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About the Ombudsman

Tangita Daramola has held the position of CAO since October 2011. The CAO prepares an annual Report to Congress
describing her activities to provide Congress with an unbiased perspective on the experiences of suppliers, beneficiaries,
and other stakeholders who are affected by the Durable Medical Equipment, Prosthetics, Orthotics, and Supplies
(DMEPOS) Competitive Bidding Program (CBP), which is administered by CMS (“the agency”). The Ombudsman provides
valuable context about how the program works for stakeholders individually and within the context of the federal program
offering services to medically diverse populations throughout the country. To identify and manage stakeholder concerns,
the CAO performs targeted outreach, conducts research, engages with supplier and beneficiary advocates, and facilitates
agency responses to inquiries and complaints.
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A MESSAGE FROM THE OMBUDSMAN

| am pleased to present the CAO’s Annual Report to Congress required by section 1847(f) of the
Social Security Act. “Fearlessly Facing New Challenges” is an appropriate theme for the 2020
reporting period, which proved to be a challenging year as we all faced personal and professional
tests for survival and determinedly sought to help those at greatest risk, persevere. Beneficiaries
that use DME often face challenges that require additional efforts to support equity and the rights
of beneficiaries to fair access and service. My role as CAO seeks to highlight equity concerns for
these populations and support resolution of complex issues in access. This report highlights my
activities as CAO related to the DMEPOS CBP, which continued in a temporary gap period
throughout 2020. During this second year of the temporary gap period, | remained active in
ensuring continuity of the ombudsman program by continuing to stay connected to issues
encountered by beneficiaries as they obtained durable medical equipment (DME) in former
competitive bidding areas (CBAs) and non-CBAs. | also strengthened many relationships in the
supplier and provider communities to help ensure that valuable feedback from the field keeps the
agency aware of potential areas of risk to Medicare beneficiaries.

During this reporting period, | developed a more comprehensive reporting framework for tracking
and monitoring inquiries and other feedback. This updated approach, which incorporates
Medicare claims data, allowed us to (1) identify markets that have higher volumes of inquiries
relative to the number of DME users, and (2) track significant changes over time within a single
market. This approach helped establish a baseline volume of inquiries during the temporary gap
period to quickly identify any changes in inquiry volume when the DMEPOS CBP resumed at the
start of 2021. Building on these improvements is crucial to obtaining relevant market-level
information pertaining to access to critical life sustaining DME. In addition to advancing the
analysis and reporting capabilities, | also continued to work with industry partners and CMS
Regional Offices to develop stronger linkages for ongoing surveillance activities. Additionally, |
continued to look deeper at persistent and ongoing issues and concerns raised over the past
several years by conducting studies to review claims submissions regarding the replacement of
DME for survivors after disasters.

The year 2020 proved to be extremely challenging as the nation faced the biggest health
emergency in over 100 years. The COVID-19 global pandemic created new challenges for
suppliers to provide necessary equipment in an environment with limitations on personal
protective equipment (PPE), space in hospitals, and the ability of suppliers to safely deliver
services. CMS announced many flexibilities such as conducting appointments via telehealth,
relaxing face-to-face requirements, and providing PPE to help Medicare beneficiaries obtain
necessary healthcare.’

During 2020, CMS announced the future direction of the DMEPOS CBP and published the results
of the bidding process that started in 2019. After initially planning to include 16 product categories
as part of Round 2021, CMS removed non-invasive ventilators due to the COVID-19 pandemic in
April 2020. Then, after competitively bidding 15 product categories, CMS awarded contracts to
suppliers for just two products that were new to competitive bidding.

As millions of Medicare beneficiaries rely on DME each day and Medicare continues to evolve its
payment policies and pricing mechanisms for DME, | am committed to further understanding the
impact of these policies on beneficiaries and other stakeholders. | will continue to engage with
the agency, beneficiaries, and stakeholders to create solutions as we face future challenges.

Tangita Daramola

Competitive Acquisition Ombudsman
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Figure 1: Overview of Regulatory Changes
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during the PHE for the COVID-19 pandemic. These included adjustments to the fee-schedule
amounts for certain DME in non-CBAs and flexibilities for furnishing Medicare telehealth
services.'>'3 Additionally, CMS used emergency waiver authorities and various regulatory
authorities to enable flexibilities such as waiving DME replacement requirements, some DME
supplier standards, and signature and proof of delivery requirements, pausing certain prior
authorization requirements, and enhancing access to telehealth.

Fee-Schedule Adjustments in Non-CBAs | Suppliers continued to have concerns about
payment rates for DME in former CBAs and non-CBAs that were determined by previous rounds
of competitive bidding. On October 27, 2020, CMS issued proposed rules incorporating
stakeholder feedback and concerns, to address payment rates. CMS previously established

3
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transition rules for phasing in the fee schedule adjustments under 42 CFR 414.210(g)(9), and
these rules addressed the phase in of the fee schedule adjustments for items furnished through
December 31, 2020.'® The purpose of this proposal was to establish revised DMEPOS fee
schedule adjustment methodologies for items and services furnished in non-CBAs on or after
April 1, 2021, or the date immediately following the duration of the PHE for COVID-19, whichever
is later. The payment adjustments resulted in increased payment for DME in non-CBAs."6.17
Payment in former CBAs continued to be based on single payment amounts on the last day before
the CBP contract period of performance ended along with yearly consumer price adjustments
from before the temporary gap period.'81°

Investing in Case Management and Enhancing Data Reporting Capabilities

Responding to inquiries and complaints within the broad and diverse Medicare customer service
environment requires the ability to understand the capabilities of addressing issues and concerns
of more than 10 entities designed to respond to beneficiary issues. During the temporary gap
period, we looked for ways to strengthen the response process for beneficiaries who use DME to
ensure that these at-risk beneficiaries receive resolution of complaints quickly. We found that
some complaints on quality could benefit from the Beneficiary Family Centered Care-Quality
Improvement Organization (BFCC-QIO) Immediate Advocacy (IA)?* process which works to
mediate challenges encountered in complex situations. Beneficiaries who submit complaints
about the quality of products, receiving untimely services, or receiving services in quantities that
differ from the amount the provider ordered can work with mediators to intervene to achieve
optimal outcomes. Work with CMS policy components and the QIO |A staff and contractors
included collaborating on how to assist beneficiaries using the IA process for some DME issues.
CAO research of complaints received in 2018 revealed that at least 500 referrals could have
possibly taken advantage of these services. Improving triage and coordination of beneficiary
cases has the potential to improve case management and outcomes of complex cases in DME
access and quality concerns like intervening for resources and/or services covered by Medicare,
such as a wheelchair that was not delivered.

Additionally, since the beginning of the DMEPQOS CBP, it has been critical to analyze data and
report it in a way that provides insight into issues and concerns of at-risk beneficiaries in need of
life-preserving DME. The data contained in this report is regarding inquiries about product
categories that were previously included in the DMEPOS CBP. Continued monitoring of inquiries
received in former CBAs provides useful information on the impact of the DMEPOS CBP given
that the payment for these products continued to use the pricing mechanisms established in prior
rounds of the DMEPOS CBP. A summary of inquiry data regarding product categories previously
included in the DMEPQOS CBP is included in the Appendix.

In 2020, we made significant enhancements to the processes used to analyze inquiry data,
including analyzing DME inquiries received from beneficiaries in areas that had high levels of
COVID-19 cases, as well as examining the volume of inquiries relative to DME utilization in a
given market. We aim to further expand our analysis to review utilization of DME and focus on
changes in utilization in specific markets or for product categories with a high volume of inquiries.
Additionally, reporting on inquiries received in former CBAs and non-CBAs allowed for a
comparison of questions and concerns identified in areas of the country subject to different pricing
methodologies.


https://www.ecfr.gov/current/title-42/section-414.210#p-414.210(g)(9)
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Natural disasters continued to be a major focus of efforts during the 2020 reporting period. For
example, there were 10 Atlantic hurricanes—including Isaias, Laura, and Sally—that were
nationally declared disasters that impacted major areas of the country. Other disasters included
wildfires, floods, and storms. About 15 million fee-for-service (FFS) Medicare beneficiaries reside
in the disaster-affected counties (Figure 2), of which about 4 million beneficiaries use some type
of DME?" representing about 25 to 28% of the FFS population in these areas.

Preparing for Disasters and Replacing DME after Disasters

Figure 2: Counties with Federally Declared Disasters in 2020%
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Recognizing that disasters affect some of Medicare’s most vulnerable beneficiaries, providing
information for responders who assist beneficiaries in these areas is critical to ensuring that
beneficiaries are able to obtain DME or medications that are lost or damaged. CMS policies
ensure that if Medicare paid for DME, it can be replaced after a disaster.?®> We worked with HHS’s
Office of the Assistant Secretary for Preparedness and Response, the Federal Emergency
Management Agency (FEMA), the Administration for Children and Families, the Florida Alliance
of Home Care Services, and CMS Regional Offices to develop information to train direct
responders on Medicare policies and the correct approaches to reconnect survivors with
appropriate resources to support replacement of their lost, damaged, or destroyed DME or
medications. Additionally, we conducted research to review the replacement rates in past
disasters including Hurricanes Harvey, Maria, and Michael. Findings indicated that there is a need
for ongoing and continued education for beneficiaries, caregivers, and suppliers about how to
replace DME and prescription drugs lost or damaged during disasters.
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Strengthening Relationships between CMS and DME State Supplier Associations

CMS made significant efforts to improve meeting the needs of local providers by making changes
in its regional structure to monitor and engage with local entities. CMS restructured Regional
Offices to establish the Office of Program Operations & Local Engagement (OPOLE) with a goal
of serving as the senior-level point of contact within each region for counterparts within CMS,
HHS leadership, and external stakeholders. OPOLE creates and maintains regional location
cohesion and leads regional efforts to improve stakeholder engagement.?* We were able to work
with national associations representing DME suppliers and manufacturers and CMS OPOLE
leadership to establish greater engagement connections with 26 state associations (some
associations cover multiple states). CMS continues to work closely with national and state
associations and develop connections at local levels in order to ensure that topics of access and
supplier feedback can be easily communicated to CMS leadership. The strengthening of these
relationships promotes more engaged participation from CMS partners in agency activities. As a
result of these efforts, state associations have reached out to begin inviting CMS to participate in
regional and local meetings with DME suppliers. It is the hope that this will lead to enhanced
meaningful engagement in CMS policies.

Conclusion

During the reporting period, suppliers continued to provide DME throughout the country to
Medicare beneficiaries without disruptions, despite challenges facing the home medical
equipment industry. The year 2020 brought with it the anticipation of specific improvements to
the DMEPOS CBP to meet customer and stakeholder demands only to introduce two new product
categories to competitive bidding, and not the full number of product categories bid in 2019. The
PHE also had an impact on cost of care and utilization of DME as suppliers made attempts to
provide services despite delays in access to important equipment and lack of PPE. In the future,
the agency seeks to improve upon the savings achieved through the implementation of the
DMEPOS CBP while also prioritizing adequate payment for suppliers and preserving access to
DME for beneficiaries. We will continue to respond to and assist beneficiaries and individuals
with inquiries and complaints. We will also monitor trends in DME utilization and access across
different markets. Finally, we will continue to work with suppliers and individuals to hear feedback
regarding their experience accessing DME in order to reliably and validly interpret those voices
for future reporting purposes.
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Appendix: Inquiries Regarding Product Categories Previously Included in the
DMEPOS CBP

This section summarizes trends in inquiry volumes for select product categories previously
included in the DMEPOS CBP.?5 The product categories displayed received the highest volume
of inquiries on average when the DMEPOS CBP was in effect, as well as during the temporary
gap period. In addition to trends in the volume of inquiries, this section also depicts trends in
inquiry volume during the PHE. There were no complaints received during 2020 related to the
DMEPOS CBP because of the temporary gap period.

Figure 3: Inquiry Volume in CBAs and Former CBAs, 2018 - 2020
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Figure 3 shows that inquiries continued to decrease throughout the temporary gap period in
former CBAs relative to inquiry volumes in 2018 when the DMEPOS CBP was in effect. This trend
is less apparent in non-CBAs (Figure 5). The volume of inquiries in former CBAs decreased while
utilization remained consistent (Figure 4).
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Figure 4: Utilization in CBAs and Former CBAs, 2018 - 2020
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Figure 5 depicts the volume of inquiries in non-CBAs from 2018 through 2020. While there are
seasonal fluctuations in inquiry volumes, the decrease in volume of inquiries is less pronounced
than in former CBAs. The sharp decrease in inquiry volume in Q2 of 2020 corresponds with the
start of the PHE. Following the start of the PHE there was a dramatic decrease in the volume of
inquiries (Figure 6).
Figure 5: Inquiry Volume in Non-CBAs, 2018-2020
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Figure 6: Total Inquiry Volume During the PHE (former CBAs and non-CBAs for all DMEPOS CBP product categories)
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CMS Non-discrimination Notice and Communication Accessibility Provisions for
Individuals with Disabilities
Non-Discrimination Notice

The Centers for Medicare & Medicaid Services (CMS) doesn’t exclude, deny benefits to, or
otherwise discriminate against any person on the basis of race, color, national origin, disability,
sex, or age in admission to, participation in, or receipt of the services and benefits under any of
its programs and activities, whether carried out by CMS directly or through a contractor or any
other entity with which CMS arranges to carry out its programs and activities.

CMS Accessible Communications

CMS provides free auxiliary aids and services including information in accessible formats like
Braille, large print, data/audio files, relay services, and TTY communications.

To request Medicare or Marketplace information in an accessible format you can:
1. Call us:

For Medicare: 1-800-MEDICARE (1-800-633-4227). TTY: 1-877-486-2048

For the Health Insurance Marketplace®2¢: 1-800-318-2596. TTY: 1-855-889-4325
2. Email us: altformatrequest@cms.hhs.gov

3. Send us a fax: 1-844-530-3676

4. Send us a letter:

Centers for Medicare & Medicaid Services
Offices of Hearings & Inquiries

7500 Security Boulevard, Room S1-13-17
Baltimore, MD 21244-1850

Attn: Customer Accessibility Resource Staff

Your request should include your name, phone number, type of information you need (if known),
and the mailing address where we should send the materials. We may contact you for additional
information.

Note: If you're enrolled in a Medicare Advantage Plan or Prescription Drug Plan, contact your
plan to request their information in an accessible format. For Medicaid, contact your state or local
Medicaid office.

10


mailto:altformatrequest@cms.hhs.gov

G;;;MD SERVICES

You can contact CMS in any of the ways included in this notice if you have any concerns about
getting information in a format that you can use.

How to File a Complaint:

You may also file a complaint if you think you’'ve been subjected to discrimination in a CMS
program or activity. There are three ways to file a complaint with the U.S. Department of Health
and Human Services, Office for Civil Rights:

Online: (the link will take you directly to https://www.hhs.gov/civil-rights/filing-a-
complaint/complaint-process/index.html)

By phone: Call 1-800-368-1019. TTY users can call 1-800-537-7697.

In writing: Send information about your complaint to:
Office for Civil Rights

U.S. Department of Health and Human Services
200 Independence Avenue, SW

Room 509F, HHH Building

Washington, D.C. 20201

CMS Accessibility and Compliance with Section 508

CMS is committed to making its electronic and information technologies accessible to people with
disabilities. If you can’t access content or use features on this website due to a disability, contact
our Section 508 Team at 508Feedback@cms.hhs.gov. To help us better serve you, upload the
material in question and/or include the URL if possible and let us know the specific problems
you’re having.

Additional Information:
¢ \What is Section 504 & how does it relate to Section 5087

e Civil Rights for Individuals & Advocates

e Section 504 Requlation Applicable to CMS

11
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