstrating consumption reductions may prove
challenging with existing data, Voices would propose that one such additional criterion could be for
qualifying nonopioid approaches to demonstrate the ability to replace, reduce, or avoid opioid
use or the quantity of opioids prescribed.

There are a number of studies (including those referenced above) that point to the benefits of
multimodal pain management approaches. Each of these studies demonstrates a significant
reduction in postsurgical opioid prescribing, including by as much as 91 percent for certain
patientsxlv,

As aresult, Voices supports the addition of another criterion in future rulemaking
proceedings to qualify as a nonopioid approach for separate payment to include the ability
to replace, reduce, or avoid opioid use or the quantity of opioids prescribed, as
demonstrated in a clinical trial or through data published in a peer-reviewed publication.

Application for Non-Drug Approaches:

Voices believes that all, safe, effective, and evidence-based pain management services should be
made available to acute pain patients. This includes all available pharmacologic, non-pharmacologic
and therapeutic services.
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Examples of such approaches could include (but is not limited to): non-steroidal anti-inflammatory
drugs (NSAIDs), nerve blocks, medical devices such as stimulation machines and pain pumps,
acupuncture, physical therapy, chiropractic services, and others.

Voices believes that the eligibility requirements for these services should be the same standard that
the Proposed RulexVi uses for pharmacologic drugs. In doing so, CMS would not be perceived to give
specific preference to any single nonopioid pain management approach.

Accordingly, Voices believes that for non-drug approaches to be applicable to receive separate
payment, these services must meet a two-fold standard. Specifically, such services must utilize FDA-
approved drugs or devices, and found to be safe and effective for the explicit purpose of providing
analgesic support for acute pain patients and demonstrate the ability to significantly limit or
eliminate the prescription of opioids as evidenced by publication in a peer-reviewed journal.

Other Considerations — Changes to the Inpatient Only (IPO) List

The Proposed Rulexii rolls back policy changes that went into effect earlier this year, which
removed 298 codes from the IPOxVvii, This change - finalized in 2020 and effective January 1, 2021 -
was a welcomed first step to migrate the provision of certain services from the HOPD to the ASC.

In the 2020 comment period, Voices was supportive of certain migration of care from the HOPD to
the ASC, as long as the services are deemed to be able to be performed in a safe and effective
manner in the ASC setting. Voices supported these changes because of the ability for ASCs to be
reimbursed separately for the cost of administering nonopioid pain management services.

Accordingly, the rule was an opportunity to increase access to and utilization of nonopioid pain
management services by migrating the care setting from an HOPD setting - where payment policy
does not allow for access to nonopioid pain management approaches - to an ASC setting where
patients are more likely to access nonopioid pain management approaches.

Voices is concerned that by rolling back this policy change, as the Proposed Rule*ix does, may
unnecessarily expose HOPD patients to opioid-based pain approaches, which carry with them the
risk for long-term opioid use, misuse, dependence and addiction.

The cited rationale for making this policy change was after a clinical review was performed of the
298 codes found that it would be more appropriate to shift these services back to the IPO. To
ensure transparency in this process and that relevant clinical voices are heard and
considered, Voices respectfully requests the CMS publicly release the results of this clinical
review and initiate a formal public review and comment period on whether these services
and codes should be subjected to the IPO.

Conclusion

Voices strongly encourages CMS to consider the opportunity before the agency - and the broader
environment related to the opioid use disorder epidemic in the United States. CMS has the tools at
its disposal to immediately reduce rates of opioid use disorder in the country and the associated
overdose deaths.

Additionally, CMS has already identified a successful policy change that has been proven to
dramatically increase access to and utilization of nonopioid pain management approaches. By
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separately paying for nonopioid pain management approaches administered in the ASC setting,
CMS has increased utilization of nonopioid approaches by 120 percent in that setting alone.
However, this policy change needs to be extended to the HOPD setting to ensure site of care parity
for outpatient surgical procedures.

Accordingly, Voices urges CMS to separately reimburse for nonopioid pain management
approaches administered to patients on the HOPD setting. Voices believes that all available,
safe, effective, and FDA-approved drugs, devices, and services that can demonstrate the
ability to provide significant clinical benefit (including those that compare favorably to
opioids), have been specifically indicated for providing acute pain analgesic support, and (in
future iterations of this rule) have the ability to replace, reduce, or avoid opioid use or the
quantity of opioids prescribed, as demonstrated in a clinical trial or through data published
in a peer-reviewed publication should qualify for such separate payment.

kkk

On behalf of Voices, our member organizations, and the countless families who have lost loved ones
to an opioid addiction that was initiated after being prescribed opioids after surgery, we thank you
for your consideration of these comments.

If you have any questions about these comments, Voices, or our work, please do not hesitate to
contact Chris Fox (chris@nonopioidchoices.org).

Sincerely,

Chris Fox
Executive Director
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