
American Association for Homecare 
 241 18th Street S., Suite 500 Arlington, VA 22202 

(202) 372-0107, www.aahomecare.org

Via email to secretary@hhs.gov 

June 18, 2018 

The Honorable Alex M. Azar, II  
Secretary  
The U.S. Department of Health and Human Services 
200 Independence Avenue, S. W.  
Washington, D. C. 20201  

RE: President’s Budget 2019 

Dear Secretary Azar: 

The American Association for Homecare (AAHomecare) would like to take this opportunity to provide comments to 
Department of Health and Human Services (HHS) on the recently released President’s Budget.     

AAHomecare is the national association representing the interests of Durable Medical Equipment, Prosthetics, 
Orthotics, and Supplies (DMEPOS) suppliers. AAHomecare members include a cross section of manufacturers, 
suppliers and other industry stakeholders that assist, make or furnish DMEPOS items that beneficiaries use in their 
homes. Our members are proud to be a part of the continuum of care that assures that Medicare beneficiaries 
receive cost effective, safe and reliable home care products and services.  

On February 19, 2018, the HHS published Fiscal Year 2019 President’s Budget in Brief. AAHomecare identified seven 
proposals within the Brief that would impact the DMEPOS industry and have developed a response to each of these 
proposals. 

The key issues are separated into specific recommendations to DMEPOS and the appeals process.  These are 
summarized below and then discussed in more detail. 

1. Address overutilization and billing of DMEPOS by expanding Prior Authorization.

AAHomecare supports the expansion of the prior authorization program, however, we encourage CMS to continue 
to review and improve the program and consider the unique requirements for different product categories.  

2. Reform and expand durable medical equipment competitive bidding.

mailto:secretary@hhs.gov
https://www.hhs.gov/sites/default/files/fy-2019-budget-in-brief.pdf
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Competitive bidding should not be expanded into rural area.   Several studies have detailed out challenges and 
issues with access to care for Medicare beneficiaries both in and outside of competitive bidding areas.  In addition, 
CMS has recognized the reduction in number of suppliers in a recently released IFR.  Expanding competitive bidding 
will only further deteriorate access to care issues.   AAHomecare has supported reform to the current program and 
has submitted several proposals to CMS and HHS. 

3. Address excessive billing for durable medical equipment that requires refills or serial claims.

The budget proposal seeks to add an additional layer to the oversight of beneficiaries who rent durable medical 
equipment and receive on-going accessories and supplies.   CMS and the DME MACs have many mechanisms in 
place today on how the industry monitors these activities.  Adding additional requirements would be costly to the 
Medicare program and delay access to care for Medicare beneficiaries.  

4. Eliminate the unnecessary requirement of a face-to-face.

AAHomecare supports the elimination of the face-to-face requirement as required in the ACA.    Medicare policies 
already require a clinical examination prior to receipt of equipment and supplies.  As such, there is no need for an 
additional face-to-face requirement. 

5. Increase the minimum amount in controversy required for an adjudication to the Administrative Law Judge to
the Federal District Court amount in controversy requirement.

The industry has serious concerns about this proposal based on the fact that DMEPOS appeals are currently and 
have been for many years approximately 50% of the backlog at the ALJ level.   

6. Establish a post-adjudication user fee for the third level and the fourth level of appeals.

As the health care sector with the largest volumes of appeals with the lowest average dollar value, AAHomecare is 
concerned that a fee associated with an appeal will unfairly target the DEMPOS industry.   

7. Require a good-faith attestation on all appeals.

The requirement for suppliers to sign a good faith attestation is an attempt to discourage the filing of appeals.  HHS 
needs to address the root causes of the appeals backlog issue and provide the additional resources to process 
appeals in the mandated timeframe.   

In conclusion, AAHomecare requests Secretary Azar evaluate the President’s Budget in detail to ensure those items 
specifically affecting the DMEPOS industry be reviewed prior to any implementation.  The industry welcomes the 
opportunity to meet with HHS and CMS to further discuss these comments further.  Thank you for your time and 
consideration. 

Sincerely, 

Tom Ryan  
President and CEO  
American Association for Homecare 

CC: Deputy Secretary Eric Hargan
CC: Administrator Seema Verma 
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In analysis of the details of the budget items listed above, AAHomecare developed the following to further assist in 
understanding our concerns as follows: 

1. Address overutilization and billing of DMEPOS by expanding Prior Authorization. This proposal expands prior
authorization to additional items and services that are at high risk for improper payments. In FY 2016, CMS
finalized a regulation that established a master list of items that are both high-cost and high-risk for improper
payments and therefore could be subject to prior authorization. This proposal would expand the number of items
on the list subject to prior authorization. [Budget impact not available]

CMS has already implemented a successful prior authorization (PA) pilot program for certain DME items and is in the 
midst of further expansion of this program. PA is already the preferred method of many other third-party payers, 
including Medicaid programs. In addition, there has been support for expanding this program by Congress. In previous 
legislation there was an audit exemption for prior authorized services. Power Mobility Devices (PMD) PA 
Demonstration has proven to be successful for CMS by reducing improper payments; and the evidence can be seen in 
CMS’ Comprehensive Error Rate Testing (CERT) reports. In the 2012 Medicare Fee-for-Service Supplemental Improper 
Payment Data report (date of service: 07/01/2010-06/30/2011), CMS reported an 84.6% improper payment rate for 
PMDs.1 However, the 2017 report that was published earlier this year showed an improper payment rate of 20.8%.2 
Within a 5-year period, the CERT improper payment rate for PMD was reduced by 75%. You can see the trend in the 
graph below.3 The significant drop seen between the 2014 report and 2015 report coincides with the start of the PMD 
PA Demonstration. 

The PMD PA Demonstration has helped CMS reduce improper payments and ensure that the right beneficiary 
acquires the correct equipment by moving away from a pay and chase model to proactively determining coverage. 
The benefits to CMS include relief for audit and appeal contractors since prior authorized items have been deemed 
to meet the medical necessity requirements, these items are excluded from audits and thus the appeals process. 

1 Centers for Medicare and Medicaid Services (2013). Medicare Fee-for-Service 2012 Improper Payments Report. 
2 Centers for Medicare and Medicaid Services (2018). Medicare Fee-for-Service 2017 Improper Payments Report. 
3 Data is retrieved from the annual CERT Reports on Centers for Medicare and Medicaid Services’ Comprehensive Error Rate Testing (CERT) 
website, last accessed on March 7, 2018: https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-
Compliance-Programs/CERT/CERT-Reports.html  

https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/CERT/CERT-Reports.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/CERT/CERT-Reports.html
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While CERT audits may still occur, the Durable Medical Equipment Medicare Administrative Contractors (DME 
MACs), Recover Audit Contractor (RAC), and Supplemental Medical Review Contractors (SMRCs) no longer audit 
these claims for medical necessity. 

AAHomecare supports the expansion of the PA program, however, we encourage CMS to continue to review and 
improve the program and consider the unique requirements for different product categories. Here are some 
issues to consider: 

• The current PA program CMS administers determines inclusion based on the price of the equipment/service and 
historical improper payment rates. We advise HHS to consider the longevity of the service. For example, aerosol 
medications, infusion medications, enteral therapy, urological and ostomy supplies tend to be needed on a long-
term basis, often until the patient expires. If these types of service could be prior approved, it could alleviate 
large volumes of audits for beneficiaries that have a chronic illness who have long-term need. 
  

• Product categories in total should be considered for prior approval. While oxygen concentrators are on the PA 
master list, not all oxygen equipment is listed. If a beneficiary received a prior approval for oxygen therapy, then 
all items should be approved and eliminated from the audit and appeal cycle. The timing of the authorization 
process is a critical factor in determining which product categories should be considered. While a ten-day 
turnaround time may work for PMDs, it will not work for many items that are needed quickly. The industry is 
very supportive of a PA process that is efficient, electronic and timely. Given most issues related to the PA 
process lie with the prescriber and their records, consideration should be given to requiring the prescriber to 
obtain the authorization prior to writing an order and sending to a supplier. In similar situations, the ordering 
physician for an MRI seeks the authorization, not the imaging facility or the patient, and the surgeon’s office 
seeks the authorization for a surgery, not the facility or the patient. These situations, as with DMEPOS, it is the 
prescriber’s records and recommendation that are needed for an authorization to be issued. 
 

• The current PA program for the two group 3 PMD codes does not allow for the notification of the 
prescriber on a PA decision. AAHomecare advocated for the prescriber to receive notification and CMS 
has allowed a change to the process if the prescriber requests a copy of the decision letter at the time the 
PA is requested. For the PMD PA demonstration, the correspondence has improved prescriber education 
on documentation requirements and has been imperative to the success of the Demonstration.  
 

• Consideration must be given in any expansion of the PA process to allow for same day approvals for items 
that are orders on a hospital discharge. The current demonstration and PA process work well for items or 
services that are not needed immediately, however this process will not work for same day services. 
 

• The DMEPOS industry is supportive of a PA process that continues to be prior to a service being rendered. 
A preclaim review or a system where an authorization is not needed for the first 30 days will not work for 
the DMEPOS industry.  
 

• The expansion of PA should exempt any claims for items that receive prior authorization from subsequent 
routine audits, unless probable fraud and abuse is suspected. This would dramatically reduce the burden 
placed on the Medicare audit and appeals system by redirecting the focus of audits to criminal activities 
rather than lawful suppliers.  
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2. Reform and expand durable medical equipment competitive bidding. This proposal eliminates the requirement 
under the durable medical equipment competitive bidding program that CMS pay a single payment amount based 
on the median bid price, and instead, pay winning suppliers at their own bid amounts. Additionally, this proposal 
expands competitive bidding to all areas of the country, including rural areas. Expanding competitive bidding to 
rural areas will set prices for items and services in rural areas based on competitions in those areas rather than on 
competitions in urban areas. In the event that in a rural area less than two suppliers submit bids, CMS will use a 
reference price from other, similar rural areas. [$6.5 billion in savings over 10 years]. 

 

The Medicare Prescription Drug, Improvement, and Modernization Act of 2003 directs CMS to “determine a single 
payment amount (SPA) for each item or service in each competitive acquisition area” based on bids submitted and 
accepted for such items. The President’s budget has proposed replacing the current “median price” payment method 
with paying contract suppliers the amount they submitted on their bids. CMS’ current median price method 
reimburses half of all winning bidders more than the estimated costs reflected in their bids while the other half gets 
reimbursed below their costs. CMS adopted the median price methodology with no apparent justification except to 
achieve the lowest possible CBP prices. But this payment method is only one component of a program designed to 
force prices down to the lowest possible level. Median pricing makes a bad bidding design worse by forcing responsible 
suppliers to accept contracts below their costs. Switching from SPAs to bidders’ winning bid amounts, however, does 
not fix these underlying fundamental flaws.  

Aside from establishing the SPA at the median of bids at or below the clearing price, CMS’ bid design artificially drives 
prices down by:  

• Using composite bids weighted by the bid item’s utilization, allowing bidders to game the bidding by bidding 
higher on low utilization base equipment like wheelchairs or CPAPs while bidding lower on higher utilization 
items like CPAP tubing and masks or replacement parts for wheelchairs.  
 

• Defining bidding according to broad product categories, exacerbates pricing distortions inherent in composite 
bidding. Because bidders agree to furnish every HCPCS in a product category, broad product categories 
encourage lowball bids from suppliers that furnish only some of the many products in the category and have 
no intention of furnishing the others.  
 

• Manipulating capacity determinations, and by extension clearance prices, by limiting suppliers’ capacity in a 
CBA to 20% and reserving the right of adjusting bidders’ self-reported capacity up or down based on its 
assessment of the bidder’s financial ability to grow capacity instead of using transparent criteria like a 
supplier’s claims history and experience with bid products in a CBA. Economists who are auction experts have 
criticized this payment method and have told Congress and CMS that CMS should instead adopt the “clearing 
price” as the payment level because that represents the lowest bid where supplier capacity is presumed to 
meet expected beneficiary demand in a bid area.4  Economists and suppliers have further criticized the median 
price methodology because it guarantees low ball bidders a contract while placing responsible bidders in the 
untenable position of getting paid below their bid price.  

The proposal to pay each winning bidder its own bid amount seems to address concerns that SPAs give low 
ball bidders a windfall at the expense of responsible suppliers. In reality this proposal perpetuates CBP design 
flaws that systematically drives prices down in a CBA. AAHomecare does not support this proposal without 
comprehensive reforms to CBP. Therefore, absent any larger structural reforms of the bid program, the only 
logical change to bid prices is to establish the bid price at the clearing price. 

                                                           
4 Peter Cramton, 2012. "Letter from 244 Concerned Auction Experts on the Medicare Competitive Bidding Program," Papers of Peter Cramton 11lto, 
University of Maryland, Department of Economics - Peter Cramton, revised 2012. 
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Under the Medicare Modernization Act, Congress originally prohibited CMS from running CB programs in areas 
outside the current 100 highly populated metropolitan areas because Congress recognized that bidding was simply 
inappropriate in rural areas due to limited number of suppliers and potential access issues.5 Instead, Congress directed 
the Secretary to use information obtained from CBP to adjust payment amounts for competitively bid items in areas 
outside CBAs. CMS implemented this authority issuing rules to create adjusted fee schedules using average regional 
SPA amounts from CBAs. After a brief phase-in, CMS fully implement the new rates January 1, 2017. In many cases, 
reimbursement dropped by as much as 75% compared to the old, unadjusted rates.  

As a result of these extraordinary payment cuts in rural areas, beneficiaries in areas outside of CBAs have seen decisive 
drops in access to DMEPOS. Expanding CBP to these rural areas will only intensify access hurdles for beneficiaries living 
there. Given the well-known structural flaws of CBP and the special demographic and economics of areas outside 
CBAs, expanding CBP could exacerbate the access issues these beneficiaries face. We recognize and are very 
concerned about deteriorating access to DMEPOS in areas outside CBAs. But expanding CBP to these areas will not 
increase, and could very well aggravate, access for beneficiaries there. The controlling statute, 42 USC §1395m(a)(F), 
requires CMS to use information from CBAs to adjust prices for “covered items” furnished on or after January 1, 2016 
in areas outside CBAs. The statute states: 

The Secretary may (and, in the case of covered items furnished on 
or after January 1, 2016, … shall) use information on the payment 
determined under such competitive acquisition programs to 
adjust the payment amount otherwise recognized under [the 
unadjusted fee schedules] for an area that is not a competitive 
acquisition area … [.] 

In the Medicare Modernization Act, Congress specifically limited CMS’ authority to conduct bid program in densely 
populated metropolitan areas.6 This is because Congress understood that bidding requires a large number of 
participants to compete in the bid program, and a large enough number of contract providers to serve the population. 
In more rural areas, there are typically very few providers. For example, in South Dakota, there are 30 traditional DME 
suppliers to serve the entire state, an area of over 78,000 square miles.7 There are already demonstrated access issues 
in states such as North Dakota and there are simply enough potential suppliers to participate in a bid program. Finally, 
auction experts agree that a rational bid program not only requires existing entities to participate in the bid program, 
but that the real competition comes from new entrants.8 In rural areas, there has been a sharp decline in DME 
suppliers over the last several years due to increased costs of serving these areas. It is highly unlikely that bidding in 
rural areas would attract enough new suppliers to provide the necessary competition.  

The Administration further proposes to use a reference price from other, similar rural areas if in a particular rural area 
there are less than two suppliers submitting bids. Congress has already required CMS to use a reference pricing 
methodology when it required (in the 21st Century Cures law) CMS to redraft its regulation that defines how CMS 
calculates prices in non-bid areas based upon bidding in metropolitan areas. Therefore, Congress should reject the 
Administration’s proposed alternative methodology, because it directly skirts Congress’ outstanding mandate for CMS 
to fix the pricing methodology in non-bid areas. 

CMS should not conduct bidding in areas outside the 100 metropolitan areas that Congress originally authorized 
because it will accelerate the deterioration of access. CMS must amend the rules creating adjusted fee schedules using 
notice and comment, following Congress’ instructions in 42 USC §1395m(a)(G) which mandates CMS to: solicit and 

                                                           
5 Social Security Act/SSA  1847(a)(1) 
6 Social Security Act/SSA  1847(a)(1) 
7 AAHomecare analysis based on data retrieved from PDAC. 
8 See Testimony of Peter Cramton Before House Small Business Committee, Subcommittee on Healthcare and Technology, September 11 ,2012: 
http://www.cramton.umd.edu/papers2010-2014/cramton-house-small-business-hearing-comments-17-sep-2012.pdf  

http://www.cramton.umd.edu/papers2010-2014/cramton-house-small-business-hearing-comments-17-sep-2012.pdf
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take supplier input, consider the highest amount bid by a winning bidder in a CBA, and compare economic and 
demographic differences between CBAs and non-CBAs with respect to average travel distances, the volume of items 
and services and number of suppliers. 
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3. Address excessive billing for durable medical equipment that requires refills or serial claims This proposal uses 
Medicare demonstration authority to test whether using a benefits manager for serial durable medical equipment 
claims results in lower improper payments and reductions in inappropriate utilization. The benefits manager would 
be responsible for ensuring beneficiaries were receiving the correct quantity of supplies or services for the 
appropriate time period. [Budget impact not available] 

 
CMS currently requires DMEPOS suppliers to follow very stringent guidelines for replacing consumable and non-
consumable supplies that ensure the beneficiary is in need of the refills. The current requirements are as follows: 

For items that are delivered to the beneficiary, documentation of a request for refill must be either a 
written document received from the beneficiary or a contemporaneous written record of a phone 
conversation/contact between you and the beneficiary. The refill request must occur and be documented 
before shipment. A retrospective attestation statement by you or the beneficiary is not sufficient. The refill 
record must include:  

• The beneficiary’s name or authorized representative, if different than the beneficiary  

• A description of each item that is being requested  

• Date of refill request  

• For consumable supplies, i.e., those that are used up (e.g., ostomy or urological supplies, surgical 
dressings, etc.)—you must assess the quantity of each item that the beneficiary still has remaining, 
to document that the amount remaining will be nearly exhausted on or about the supply 
anniversary date.  

• For non-consumable supplies, i.e., those more durable items that are not used up but may need 
periodic replacement (e.g., positive airway pressure and respiratory assist devices’ supplies)—you 
must assess whether the supplies remain functional, providing replacement (a refill) only when the 
supply item(s) is no longer able to function. You must document the functional condition of the 
item(s) being refilled in sufficient detail to demonstrate the cause of the dysfunction that 
necessitates replacement (refill).  

 
This information must be kept on file and be available upon request.9 

 
The above instructions make it very clear that the supplier and the beneficiary concur on what they have and what 
the needs are. Current audit processes ensure that suppliers are following the CMS requirements for supplies. 

 
In addition, CMS has issued stringent guidance on the time frames for beneficiary contact and the timing of shipping 
or delivering refill supply orders. Here are the current requirements: 

 
• For all DMEPOS items and supplies provided on a recurring basis, billing must be based on 

prospective, not retrospective use.  

• For DMEPOS products that are supplied as refills to the original order, suppliers must contact the 
beneficiary prior to dispensing the refill and not automatically ship on a pre-determined basis, even if 
authorized by the beneficiary. This shall be done to ensure that the refilled item remains reasonable 
and necessary, existing supplies are approaching exhaustion, and to confirm any 
changes/modifications to the order. Contact with the beneficiary or designee regarding refills must 

                                                           
9 Centers for Medicare and Medicaid Services, Face-to-Face Encounter Requirement for Certain Durable Medical Equipment, Updated 09/09/15, 

accessed on 05/09/2018: https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-
Programs/Medical-Review/FacetoFaceEncounterRequirementforCertainDurableMedicalEquipment.html  

https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/Medical-Review/FacetoFaceEncounterRequirementforCertainDurableMedicalEquipment.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/Medical-Review/FacetoFaceEncounterRequirementforCertainDurableMedicalEquipment.html
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take place no sooner than 14 calendar days prior to the delivery/shipping date. For delivery of refills, 
the supplier must deliver the DMEPOS product no sooner than 10 calendar days prior to the end of 
usage for the current product. This is regardless of which delivery method is utilized.10  

The above instructions clearly outline the requirements for contacting beneficiaries, ensuring a need and the time 
frames for placing the order and delivering to a beneficiary. 

 
Beneficiaries that have monthly rentals of durable medical equipment are required to sign a document that the patient 
is responsible for notifying a supplier when the equipment is no longer needed. As in any business transaction, both 
parties have rights and responsibilities.  

 
CMS currently requires suppliers to document continued use as follows: 

 
Continued use describes the ongoing utilization of supplies or a rented item by a beneficiary. 
 
Suppliers are responsible for monitoring utilization of DMEPOS rental items and supplies. No monitoring 
of purchased items or capped rental items that have converted to a purchase is required. Suppliers must 
discontinue billing Medicare when rental items or ongoing supply items are no longer being used by the 
beneficiary. 
 
Beneficiary medical records or supplier records may be used to confirm that a DMEPOS item continues to 
be used by the beneficiary. Any of the following may serve as documentation that an item submitted for 
reimbursement continues to be used by the beneficiary: 

• Timely documentation in the beneficiary's medical record showing 
usage of the item, related option/accessories and supplies. 

• Supplier records documenting the request for refill/replacement of 
supplies in compliance with the REFILL DOCUMENTATION 
REQUIREMENTS section. This is deemed sufficient to document 
continued use for the base item, as well. 

• Supplier records documenting beneficiary confirmation of 
continued use of a rental item. 

 
Timely documentation is defined as a record in the preceding 12 months unless otherwise specified 
elsewhere in this policy.11 

 
The above instructions clearly outline the requirements for ensuring the equipment continues to be needed. 

 
The concept of a benefit manager to serve as a ‘middle man’ between a supplier and a Medicare beneficiary would 
impact the ability to ensure access to needed equipment, accessories, and supplies. The current process of contact, 
documentation, order fulfillment, and shipping are tightly managed and to insert another point of contact would slow 
down the process and cause confusion for beneficiaries. 

 
In addition, on-going rentals for oxygen concentrators (E1390) alone average 659,385 patients per month based on 
Medicare claims allowed units for 2016.12 It is inconceivable for any number of benefit managers to be able to contact 
Medicare beneficiaries to ensure on-going rentals are needed.  

 

                                                           
10 CGS, JD DME, Items Provided on a Recurring Basis and Request for Refill Requirements-Revised-August 2012, accessed on 05/09/2018: 

https://www.cgsmedicare.com/jc/pubs/news/2012/0812/cope19798.html  
11 Noridian Healthcare Solutions, DME Jurisdiction D, Continued Use/Continued Need, accessed on 05/09/2018: 

https://med.noridianmedicare.com/web/jddme/topics/documentation/continued-need  
12 2016 Claims retrieved through FOIA request.  

https://www.cgsmedicare.com/jc/pubs/news/2012/0812/cope19798.html
https://med.noridianmedicare.com/web/jddme/topics/documentation/continued-need
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If the concept of the benefit manager is to ensure suppliers are providing equipment and supplies as needed, it is a 
duplicative effort and an additional expense to the Medicare program. The current audit and oversight activities 
should be the mechanism with which suppliers are held accountable. In looking at the 2017 CERT improper payment 
rate, the root cause of insufficient documentation errors, of that less than 24% were due to records of the supplier, 
the remaining 76% were due to prescriber records.13 It would seem more focus on prescriber patterns and processes 
is warranted. 

 
 
  

                                                           
13 Centers for Medicare and Medicaid Services (2018). Medicare Fee-for-Service 2017 Improper Payments Report. 
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4. Eliminate the unnecessary requirement of a face-to-face Provider Visit for Durable Medical Equipment Currently, 
physicians must document a beneficiary’s face-to-face encounter with a physician or non-physician practitioner as 
a condition for Medicare payment for a durable medical equipment order, which can be overly burdensome on 
providers and suppliers. This proposal enables CMS not to impose this face-to-face requirement on all providers. 
[No budget impact] 

 
AAHomecare requests additional information on the inclusion of eliminating the unnecessary requirement of a face-
to-face for DME. Currently CMS has not enforced the requirement for a face-to-face despite the effective date of 
10/1/13. The last update on CMS’ website was on September 30, 2015, indicating, “CMS will not start actively 
enforcing or expect full compliance with the DME face-to-face requirements until further notice.”14 

 
The industry requests additional information on this item in the budget. While CMS may not be enforcing to date, 
various local coverage determinations (LCDs) do require a clinical evaluation/face-to-face visit. Should this item come 
to fruition, it will not eliminate the requirement based on LCDs. 
 
 
 
 
  

                                                           
14 Centers for Medicare and Medicaid Services, Face-to-Face Encounter Requirement for Certain Durable Medical Equipment, Updated 09/09/15, 
accessed on 05/09/2018: https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-
Programs/Medical-Review/FacetoFaceEncounterRequirementforCertainDurableMedicalEquipment.html  
 

https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/Medical-Review/FacetoFaceEncounterRequirementforCertainDurableMedicalEquipment.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/Medical-Review/FacetoFaceEncounterRequirementforCertainDurableMedicalEquipment.html
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5. Increase the minimum amount in controversy required for an adjudication to the Administrative Law Judge to the 
Federal District Court amount in controversy requirement ($1,600 in the calendar year 2018 and updated annually). 
Appeals that do not meet this threshold would be adjudicated by a Medicare magistrate. This proposal increases 
the minimum amount in controversy required for adjudication of an appeal by an Administrative Law Judge to the 
Federal District Court amount in controversy requirement, which is $1,600 in calendar year 2018 and updated 
annually. This adjustment will allow the amount at issue to better align with the amount spent to adjudicate the 
claim. Appeals not reaching the minimum amount in controversy will be adjudicated by a Medicare magistrate. [No 
budget impact] 
 

This proposal would delegate Medicare Magistrates the authority to render decisions that ALJs make. While there 
may be merit to using ALJ surrogates in some instances, AAHomecare has serious concerns about this proposal and 
does not support it.  

The proposal to use amount in controversy will steer most, if not all, DMEPOS appeals away from ALJs. Reimbursement 
for one monthly DMEPOS rental or purchase claim is very modest. These claims will be much smaller than those for 
inpatient stays, or in some cases, even a single physician visit. Adopting an amount in controversy approach has the 
potential to deprive most suppliers the opportunity to appear before ALJs. 

There are also important practical issues about how the Agency might implement this proposal. One important 
concern is the caliber of the experience and training these individuals will have. Medicare is itself is a complex 
statutory scheme rendered even more complicated by the breadth of the Secretary’s discretion and the discretionary 
authority he delegates to contractors to make decisions, including questions about whether items or service 
“reasonable and necessary.” The DMEPOS benefit rules makeup an especially intricate subset of Medicare program 
rules. The Agency must be very specific about the steps it will take to ensure magistrates remain independent and are 
appropriately qualified and trained for the roles they assume. 
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6. Establish a post-adjudication user fee for the third level of appeals at the Office of Medicare Hearings and Appeals 
(OMHA) and the fourth level at the Departmental Appeals Board. This proposal establishes a post-adjudication user 
fee for all unfavorable Medicare appeals, other than beneficiary appeals, at the Office of Medicare Hearings and 
Appeals, the 3rd level of appeals, and the Departmental Appeals Board, the 4th level of appeals. The user fee 
amount will support a portion of the administrative costs required to adjudicate appeals. [No budget impact] 

 

AAHomecare is not in favor of a filing fee. Suppliers file appeals because they believe the claim was denied in error. 
This would be a duplicative punishment since the supplier is already not paid for services rendered or had the payment 
recouped and in some cases is paying interest charges. The current estimated wait time at the ALJ is 1,214 days, which 
means suppliers are waiting over three years to receive payment.15 In an effort to reduce the ALJ backlog, CMS 
developed two programs to reduce DME appeals: the QIC Telephone Demonstration, which has resulted in an 64% 
overturn rate and the serial appeals initiative, which has overturned 75,000 claims. 16,17 These numbers showcase that 
suppliers should not have had these claims denied in the first place. HHS should not be discouraging suppliers from 
appealing on denied claims especially when there is strong evidence that support suppliers’ efforts.  

It would also appear that this proposal has the potential to disproportionately target the DMEPOS industry as the 
industry continues to be 50% of backlogged appeals according to OMHA.  

 

 

  

                                                           
15 https://www.hhs.gov/about/agencies/omha/about/current-workload/average-processing-time-by-fiscal-year/index.html 
16 Reported by C2C Innovative Solutions at Medtrade Spring 2018. 
17 Reported by C2C Innovative Solutions at Medtrade Spring 2018. 
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7. Require a Good-Faith Attestation on All Appeals. This proposal requires all appellants to include in their initial 
appeal filing an attestation that they are submitting their appeal under a good-faith belief that they are entitled 
to receive Medicare reimbursement. This proposal also authorizes the Secretary to sanction or impose civil 
monetary penalties on appellants who submit attestations that are found to be unreasonable or made in bad 
faith. [No budget impact] 

 
If adopted, the requirement will effectively take away appeal rights in many instances. There are several concerns the 
industry has, such as:  

 
1. Will there be complimentary language that punishes the CMS contractors for unreasonable/bad faith denials?  
2. Will there be guidance on what constitutes an “unreasonable” or “bad faith” attestation?  
3. Who makes the decision regarding whether an appeal is “unreasonable” or is filed in “bad faith?”  
 

By comparison, Federal Rule of Civil Procedure 11, which pertains to a lawsuit in federal court, says18:  
 

By presenting to the court a pleading...an attorney...certifies that to the best of 
the person’s knowledge, information, and belief, formed after an inquiry 
reasonable under the circumstances: (1) it is not being presented for any improper 
purpose, such as to harass, cause unnecessary delay, or needlessly increase the 
cost of litigation; (2) the claims, defenses, and other legal contentions are 
warranted by existing law or by a non-frivolous argument for extending, 
modifying, or reversing existing law or for establishing new law; (3) the factual 
contentions have evidentiary support or, if specifically so identified, will likely have 
evidentiary support after a reasonable opportunity for further investigation or 
discovery; and (4) the denials of factual contentions are warranted on the 
evidence, or, if specifically so identified, are reasonably based on belief or a lack 
of information. 

 
The Rule further states19:  

 
If, after notice and a reasonable opportunity to respond, the court determines 
that Rule 11(b) has been violated, the court may impose an appropriate sanction 
on any attorney...that violated the rule or is responsible for the violation. 

 
In federal court, a determination of “bad faith” can only be made after the adverse parties argue to, and present 
evidence before, a federal judge or federal magistrate. The judge/magistrate will consider the evidence and apply it 
to the guidelines set out in Rule 11. Only after taking these steps might the judge/magistrate levy sanctions. And so, 
the question is this: If the attestation requirement is adopted for the administrative appeals process, will the same 
types of safeguards be given to the suppliers? 

Due to the administrative appeals process giving great deference to CMS and its contractors, and in light of the 
potential exposure to civil monetary penalties, if the proposed requirement goes into effect, many DME suppliers will 
elect not to pursue appeals. In addition, this may impact the access to care for Medicare beneficiaries because 
suppliers may decide not to provide services due to the cost and administrative burden such a change will have on 
suppliers. 

Often, denials are technical in nature, many being minor documentation errors even though the patient clearly needs 
the equipment and the medical records support the patient’s need for the equipment. In other instances, CMS 

                                                           
18 Fed. R. Civ. P.  Rule 11(b).  
19 Id. at 11(c). 
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contractors deny claims because the contractors assert that there is insufficient documentation showing medical 
necessity. The determination of “medical necessity” is often subjective in the mind of the CMS contractor; because of 
this subjectivity, if a claim is decided because of “lack of medical necessity,” it is difficult for the supplier to prevail on 
appeal. In one case, a DME supplier appealed the denial of over 150 claims. On appeal, only a handful of the claims 
were allowed. Because this was an “extrapolated” audit (i.e., the CMS contractor extrapolated the percentage of 
claims denied to a much larger universe of claims), this supplier had no choice but to appeal. In this example, most of 
the patients medically needed the equipment but the physicians failed to sufficiently document the medical record to 
support the medical need. If the proposed requirement was in effect, as a result of the low success rate it would not 
be a stretch to see the government making an argument “after the fact” that the appeal was “unreasonable” and/or 
made in “bad faith.” 

Further, in order to stop recoupments (arising out of post-payment audits) at the redetermination and reconsideration 
levels, the supplier must file its appeal within 30 days at redetermination and then at approximately 45 days at 
reconsideration. If the proposed requirement is in effect, then suppliers will be required to weigh the effects of (i) 
filing an appeal early to avoid recoupment or (ii) filing an appeal later (resulting in recoupment) in order to build a 
case against a “bad faith” or “unreasonableness” assertion by the government. The certification requirement is an 
additional burden that will result in many suppliers being subjected to recoupment while they obtain additional 
documentation to reduce the risk of the government asserting an “unreasonableness” and/or “bad faith” claim against 
the supplier.  

The DME industry has observed favorable results from appeals gradually decline. In Fiscal Year 2012, the number of 
fully favorable decisions at the ALJ level was 53.2%.20 That dropped to 31.1% in Fiscal Year 2018.21 Adding additional 
burdens to the appeal process will decrease the number of appeals being filed.   

If the supplier is unsuccessful at the reconsideration level, then they can appeal to an ALJ. Between the time of the 
reconsideration decision and the ALJ decision, the CMS contractor can recoup the denied claims. This might not be a 
severe burden to the supplier if the ALJ would render its decision within 90 days as it is required by law. However, due 
to the significant backlog of ALJ appeals, it is taking ALJs three to four years to render decisions and even after receiving 
an ALJ’s favorable decision, a supplier must continue to wait for the DME MAC to remit payment on the claim. This is 
a severe burden to suppliers. The solution to the appeal backlog is not discouraging appeals. Instead, HHS needs to 
provide the additional resources needed to process appeals. CMS has increased its audits without committing the 
additional resources to the appeal process. This is a flawed process that unfairly prejudices suppliers. 

 

 

 

                                                           
20 Department of Health and Human Services, Office of Medicare Hearings and Appeals, Decision Statistics. Accessed on June 7, 
2017: https://www.hhs.gov/about/agencies/omha/about/current-workload/decision-statistics/index.html  
21 Ibid. 

https://www.hhs.gov/about/agencies/omha/about/current-workload/decision-statistics/index.html
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March 23, 2018 
 
 
Via Electronic Mail: DKelley@medpac.gov 
 
 
Dana Kelley 
Principal Policy Analyst/Interim Deputy Director 
Medicare Payment Advisory Commission 
425 I Street, NW 

Suite 701 
Washington, DC 20001 
 
 
Dear Ms. Kelley: 
 
 
The American Association for Homecare (AAHomecare) is pleased to have the opportunity to submit 
comments on the June MedPAC Report to Congress. AAHomecare is the national organization for 
durable medical equipment, infusion therapy, prosthetics, orthotics, and supplies (DMEPOS) suppliers, 
manufacturers, and other stakeholders in the homecare community. Our organization has worked for 
many years with CMS and HHS on competitive bidding issues and challenges. 
 
As we wind down Round 1 2017 and the Recompete of Round 2, we have shared our concerns and ideas 
with the HHS, CMS, and Congress. The industry is ready and willing to partner with the Agency to refine 
the competitive bidding program to endure and allow the DMEPOS industry to exist and continue to 
provide needed equipment, services, and supplies to Medicare beneficiaries in their homes. In fact, we 
have met with and shared our recommendations for refinement with Secretary Price and others at HHS. 
Attached you will find a letter submitted to HHS detailing our top six recommendations (Attachment 1). 
AAHomecare has developed additional recommendations that we have not presented to date but would 
be happy to share. 
 
The DMEPOS industry has worked tirelessly to increase requirements for suppliers to participate in the 
Medicare program by advocating for accreditation, increasing the quality and supplier standards, and 

mailto:DKelley@medpac.gov
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educating the supplier community on CMS requirements. As a result, the volume of OIG reports 
reflective of the industry has been reduced, from 13 in CY2010-2011 to 8 in CY2016-2017.1,2 
 
Of concern is that AAHomecare has monitored the supplier community related to the number of 
traditional DMEPOS suppliers for several years and has documented an approximate 40% reduction 
from 2013 to 2017 based on the CMS published supplier database.3 The impact of competitive bidding 
and the roll out of pricing to non-bid areas has been the largest cause of this. It is important that the 
industry as a whole continue to survive in order to be able to provide equipment and services to 
patients in their homes regardless of the payer source. Such widespread reductions in the number of 
traditional DMEPOS suppliers puts at risk the very existence of the industry. AAHomecare’s supplier 
tracking and explanation of the methodology are attached for your reference (Attachment 2,3). 
 
In your report you discuss the criticisms of the competitive bidding program on many fronts, refuting 
them with the statement related to emergency room visits. However, the criticisms go beyond the one 
metric of emergency rooms and these are not addressed in the report. According to a letter submitted 
to President Obama on June 17, 2011, 244 economists, computer scientists and engineers with expertise 
in the theory and practice of auctions stated, “The CMS competitive bidding program violates all of the 
principles, especially the principles of transparency and of basing regulations on the best available 
science. Indeed, the current program is the antithesis of science and contradicts all that is known about 
proper market design.”4 For your convenience, we also included the letter in the zipped file (Attachment 
4). As there are many areas of concern with the program, it seems inappropriate to brush them all off 
without further consideration. As stated previously, the industry has made several recommendations for 
improvements to the bidding program and would be happy to discuss them with MedPAC for inclusion 
in your recommendations. 
 
Dobson Davanzo completed a study on access to care issues from the perspective of beneficiaries, 
discharge planners and physician practices, as well as suppliers. There were 1,064 respondents to the 
survey and of that 437 were beneficiaries and 361 were case managers.5 The study found that 52.1% of 
beneficiaries reported problems accessing DME and/or services and 88.9% of case managers reported 
issues with obtaining DME and/or services in a timely fashion.6 70.8% of discharge planners reported 
discharge delays of 1-7 days due to delays in obtaining DME.7 Dobson Davanzo also found that 
beneficiaries are experiencing anxiety over their ability to get needed DME. 36.9% of beneficiaries 
reported paying out-of-pocket for expenses related to their DME.8 A copy of the full report is attached 
(Attachment 5). 

                                                           
1 Office of Inspector General, U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES. Reports & Publications, Office 
of Evaluation and Inspections. Retrieved March 20, 2018, from: https://oig.hhs.gov/reports-and-
publications/oei/d.asp#mde.   
2 Office of Inspector General, U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES. Reports & Publications, Office 
of Audit Services, Centers for Medicare and Medicaid Services. Retried on March 20, 2018, from: 
https://oig.hhs.gov/reports-and-publications/oas/cms.asp.  
3 Centers for Medicare and Medicaid Services. Supplier Directory datasets. Retrieved quarterly data from July 
2013- July 2017 from: https://data.medicare.gov/data/supplier-directory  
4 Peter Cramton, 2012. "Letter from 244 Concerned Auction Experts on the Medicare Competitive Bidding 
Program," Papers of Peter Cramton 11lto, University of Maryland, Department of Economics - Peter Cramton, 
revised 2012. 
5 Dobson, A., Heath S., et al. 2017. Access to Home Medical Equipment: Survey of Beneficiary, Case Manager, and 
Supplier Experiences.   
6 Ibid. 
7 Ibid. 
8 Ibid. 

https://oig.hhs.gov/reports-and-publications/oei/d.asp#mde
https://oig.hhs.gov/reports-and-publications/oei/d.asp#mde
https://oig.hhs.gov/reports-and-publications/oas/cms.asp
https://data.medicare.gov/data/supplier-directory


3 
 

 
In addition, the American Thoracic Society conducted a peer-reviewed patient survey specific to access 
to oxygen equipment and services. Interestingly, their findings were very similar to the Dobson Davanzo 
study. One of their conclusions was, “Patients report inability to obtain equipment that meets their needs 
and forced isolation due to inability to obtain user friendly oxygen delivery systems and/or identify suppliers 
who can meet their needs.”9 A copy of the full report is attached for your review (Attachment 6). 
 
In the history section of the report, there is a reference to how the products are priced as they are bid 
and then calculated based on weighting to the composite bid. It is important to point out that numerous 
products are encapsulated in a single HCPCS code and that the bidding process is about the code, not a 
specific product. The challenge when one looks at the whole DME benefit is that the codes represent 
products that are disparate in form, function, and materials, and a coding system that cannot 
differentiate at a more granular level will eventually create access to care issues for different products 
within a HCPCS code. It would be more appropriate to reflect the process from the code level and not 
product. 
 
There is a reference to a 2006 OIG report that indicated an oxygen concentrator has a cost of $587 and 
yet Medicare paid $7,215 over the 36-month period. Morrison Informatics conducted a study in 2006, 
“A Comprehensive Cost Analysis of Medicare Home Oxygen Therapy,” which found that overall per 
patient per month cost for the major components of home oxygen were $201.20 back in 2006.10 A copy 
of the full report is attached as well (Attachment 7). Further, a Dobson DaVanzo study in 2016, “Analysis 
of the Cost of Providing Durable Medical Equipment to the Patient Population,” found that the cost of 
goods comprised 58% of the total cost of providing DMEPOS to Medicare beneficiaries.11 It is important 
to consider the costs of providing care when looking at overall reimbursement rates. 
 
In the reference to the CERT improper payment rate, the 2017 report did show a 2% reduction to 44% 
for the DMEPOS industry.12 AAHomecare has worked closely with CMS and the industry to better 
understand the details behind the improper payment rate. In this year’s report, CMS included further 
breakdown of the insufficient documentation to clarify the root causes, however there is much work to 
be done here to better understand the scoring. It is important to note that of the 44% error rate, only 
4% was due to medical necessity and 79% was due to insufficient documentation primarily from 
prescriber records.13 A full copy of the 2017 Medicare Fee-for-Service Supplemental Improper Payment 
Data is attached (Attachment 8). 
 
In terms of the expanded recommendations, AAHomecare has always advocated for a prior 
authorization that is efficient, timely, and effective. We continue to monitor CMS’ progress on 
expanding the program and continue to offer recommendations to increase efficiencies and move the 
program forward.   
 
The recommendation related to the PDAC and code verifications is an interesting one to contemplate. 
For many product categories, suppliers require manufacturers to code verify their products even though 

                                                           
9 Jacobs, S., Lindell, K., et al. 2018. Patient Perceptions of the Adequacy of Supplemental Oxygen Therapy: Results of 
the American Thoracic Society Nursing Assembly Oxygen Working Group Survey. 
10 Morrison Informatics, Inc. 2006. A Comprehensive Cost Analysis of Medicare Home Oxygen Therapy. 
11 Dobson, A., Heath, S., et al. 2016. Analysis of the Cost of Providing Durable Medical Equipment to the Medicare 
Population: Measuring the Impact of Competitive Bidding. 
12 Centers for Medicare and Medicaid Services, U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES. 2018. 2017 
Medicare Fee-for-Service Supplemental Improper Payment Data. 
13 Ibid. 
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the local coverage determination (LCD) does not require it. This is one way for a supplier to ensure they 
are billing appropriately for the items they dispense. However, the process in its entirety is resource 
intensive for CMS and manufacturers. It may be beneficial to evaluate categories where there are a 
large variety of products or where the products are complex. AAHomecare would like to work with 
industry stakeholders and CMS to further discuss this as an option moving forward. The one comment 
made in the report about how the coding verification process would address the challenge with knowing 
what product was dispensed is not accurate. As suppliers only bill by HCPCS code, there is no way to 
know what product was dispensed, as long as it meets the definition of the HCPCS code. 
 
Throughout the report there are many references to comparisons with private payer pricing and in 
previous presentations a reference to Amazon. It is important to note that working within the Medicare 
framework is much more costly than a simple online transaction or a transaction with a typical managed 
care payer. The documentation requirements in addition to the audits make working with the Medicare 
program that much more difficult and costly. It is not a comparison of apples to apples to look at any 
other type of transaction for the same item. An attached document reviews a comparison of a Medicare 
order to that of an online order for your reference (Attachment 9).  
 
Dobson Davanzo completed a cost study analysis to look at suppliers’ costs versus Medicare allowable, 
which clearly showed that all DMEPOS HCPCS included in the survey were reimbursed at 88% of overall 
cost, which is considerably below actual costs.14 It is clear the long-term viability of the industry needs to 
be of concern as additional recommendations are made. A copy of the study is attached for your 
consideration (Attachment 10). 
 
The report references top 10 highest expenditure HCPCS codes excluded from the competitive bidding 
program, two of which are ventilator codes E0463 and E0464. CMS has repeatedly excluded these 
codes, now defined as E0465 and E0466 due to the clinical nature of the beneficiaries who need these 
devices. These patients are fragile and the therapy requires intense amounts of training and monitoring. 
During initial phases of home therapy, patients require careful assessment, ongoing monitoring, and 
titration of their equipment. Patients who use noninvasive positive pressure support ventilators also 
require consistent follow-up, typically by respiratory care personnel. In the industry’s experience, this 
early phase is important to achieve effective patient compliance and maximum therapeutic benefit. The 
patient and family caregivers also receive education on the importance of compliance and equipment 
use and maintenance. After this initial phase, patients are evaluated for their response to therapy and 
recommendations for changes to the plan of care, if any, are communicated to the treating physician. 
Follow-up includes assessments for complications and monitoring to ensure adequate compliance with 
the treatment plan. Ongoing follow-up allows the appropriate member of the health care team to 
intervene to correct or avoid the potential for serious problems. Many patients, especially end stage 
patients continue to require intensive monitoring and follow-up. Typically, registered respiratory care 
personnel perform follow-ups for patients in all phases of treatment. It is clear when comparing these 
devices to others included in competitive bidding that they warrant exclusion due to the intensity of the 
services that are necessary to accompany the devices. 
 
In terms of urological and ostomy supplies, AAHomecare has developed a white paper on the challenges 
with including these specific product categories in competitive bidding. Primarily due to the large 
number of products that fall within a HCPCS code, the complexity of product, and the distinct and highly 
variable needs of patients, it is very difficult to place them in competitive bidding. After the Polk County 
DMEPOS Demonstration Project which included urological supplies, CMS concluded in its final report, 

                                                           
14 Dobson, A., Heath, S., et al. 2016. Analysis of the Cost of Providing Durable Medical Equipment to the Medicare 
Population: Measuring the Impact of Competitive Bidding.  
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“we believe that the product category of urological supplies is not well suited for Competitive Bidding… 
it offers relatively little potential for program savings.”15 Please reference the attached white paper for 
additional information (Attachment 11). 
 
AAHomecare has researched and developed two additional references on participation status and 
limiting charge attached to this letter as well. As you cite in your draft report, assignment rates in non-
CB areas are approximately 99.5%, and while there is some concern this could change, it is unlikely to 
see a large shift given the historical tracking of this metric. By allowing non-assignment, Medicare 
beneficiaries are assured access to the wide variety of products within a HCPCS code. Mandatory 
assignment will result in further limiting those products available to Medicare beneficiaries and 
restricting the development of products by manufacturers. A unique challenge to the DMEPOS industry 
is that there is a large variety of products within a HCPCS code and restricting beneficiary access to only 
products that suppliers can afford to provide would be unreasonable. Creating an environment of haves 
and have nots based on the ability to afford to pay cash for a product a beneficiary chooses would be 
discriminating to say the least (Attachment 12, 13). 
 
AAHomecare and other stakeholders have been aware of the problems inherent in mixing together: 
orthotic suppliers; lead generation companies; telehealth companies that receive income from lead 
generation companies; and “telehealth” physicians who prescribe braces. AAHomecare and industry 
leaders have educated the DME industry about the problem through articles, conference programs, and 
webinars. In addition, CMS has taken steps to address this problem by conducting audits and suspending 
payments. As a result of the actions taken by AAHomecare, stakeholders, and CMS, the orthotic-
telehealth model is coming to an end. AAHomecare and industry stakeholders will continue to be 
proactive in educating the DME industry on arrangements to avoid. 
 
AAHomecare appreciates the opportunity to provide these comments and looks forward to discussing 
them in more detail. 
 
 
Sincerely, 

 
Tom Ryan 
CEO 
American Association for Homecare 

                                                           
15 The Center for Medicare and Medicaid Innovation, Center Centers for Medicare and Medicaid. 2003. Evaluation 
of Medicare’s Competitive Bidding Demonstration for DMEPOS: Final Evaluation Report. (p.252) 
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March 9, 2018 

 

Via Electronic Mail: OIRA_submission@omb.eop.gov  

 

Office of Management and Budget 
Office of Information and Regulatory Affairs 
Attention: CMS Desk Officer 
CMS-10471 
OMB Control Number: 0938-1235 

 

 

Re: Agency Information Collection Activities; Proposals, Submissions, and Approvals 
 

  

To Whom It May Concern: 

 

The American Association for Homecare (AAHomecare) is pleased to have the opportunity to submit 

comments on the Evaluation of the Medicare Prior Authorization for Power Mobility Devices Demonstration 

(PMD PA Demonstration) under the Paperwork Reduction Act of 1995.  AAHomecare is the national 

organization for durable medical equipment, infusion therapy, prosthetics, orthotics, and supplies (DMEPOS) 

suppliers, manufacturers, and other stakeholders in the homecare community. Our membership participates 

in the PMD PA demonstration and in light of our members’ expertise and experience, AAHomecare is 

uniquely qualified to comment on the above request. We are strong supporters of programs that streamline 

services and improves access to timely, quality care for Medicare beneficiaries. Since the inception of the 

demonstration in September of 2012, we have received positive feedback from suppliers participating in the 

PMD PA Demonstration. We strongly urge CMS to extend the PMD PA Demonstration beyond the August 

31, 2018 deadline or immediately transition the currently included items in the PMD PA Demonstration to 

Medicare’s Prior Authorization for Certain DMEPOS Items program and require prior authorization 

mailto:OIRA_submission@omb.eop.gov
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nationwide for PMDs before the conclusion of the PMD PA Demonstration on August 31, 2018.1 It is crucial 

that this process continues to be available for PMD suppliers and beneficiaries.     

 

I. Demonstration Successes 

 

PMD PA Demonstration has proven to be successful for CMS by reducing improper payments; and the 

evidence can be seen in CMS’ Comprehensive Error Rate Testing (CERT) reports. In the 2012 Medicare Fee-

for-Service Supplemental Improper Payment Data report (date of service: 07/01/2010-06/30/2011), CMS 

reported an 84.6% improper payment rate for PMDs.2 However, the 2017 report that was published earlier 

this year showed an improper payment rate of 20.8%.3 Within a 5-year period, the CERT improper payment 

rate was for PMD was reduced by 75%. You can see the trend in the graph below.4 The significant drop seen 

between the 2014 report and 2015 report coincides with the start of PMD PA Demonstration.  

 

 

 
 

The PMD PA Demonstration has helped CMS reduce improper payments and ensure that the right 

beneficiary acquires the correct equipment by moving away from a pay and chase model to proactively 

determining coverage. The benefits to CMS include relief for audit and appeal contractors, since prior 

authorized items have been deemed to meet the medical necessity requirements, these items are excluded 

from audits and thus the appeals process. While CERT audits may still occur, the Durable Medical Equipment 

Medicare Administrative Contractors (DME MACs), Recover Audit Contractor (RAC) and Supplemental 

Medical Review Contractors (SMRCs) no longer audit these claims for medical necessity. 

                                                           

1  42 C.F.R. §414.234 (GPO e-CFR current through January 19, 2018). 
2  Centers for Medicare and Medicaid Services (2013). Medicare Fee-for-Service 2012 Improper Payments Report.  
3 Centers for Medicare and Medicaid Services (2018). Medicare Fee-for-Service 2017 Improper Payments Report.  
4  Data is retrieved from the annual CERT Reports on Centers for Medicare and Medicaid Services’ Comprehensive 

Error Rate Testing (CERT) website, last accessed on March 7, 2018: https://www.cms.gov/Research-Statistics-Data-and-

Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/CERT/CERT-Reports.html  

https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/CERT/CERT-Reports.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/CERT/CERT-Reports.html
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The PMD PA Demonstration provides a level of assurance for suppliers knowing that the supporting medical 

documentation created by the prescriber is consistent with Medicare’s criteria before expending resources 

to deliver equipment to the beneficiary. The burden of the extensive medical documentation requirements 

for PMDs remains unaltered by the demonstration; however, the benefit provided by Medicare reviewing 

the supporting medical documentation earlier in the process provides suppliers a level of assurance that it 

meets Medicare’s coverage policies. An affirmed prior authorization reduces the supplier’s financial risk, and 

should a prior authorization request be denied, suppliers and prescribers have the opportunity to address 

the denial immediately which eliminates the costly and lengthy appeals process for both suppliers and the 

Medicare program. 

Additionally, through this process, suppliers and prescribers obtain feedback and education via the 

affirmation/non-affirmation letter on the adequacy of medical documentation which has proven to be an 

important educational tool. Specifically, the non-affirmation letter informs the prescriber of the reasons for 

the decision, which allows him or her to learn more about Medicare requirements. The non-affirmation 

letters being sent to the beneficiary and the prescriber has been crucial to the success of the process and 

must be ensured to continue in any future prior authorization initiatives. Prescribers are authoring more 

focused and detailed medical records based on feedback provided directly from the DME MACs within the 

context of prior authorization determination letters. Beneficiaries are more aware of the Medicare 

requirements due to this process which has proven to set appropriate expectations for Medicare 

beneficiaries.  

 

II. Demonstration Recommendations 

 

CMS should advance electronic exchange and interoperability by integrating the PMD Face-to-Face (F2F) 

Encounter Clinical Data Elements (CDEs) into electronic health records. In 2012, CMS collaborated with the 

PMD industry and developed an electronic PMD F2F Encounter CDE for insertion into electronic health 

records (EHRs) to enhance documentation created by physicians during the beneficiary’s F2F examination.5  

However, the implementation of the PMD F2F Encounter CDE has not been implemented 6 years later. EHR 

software vendors have not been required to insert the PMD CDEs into EHR systems by CMS. The integration 

of the PMD CDEs will increase efficiency during the exchange of health information throughout the entire 

prior authorization process.     

Additionally, other areas of electronic exchange could be improved by increasing the use of electronic 

submission of medical documentation (eSMD) to submit documentation and receive decision letters. Many 

Medicaid and managed care programs have been completely electronic for many years. AAHomecare 

recommends that eSMD and the PMD F2F Encounter CDE for prescribers be mandatory and that the costs 

should be absorbed by the Medicare program as electronic transmissions remove costs from DME MACs 

that must handle paper mail and the scanning and indexing of those documents. CDEs should be required to 

be used by prescribers and be incorporated into their EHR systems. In addition, the CDE that CMS developed 

should be pared down to make it easier for the prescriber community to embrace. The electronic template 

                                                           

5 See CMS.gov: DMEPOS Templates, Power Mobility Device,  https://www.cms.gov/Research-Statistics-Data-and-

Systems/Computer-Data-and-Systems/Electronic-Clinical-Templates/DMEPOS-Templates/DMEPOS-Power-Mobility-

Device.html. (last visited Jan. 25, 2018). 

 

https://www.cms.gov/Research-Statistics-Data-and-Systems/Computer-Data-and-Systems/Electronic-Clinical-Templates/DMEPOS-Templates/DMEPOS-Power-Mobility-Device.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Computer-Data-and-Systems/Electronic-Clinical-Templates/DMEPOS-Templates/DMEPOS-Power-Mobility-Device.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Computer-Data-and-Systems/Electronic-Clinical-Templates/DMEPOS-Templates/DMEPOS-Power-Mobility-Device.html
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should be further developed to be shorter, more condensed and mandatory. Without CMS requiring the 

implementation of the CDEs into EHRs, including the PMD CDE, this effort will remain stalled, and the 

process will never be streamlined and efficient.   

CMS should also evaluate the current LCD requirements to determine where adjustments could be made to 

ease the process. For example, the same physician/prescriber is required to sign all documents for a patient. 

Often in a clinic or office setting, it would make sense for a rotating physician to be able to sign for patients 

that are in the process. Given the very tight timeframe for the entire order to delivery, it would be sensible 

to allow an individual in the same practice to sign documents.   

Although much of the process has been outlined by CMS, the MAC review process is still subjective and 

differs across the DME MACs. Anything that can be done to ease this part of the process would go far in 

improving overall results. We recommend CMS look and measure how each DME MAC performs as it would 

be unusual for any one DME MAC to have a significantly higher non-affirmation rate. If one is detected it 

should be reviewed to analyze their interpretation of policies and regulations.  

To better understand the impact PMD PA Demonstration has had on the appeals program, AAHomecare 

recommends CMS evaluate the volume of appeals of PMDs pre- and post- demonstration. Since appeals are 

essentially eliminated with a good PA process, we believe the demonstration has had a positive impact on 

the Medicare program. 

 

III. Prior Authorization Expansion Recommendations 

 

AAHomecare recommends CMS to extend the PMD PA demonstration beyond the August 31, 2018 deadline 

or immediately transition all PMDs in the PMD PA Demonstration to Medicare’s Prior Authorization Process 

for Certain DMEPOS Items, requiring nationwide prior authorization for PMDs before the conclusion of the 

demonstration on August 31, 2018. 

The supplier community is in support of a well-designed PA program that streamlines services and improves 

access to timely care for Medicare beneficiaries. However, CMS must consider not only the dollar value of a 

product, but also the longevity of the service. For example, aerosol medications, infusion medications, 

enteral therapy, urological and ostomy supplies tend to be needed on a long-term basis, often until the 

patient expires. If these types of services could be prior approved, it could alleviate large volumes of appeals 

for beneficiaries that have a chronic illness and long-term need of the services. In addition, product 

categories in total should be considered for prior approval. While oxygen concentrators are on the list, not 

all oxygen equipment is. If a beneficiary received a prior approval for oxygen therapy, then all items should 

be approved and all eliminated from the audit and appeal cycle that we have today.   

The timing of the authorization process is a critical factor in determining which product categories should be 

considered. While a ten-day turnaround time may work for PMDs, it will not work for many items that are 

needed quickly. The industry is very supportive of a PA process that is efficient, electronic, and timely. Given 

most issues related to the PA process lie with the prescriber and their records, consideration should be given 

to requiring the prescriber to obtain the authorization prior to writing an order and sending to a supplier. In 

similar situations, the ordering physician for an MRI seeks the authorization, not the imaging facility or the 

patient and the surgeon’s office seeks the authorization for a surgery, not the facility or the patient. Like 
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these cases, for DMEPOS, it is the prescriber’s records and recommendation that are needed for an 

authorization to be issued.  

Prior authorization processes must be PRIOR to a service being rendered. A pre-claim review or a system 

where an authorization is not needed for the first 30 days will not work for the DMEPOS industry. 

 

Overall, PMD PA Demonstration has been a successful program that has been beneficial for CMS, 

beneficiaries, and suppliers. We urge CMS to not let this important demonstration end this August. CMS 

must extend the PMD PA Demonstration beyond the August 31, 2018 deadline or immediately transition all 

PMDs in the PMD PA Demonstration to Medicare’s Prior Authorization Process for Certain DMEPOS Items, 

requiring nationwide prior authorization for PMDs. While there are many opportunities to further improve 

this program, it is crucial that the PA process continues to be available for PMD. 

We appreciate the opportunity to submit these comments. Please feel free to contact me if I can answer any 

questions about our comments above. 

 

Sincerely, 

 

Kimberley S. Brummett, MBA  
Vice President of Regulatory Affairs 
American Association for Homecare 
 



241 18th Street S., Suite 500 
Arlington, VA 22202 

(202) 372-0107, www.aahomecare.org

Via email to secretary@hhs.gov 

June 14, 2018 

The Honorable Alex Azar II  
Secretary  
The U.S. Department of Health and Human Services 
200 Independence Avenue, S. W.  
Washington, D. C. 20201  

RE: Regulatory Reform Proposals for DMEPOS Competitive Bidding Program 

Dear Secretary Azar: 

This is letter is to share with you specific reform recommendations on several issues related to Centers for 

Medicare and Medicaid’s (CMS’) DMEPOS competitive bidding program. These recommendations have been 

submitted previously to Dr. Price and discussed at several meetings with members of HHS and CMS over the 

past year and a half. The competitive bidding program’s flawed design has caused enormous disruptions to 

suppliers and beneficiaries of DMEPOS, but we believe the Department of Health and Human Services (HHS) has 

an opportunity to correct these flaws by issuing regulatory changes through the formal rulemaking process.  In 

addition, some of these changes can be promulgated through CMS’ subregulatory guidance.  In this letter, we 

outline seven reform proposals with an overview of the issue, rationale for the reform, and regulatory authority 

for the recommendation. Although there are more problems we would like to discuss with you, we have 

identified seven issues that can be fixed immediately by the Administration. In no particular order, below are the 

reform proposals that can be addressed immediately: 

1. Use market clearing price to determine Single Payment Amount (SPA) for any item
included in competitive bidding
RATIONALE: Using the median of bids distorted bid pricing because lowball bidders are
guaranteed a contract. Adopting the clearing price as the SPA is fair to suppliers whose
bids establish the cut off of the winning bids and blunts incentives for lowball bidding.

mailto:secretary@hhs.gov
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RECOMMENDED ACTION: Establish the SPA rate at the “Market Clearing Price,” the bid 
amount that is the cut off price for all winning bids (i.e., winning bids equal all bids at or 
below the clearing price).  

 
2. Use historical claims data to determine supplier capacity 

RATIONALE: CMS or contractor needs to improve its monitoring of contract suppliers’ 
ability (or willingness) to furnish all items in product categories and to assess the impact of 
contractors’ noncompliance on access for beneficiaries in the CBA. 
RECOMMENDED ACTION: Revise 42 CFR § 414.414(e), 42 CFR 414.414(i), and 42 CFR § 
414. 423 that would specify capacity requirements. CMS can make this change via sub-
regulatory guidance  

 
3. Apply uniform payment rules for transitioning DMEPOS competitive bidding 

beneficiaries.  

RATIONALE: Different rules apply for contract suppliers who accept beneficiaries from 

another contracted supplier as opposed to a non-contracted supplier. The burden is the 

same for the contracted supplier who is receiving a new beneficiary and there is no 

apparent rationale for the different rules. 

RECOMMENDED ACTION: Revise the payment rules under §414.408 to allow contract 

suppliers that accept beneficiaries who change suppliers to receive additional rental 

payments whether the beneficiary is switching from a non-contracted supplier, or from 

another contract supplier. 

4. Reform competitive bidding product categories  
RATIONALE: The current structure of competitive bidding product categories is too broad, 
resulting in low ball bidding by certain bidders which results in reducing beneficiary access 
to quality products and prohibiting specialty suppliers from participation.  
RECOMMENDED ACTION: Reform competitive bidding product categories to enhance 
beneficiary access to quality goods and services. CMS can make this change via sub-
regulatory guidance. 
 

5. Increase transparency of the competitive bidding program 
RATIONALE: 42 CFR 414.414 establishes the framework CMS uses to select winning 
bidders, but does not articulate the standards CMS applies to arrive at those decisions. 
Suppliers have no assurance that CMS uses the same standards for each competition 
across CBAs or that CMS applies the same standards uniformly to all suppliers in the same 
bid pool. 
RECOMMENDED ACTION: Revise 42 CFR §414.414 to explicitly articulate the 
standards/criteria CMS uses to select winning bidders. CMS can make this change via sub-
regulatory guidance 

 
6. Establish a prerequisite for suppliers to possess a Medicaid supplier number and meet 

all state Medicaid supplier requirements prior to bidding in a competitive bidding area 

within that state. 

RATIONALE: This requirement would help ensure that suppliers are viable and capable of 

furnishing services and items to dual eligible enrollees because a Medicaid supplier 

number (i.e., enrollment in Medicaid) is an independent indicator that the supplier meets 

all state licensure and operating requirements.  This requirement would also help ensure 
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dual eligibles have continued access to DMEPOS as CMS has published various concerns 

on this matter. 

RECOMMENDED ACTION: Reform competitive bidding requirements to require proof of 

Medicaid enrollment of a supplier as part of the bidding process. 

7. Remove CMS’ authority to move forward with Continuous Positive Airway Pressure

(CPAP) and Standard Power Mobility Devices (PMD) bundle payment.

RATIONALE: Bundling creates the wrong incentives for suppliers who could establish

formularies that diminish access for beneficiaries with specific individual needs and there

is no authority that allows CMS to use competitive bidding to create new equipment

categories like bundled bidding for CPAP or Standard PMDs.

RECOMMENDED ACTION: Repeal 42 CFR §414.409 which established bundled bidding

programs for CPAP and standard power wheelchairs.

We have attached additional detail for each of these recommendations. 

Our members are committed to providing quality health care services that improve the lives of patients living in 

their home setting. Resolving the issues highlighted in this letter are imperative to continuing to allow the 

DMEPOS industry to provide the quality services Medicare beneficiaries need. AAHomecare recommends CMS 

go through the formal rulemaking process to instate the proposed reforms in the next round of competitive 

bidding, although in some instances noted above CMS can make the recommended change through sub-

regulatory guidance. In addition, CMS should emphasize that when State law requires a supplier to have a 

physical presence to be licensed in the State, the supplier must demonstrate when bidding that it has such a 

physical presence. We also recommend that for home respiratory therapies, CMS enforce the quality standard 

that requires a physical presence.  

The current program is not sustainable as it stands. We believe the reforms highlighted in this letter will improve 

the credibility and sustainability of the competitive bidding program. We welcome the opportunity to have 

further conversations on the proposals.  

Sincerely, 

Tom Ryan 
President and CEO 
American Association for Homecare 

CC: Deputy Secretary Eric Hargan
CC: Administrator Seema Verma
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Reform Proposal 1: 

Revise 42 CFR §414.402 to replace the definition of “pivotal bid” with:” Clearing Price is: the lowest composite 
bid based on bids submitted by suppliers for a product category that includes a sufficient number of suppliers to 
meet beneficiary demand for the items in that product category.” 
 
Revise 42 CFR §414.416(b) to establish SPAs at clearing prices [pivotal bid]. 

Situation and Problem:    

42 CFR §404.4116(b) establishes SPAs at the median of all winning bids, i.e., all bids at or below the clearing 
price. 
 
CMS adopted this rule with no apparent justification except to achieve lower SPA prices. 
 
The rule distorts bid pricing because lowball bidders are guaranteed a contract, but lowball bidders can be 
reasonably sure their reimbursement will be higher than their bids. 
 
The rule places suppliers whose bids established the clearing price in the untenable position of having to accept 
bids that are significantly less than their estimated costs which presumably was their best bid offer. 
 
Although bidders post a bid bond to guarantee they will accept a contract if their bid wins, the bond alone does 

not completely deter lowball bidding. Lowball bidders are almost certainly guaranteed a contract that pays more 

than their bids. This is a powerful incentive for low bidding; a contract award increases the value of suppliers’ 

businesses allowing them to sell their companies at a higher price than they would have if they had lost their 

bids. 

Proposed Changes to Existing Policy:    

Establish SPAs at the clearing price, the cut off bid that determines contract winners (i.e., winning bids equal all 

bids at or below the clearing price).  

Rationale:    
 
This proposal incorporates the capacity provisions under the DMEPOS Market Pricing Program Act of 2013 

(“MPP”). 1 

Adopting the clearing price as the SPA is fair to bidders whose bids established the cut off price and blunts 

incentives for lowball bidding. 

Using the clearing price to establish contract pricing is the standard for the overwhelming majority of auctions 

across all business and government sectors. 

The proposed revision aligns with the goals of competitive bidding and ensures that the CB program remains 

sustainable and protects beneficiaries’ access to quality DMEPOS.  

The proposed revision is consistent with Congress’ intent to use competition to establish Medicare pricing for 

DMEPOS in order to save program funds while maintaining beneficiaries’ access to quality items and services. 

                                                           
1 H.R. 1717, available at: https://congress.gov/ 
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Two hundred and forty-four (244) leading U.S. economists outside the DMEPOS industry analyzed the design of 

the competitive bidding program and voiced concerns about the incentives for lowball bidding that result from 

using the median of all winning bids instead of clearing prices to establish contract pricing.2 

When the SPA equals the median of all winning bids, contract prices are roughly half of the clearing price, 

meaning half of all bidders are paid less than their bids, impairing the long-term viability of the program. 

Establishing SPAs at the clearing price stabilizes the market in a CBA, assuring beneficiaries have better access to 

higher quality DMEPOS over the long-term 

Evidence shows that fraud and abuse occurs when contract prices are at the median of the winning bids 

(selective fulfillment, non-fulfillment, etc.) because half of the "winners" lose money on every sale.3 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

                                                           
2 Designed to Fail: The Medicare Auction for Durable Medical Equipment, P Cramton, S Ellermeyer, B Katzman - Economic 
Inquiry, 53: 469-485 (2015). 
3 See e.g., The State of Expert Judgment Regarding Medicare’s Competitive Bidding Program for Durable Medical 
Equipment. The Moran Company (September 2016). 
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Reform Proposal 2:    

Revise 42 CFR §414.414(e) to specify that bidders’ capacity for furnishing product category items in a CBA equals 

their historical claims submission for the items. 

Revise 42 CFR §414.414(e) to specify that inexperienced bidders in either the product category and/or 

competitive bidding area are not used to establish clearing price. 

Revise 42 CFR §414.414(e) to include a new requirement for the CBIC or CMS to perform post award monitoring 

of contract suppliers to ensure they are furnishing product category items according to their contracts. 

Revise 42 CFR §414.414(e) to specify that contract suppliers are in breach of contract if they do not furnish the 

items they agreed to furnish for three (3) consecutive quarters.  

Revise 42 CFR §414.414(i) to make CMS recalculate SPAs for product category items when the Agency adds new 

contract suppliers to a CBA in order to meet beneficiaries’ demand for the items.  

Revise 42 CFR §414.423 to specify that CMS or CBIC will publish a quarterly list of contract suppliers who are 

under a CAP or whose contracts were terminated. 

Situation and Problem:    

CMS projects demand for product category items by looking at historical claims submission data for the items in 

a CBA and estimating how many beneficiaries will need the items over the contract term, then adjusting the 

estimates for seasonal fluctuations. Next, CMS asks bidders to project the number of items they can furnish 

during the term and compares bidders’ self-reported capacity with their historical claims submission data for the 

items in the CBA.4  Bidders may also submit expansion plans explaining how they will ramp up capacity to meet 

new demand in the CBA.  

CMS controls bidders’ capacity projections in two ways. First, CMS caps bidders’ capacity at 20% of the projected 

demand for product category items in the CBA. And second, CMS reserves the right to adjust bidders’ self-

reported capacity up or down based on its assessment of the bidder’s financial ability to grow capacity.5 But 

CMS does not explain what factors it uses to make these adjustments. Because the Agency’s capacity is an 

intrinsic component of the CB clearing price methodology, it is impossible to know whether CMS manipulates 

bidders’ capacity in order to influence clearing prices. This lack of transparency relieves CMS of accountability 

for its’ administration of the CB program. 

CMS can add suppliers to a CBA if contract suppliers there cannot meet beneficiaries’ demand for product 

category items, but the Agency does not recalculate SPAs for the items when it adds new contractors. 

Proposed Changes to Existing Regulations:    

CMS can make this change via sub-regulatory guidance.  In addition, CMS should make the following regulatory 
changes. 
 
Revise 42 CFR §414.414 (e)(1) and (2) to:  

• State explicitly that a bidder’s capacity to furnish product category items in a CBA equals his claims 

submission history for the items in the preceding 12 months. 

                                                           
4 Medicare Program; Competitive Acquisition for Certain Durable Medical Equipment, Prosthetics, Orthotics, and Supplies 

(DMEPOS) and Other Issues, 72 Fed. Reg. 17992 at 18039, (April 10, 2007). 
5 Id. at 18037. 

https://1.next.westlaw.com/Document/ID26D5ED0E74E11DB92AAF392A21D57AB/View/FullText.html?originationContext=docHeader&contextData=(sc.DocLink)&transitionType=Document&needToInjectTerms=False&docSource=8c7c5f19660547ec9adee15f42c4da70
https://1.next.westlaw.com/Document/ID26D5ED0E74E11DB92AAF392A21D57AB/View/FullText.html?originationContext=docHeader&contextData=(sc.DocLink)&transitionType=Document&needToInjectTerms=False&docSource=8c7c5f19660547ec9adee15f42c4da70
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• Require CMS to give bidders their claims history and market share for product category items in a CB 

for the preceding 12 months. 

 

• Inexperience bidders are not to be used to calculate the clearing price. 

 

• Require CMS or the CBIC to engage in post-award monitoring to ensure contract suppliers furnish 

product category items according to their contracts, including the following:  

o a requirement to review contract suppliers’ claims submission history quarterly; 

o a provision that contract suppliers who do not submit claims for the product category item(s) 

in their contracts breach the contract; 

o a stipulation that contract suppliers who are in breach for failing to furnish items according to 

their contracts may enter into a corrective action plan (CAP) under 42 CFR §414.423, and 

o a statement that CMS will terminate contract suppliers who do not agree to a CAP or who fail 

to meet the CAP’s terms subject to their appeal rights under 42 CFR  §414,423. 

 
Revise 42 CFR §414.414(i) to: 

Require CMS to recalculate SPAs for product category items when the Agency adds new contract 

suppliers to a CBA in order to meet beneficiaries’ demand for the items.  

Revise 42 CFR §414.423 to: 

Require CMS or CBIC to publish a quarterly list of contract suppliers who are under a CAP or whose 

contracts were terminated.  

Rationale:    

This proposal incorporates the capacity provisions under the DMEPOS Market Pricing Program Act of 2013 

(“MPP”).6  

Basing capacity on bidders’ claim submission history prevents market distortions that occur when CMS “adjusts” 

bidders’ capacity up or down. 

CMS and CBIC need to improve their monitoring of contract suppliers’ ability (or willingness) to furnish all of the 

items in any product categories they agreed to furnish in their contracts and to assess the impact of contractors’ 

breach of contract on access to product category items for beneficiaries in the CBA. 

To ensure CMS’ accountability for running the CB program and facilitate HHS’ oversight of how CMS administers 

CB, the Agency must promulgate regulations that clearly define the standards it applies to evaluate bidders’ 

eligibility, capacity, bid acceptance and contract awards.  

 

 

 

 

 

                                                           
6 H.R. 1717, available at: https://congress.gov/ 
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Reform Proposal 3:    

Revise 42 CFR §414.408 to apply uniform payment rules for contract suppliers who accept beneficiaries from 

another supplier. 

Situation and Problem: 

42 CFR §414.408 establishes the payment rules for suppliers in CBAs and determines reimbursement for 

contract suppliers when beneficiaries change suppliers. 

The rules allow for additional monthly rental payments to contract suppliers who accept beneficiaries from 

grandfathered suppliers or ones who move from an area outside a CBA to a CBA. 

Contract suppliers who accept a beneficiary from a grandfathered supplier, or one who moves from a non-CBA 

to a CBA, can restart the 13-month contract for rental equipment at the applicable SPA for the item in the CBA. 

Contract suppliers who accept a beneficiary on oxygen from a grandfathered supplier, or one who moves from a 

non-CBA to a CBA receive up to 36 monthly rental payments, or at least 10 monthly payments, whichever is 

greater, at the applicable SPA amount for oxygen in the CBA. 

Contract suppliers who accept beneficiaries from another contract supplier do not receive additional rental 

payments. 

There is no apparent rationale for the distinction the rule makes between beneficiaries switching to a contract 

supplier from a grandfathered supplier, or one moving from a non-CBA to a CBA, and those switching from 

contract suppliers. The burden to the contract supplier of receiving beneficiaries whose equipment or oxygen is 

at or near the end of the rental period is the same whether the beneficiary is switching from a contract or 

grandfathered supplier, or is moving from a non-CBA to a CBA. 

Proposed Changes to Existing Policy:    

CMS can make this change via sub-regulatory guidance. 

Revise the payment rules under §414.408 to allow contract suppliers that accept beneficiaries who change 

suppliers to receive additional rental payments whether the beneficiary is switching from a grandfathered 

supplier, another contract supplier or is moving from an area outside a CBA to a CBA. 

Rationale:    

The burden to the contract supplier of receiving beneficiaries whose equipment or oxygen is at or near the end 

of the rental period is the same whether the beneficiary is switching from a contract or grandfathered supplier, 

or moving to a CBA from a non-CBA. 
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Reform Proposal 4:    

Narrow the definition of “product category” under 42 CFR 414.402 to specify that a product category “consists 

of DMEPOS items that treat the same condition as identified in NCDs or LCDs.”  

Situation and Problem: 

Currently, CMS creates broad categories by combining several medical policies into loosely related groups of 

items identified by their HCPCS codes. These broad product categories result in several problems, including the 

following: 

• Creating an uneven playing field and barriers to entry for smaller niche suppliers who do not offer every 

product line in the category (e.g., many suppliers furnish CPAPs and RADs, but not oxygen). CB rules 

require contract suppliers to furnish every HCPCS code in the product category, so suppliers who furnish 

only one product line, like CPAPs and RADs, but not oxygen, cannot bid. But narrowing product 

categories to the HCPCS reflected in individual medical policies, would allow suppliers to bid on only one 

product line, increasing competition and beneficiary choice of contract suppliers. 

 

• Encouraging low ball bidding by bidders who intend to furnish only one product line for specific 

segment(s) of the product category, but who have no intention of furnishing any of the others. 

Currently, product categories encompass multiple medical policies, including DMEPOS items that are 

only loosely related. For example, the product categories combine: oxygen with CPAP; hospital beds 

with support surfaces with seat lift chairs; and standard manual wheelchairs with standard power 

wheelchairs. Bidders can bid low on the items they do not intend to furnish, but higher on the ones they 

will. This results in two negative effects. First, the product category methodology distorts SPAs by 

skewing bids on individual items downward. And second, for some product lines in the CBA there will 

not be enough contract suppliers to meet beneficiaries’ demand.  

 

• Masking the potential savings that would result from competitively bidding items in a product category 

by driving SPAs downward as described above, causing CMS to make inaccurate decisions about what 

items should be subject to bidding. 

 

• Reducing both competition for some product categories and beneficiaries’ choice of contract suppliers 

because niche suppliers cannot participate in the bidding. 

 
Proposed Changes to Existing Policy:    

CMS can make this change via sub-regulatory guidance. 

• Distinct Competitive Bidding Product Categories:  Products / HCPCS codes included in a competitive bidding 
product categories should be designed to address a specific need.  Recommend that the product categories 
be as follows:  
 

o Oxygen, Oxygen Equipment and Related Supplies and Accessories 
o Continuous Positive Airway Pressure (CPAP) Devices, Respiratory Assist Devices (RADs) and Related 

Supplies and Accessories 
o Nebulizers, and Related supplies 
o Enteral Nutrients, Equipment and Supplies 
o Negative Pressure Wound Therapy (NPWT) Pumps and Related Supplies and Accessories 
o Transcutaneous Electronic Nerve Stimulation (TENS) Devices and Supplies 
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o Hospital Beds, Equipment and Related Supplies and Accessories 
o Support Surfaces, Group 1 and 2 and Related Supplies and Accessories 
o Commode Chairs and Related Supplies and Accessories 
o Patient Lifts and Related Supplies and Accessories 
o Seat lift mechanisms 
o Walkers and related accessories and supplies 
o Standard Power Wheelchairs, Scooters, and Related Accessories 
o Standard Manual Wheelchairs, and Related Accessories 

 

• Perform a Rigorous Product Category Analysis: Creating a rigorous analytical tool and using it to decide 
whether to include a medical policy (and all the DMEPOS items within its scope) in CB as a product category, 
will yield more accurate bidding decisions for CMS. (See Appendix 1) 
 

• Perform a Rigorous HCPCS Code Analysis: Creating a rigorous analytical tool and using it to decide to decide 
whether to include individual items identified by their HCPCS code product categories subject to CB will yield 
more accurate bidding decisions for CMS.  (See Appendix 2). 
 

• Freeze Medicare Coverage and Payment Rules: Holding changes to medical policies to the end of the 
contract term (i.e., the end of a bidding round in a CBA) protects beneficiaries’ access to quality DMEPOS 
and choice of suppliers. Bidders project their costs for furnishing DMEPOS in a product category over the 
contract term on assumptions they make according to rules in place when they submit bids. These rules 
include requirements in: medical policies, the program integrity manual, and the claims processing manual 
among others (i.e., changes in coding, coverage, payment and/or compliance requirements). Changes to 
these rules typically increase contract suppliers’ cost of doing business in the CBA, jeopardizing their 
financial viability and by extension, access and quality for beneficiaries.   
 

Rationale:    

Limiting product categories to include only DMEPOS items within the scope of individual NCDs or LCDs: 

• Discourages low ball bidding compared to the broad product categories that CMS uses today, (i.e., 
(Respiratory Equipment and Related Supplies and Accessories, General Home Equipment and Related 
Supplies and Accessories, and Standard Mobility Equipment and Related Accessories).These broad product 
categories create barriers to bidding/entry for suppliers who specialize in only one type of product in the 
category (e.g., CPAP/RAD supplier does not provide oxygen) and encourage suppliers who do not plan to 
furnish every item in the broad category to submit very low bids on product category items they do not 
intend to furnish. There is precedent for this approach. In Round 2 Recompete CMS removed nebulizers 
from the Respiratory Equipment product category and TENS from the General Home Equipment product 
category.   

 

• Levels the playing for all bidders by allowing suppliers to bid only on the product lines they furnish.  
 

• Furthers an accurate assessment of the costs savings to Medicare of competitively bidding items in a 
product category by avoiding distortions that result from bidding on product categories that combine 
multiple medical policies. CMS’ use of broad product categories based on multiple medical policies not only 
encourages low ball bidding, the low-ball bids also distort the true costs savings to Medicare of bidding the 
product category. This, in turn, adversely affects CMS’ ability to make accurate determinations about 
whether to bid a product category.  

 

• Protects beneficiaries’ access to quality DMEPOS items and maximizes competition and savings for the 
program. Because CMS requires contract suppliers to furnish every HCPCS in a product category, the current 
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policy favors suppliers that carry the broadest assortment of DMEPOS items and services to the detriment of 
niche suppliers that specialize in a single line of service. 

 

Product Category/HCPCS Code Analysis:   
 

• Adopt a well-defined and rigorous methodology for deciding which product categories are suitable for 
bidding. The methodology must consider both potential Medicare savings and the impact that bidding items 
in the product category will have on beneficiaries’ care and access.   

 

Freeze Medicare coverage and payment rules for the term of a bidding round:  
 

• DME suppliers develop their bids based on the rules in effect at the time of bidding.  Changes to the codes, 
rules or requirements (coding, coverage, compliance and payment policies) will directly affect the viability of 
suppliers’ bids. So, changes to those codes, rules or requirements need to trigger a new round of bidding to 
reflect the change unless CMS holds the changes until the end of the bidding round. There is precedence for 
exempting CB contracts signed prior to implementation of a change in payment policy from applying to CB.  
Standard power wheelchairs in the round 1 rebid were bid as a purchase item and remained eligible to be 
paid as a purchase for the full term of CB contracts in the round 1 rebid CBAs.   

 

Appendix 1 

Select appropriate medical policies for competitive bidding.  In evaluating medical policies for potential 

competitive bidding, we would suggest that following factors be considered:  

➢ Total allowed expenditures.  
➢ Total number of suppliers furnishing products for the specific medical policy within a competitive bid area 

(CBA) to ensure that there is adequate access to the products within the CBA. 
➢ Level of service associated with the products included in the medical policy.  This is necessary to be specified 

in the bid requirements to ensure that services are provided and that their costs are represented in the bids 
submitted. 

➢ Complexity of the product selection decision tree beyond that represented by the specific HCPCS codes and 
descriptors.  For example, does the HCPCS code include products in a variety of shapes, sizes, materials, 
configurations, technologies, etc.?  

➢ Therapeutic nature of the products included in the medical policy.  For example, a report published by the 
Agency for Healthcare Research and Quality (AHRQ) in April, 2006 indicates that there has been a 63% 
increase in hospitalizations associated with wounds between 1993 and 2003.  Further, it suggests that the 
average cost to treat these patients is $37,800.  What would be the impact if competitively bidding reduced 
access to products designed to prevent skin breakdown or treat skin breakdown?  The risk of costs must be 
considered when shifted to other sectors of healthcare if quality and/or access are reduced as a result of 
competitive bidding. 
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The following is an illustration of how this methodology could be applied in evaluating a medical policy for 
inclusion in competitive bidding: 
 

Question Points 

1. What was the total annual expenditure by Medicare Part B for this medical policy in YYYY?  
(If < $50M = 0 pts, < $100M = 5 pts, $100 to 250M = 10 pts, $250 to 500M = 15 pts, > $500M 
= 20 pts) 

 

2. What is the ratio of suppliers furnishing products from the medical policy to the number 
of beneficiaries requiring such products within the defined MSA?  (If X then 20 pts, Y then 10 
pts, Z then 0 pts.) 

 

3. Do the products associated with the medical policy commonly require unique, 
“individualized” set-up and / or adjustment? (Never = 20, moderate = 10, considerable = 0) 

 

4. For products within the medical policy, are there additional considerations required 
beyond what is defined by the HCPCS codes themselves?  For example, shape, size, 
materials, and physical configuration? (None = 20, moderate = 10, considerable = 0) 

 

5. Are the products defined by the medical policy intended to prevent or treat a condition 
which, left unchecked could result in other costs to the Medicare program through a 
hospital / LTC admission and length of stay? (no = 20, yes = 0)  

 

Total Score (out of 100 possible):  

 

Scoring could then be used to establish a minimum threshold for bidding and to compare the benefits of bidding 

one category of product versus another. Using such a methodology on a medical policy basis within an identified 

CBA would provide the greatest likelihood for achieving savings while protecting care and access.  Question one 

would address potential savings. Question two would address access.  Questions three and four would address 

the needs for skilled delivery/quality and service. Question five would consider the potential impact to the 

Medicare system as a whole considering the potential for additional medical complications and expenses that 

could result from poor product and service performance. 

Appendix 2 

Selecting specific HCPCS codes for competitive bidding from medical policies chosen for bidding. In evaluating 

HCPCS codes for potential competitive bidding we would suggest that following factors be considered: 

 Question Points 

A) What was the total annual expenditure by Medicare Part B for this HCPCS code in YYYY?  
(If < $XXM = 0 pts, If ≥ $XXM but < $YYM = 5 pts, If ≥ $YYM but < $ZZM = 10 pts, If ≥ $ZZM 
but < $##M = 15 pts, If ≥ $##M = 20 pts) 

 

B) Do the products associated with the HCPCS code commonly require unique, 
“individualized” set-up and / or adjustment? (Never = 20, moderate = 10, considerable = 0) 

 

C) Are there additional decisions required beyond what is defined by the HCPCS codes itself 
in selecting the product for the individual?  For example, shape, size, materials, and 
physical configuration? (None = 20, moderate = 10, considerable = 0) 

 

D) Would replacement of the specific manufacturer, make and model product the 
beneficiary is currently using with another product assigned to the same code have a 
potentially detrimental impact on the individual’s health?  Does the code include multiple 
technologies?  (Yes = 0, No = 20) 

 

E) Are the products defined by the HCPCS code intended to address a specific condition via 
prevention or treatment? (Yes = 0, No = 20)  

 

Total Score (out of 100 possible):  
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Scoring could then be used to establish a minimum threshold for bidding a HCPCS code within a defined medical 

policy. Once again, using such a methodology would certainly provide the greatest likelihood for achieving 

savings while protecting care and access. Question “A” would address potential savings. Questions “B, C and D” 

would address the needs for skilled delivery / quality service. Questions “D and E” would consider the potential 

impact to the Medicare system as a whole, evaluating the potential for additional medical complications and 

expenses that could result from a lack of access to specific products and services. 
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Reform Proposal 5:    

Revise 42 CFR §414.414 to explicitly articulate the standards CMS uses to select winning bidders and establish 

clearing prices. 

Situation Problem: 

42 CFR §414.414 establishes the framework CMS uses to select winning bidders, but does not articulate the 

standards CMS applies to arrive at those decisions.  

Suppliers have no assurance that CMS uses the same standards for each competition across CBAs or that CMS 

applies the same standards uniformly to all suppliers in the same bid pool. Suppliers who win or lose do not 

understand the reasons for the outcome. More importantly, CMS can escape public accountability for how it 

administers the CB program. 

Much of the bid submission “rules” are in sub regulatory “guidance” documents published on the Agency’s or 

CBIC contractor’s website. These bulletins and FAQs are not regulations, but they are nonetheless binding on 

bidders even though they are subject to change without notice.  

Although these website bulletins and FAQs establish or change “a substantive legal standard” that the Secretary 

must publish by regulation, CMS adopts these rules without giving suppliers, beneficiaries or referral sources 

advance notice of the requirements and an opportunity to comment on them.7 

Using the Agency’s or the CBIC website to publish bulletins or FAQs that establish the requirements bidders 

must follow to remain the bid pool and win contracts results in the haphazard dissemination of rules and is 

inconsistent with due process.  

Among the most troubling: 

• 42 C.F.R. §414.414(d)(1) requires suppliers to prove they meet minimum financial standards to receive a 
contract award. The RFB identifies the documents bidders must submit to establish their financial viability. 
But the Agency reserves the right to require different documents in other bidding rounds.8 Crucially, CMS 
has never articulated the financial standards the Agency uses to assess a bidder’s financial capacity which, in 
turn, determines whether CMS will accept his bid. Suppliers have lost contracts for not meeting financial 
“standards,” but do not know what standards they “failed.” They cannot challenge CMS’ decision and do not 
know what they have to “fix” in order to win a contract in the next bidding round. The result is that CMS 
lacks public accountability for how it decides whether to accept a supplier’s bid. 
  

• 42 C.F.R. §414.416(b)(1) establishes SPAs at the median of all winning bids, i.e., all bids at or below the 
clearing price. But unlike what is the standard protocol for auctions across all government and business 
sectors, CMS does not publish even redacted bids. There is no mechanism to check the fairness and accuracy 
of CMS’ supplier selection and contract awards decisions. Again, CMS avoids public accountability for how it 
evaluates bids and selects winning bidders. 

 

                                                           
7 42 USC 1395hh, states, in part: 

No rule, requirement, or other statement of policy . . . that establishes or changes a substantive 

legal standard governing the scope of benefits, the payment for services, or the eligibility of 

individuals, entities, or organizations to furnish or receive services or benefits under this 

subchapter shall take effect unless it is promulgated by the Secretary by regulation[.] 
8 Medicare Program; Competitive Acquisition for Certain Durable Medical Equipment, Prosthetics, Orthotics, and Supplies 

(DMEPOS) and Other Issues, 72 Fed. Reg. 17992 at 18037, (April 10, 2007). 
 

https://1.next.westlaw.com/Document/ID26D5ED0E74E11DB92AAF392A21D57AB/View/FullText.html?originationContext=docHeader&contextData=(sc.DocLink)&transitionType=Document&needToInjectTerms=False&docSource=8c7c5f19660547ec9adee15f42c4da70
https://1.next.westlaw.com/Document/ID26D5ED0E74E11DB92AAF392A21D57AB/View/FullText.html?originationContext=docHeader&contextData=(sc.DocLink)&transitionType=Document&needToInjectTerms=False&docSource=8c7c5f19660547ec9adee15f42c4da70
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• 42 C.F.R. §414.414(e)(2) requires CMS to ensure sufficient supplier capacity to meet beneficiaries’ demand 
for product categories items in a CBA. CMS projects demand by looking at historical claims submission for 
the items in the CBA and estimating how many beneficiaries will need an item over the contract term then 
adjusts for seasonal fluctuations. Next, CMS asks bidders to estimate their capacity to furnish the items and 
compares bidders’ self-reported capacity to their historical claims submission for the items.9 If a bidder’s 
estimate requires an expansion, CMS evaluates his expansion plan to see if it satisfies an “expansion 
threshold score.”10  

 

• CMS also controls capacity by capping a bidder’s capacity at 20% of the market for the product category and 

stipulating that it may “adjust” a bidder’s capacity up or down depending on its evaluation of the bidder’s 

financial ability to meet increased demand.11 But CMS has never disclosed its capacity projection analysis, 

supplier expansion threshold scores, or how it determines whether to adjust a bidder’s estimate of his 

capacity. Because CMS’ decisions about capacity are at the heart of the clearing price methodology, it is 

impossible to know whether CMS manipulates bidders’ capacity to influence clearing prices. Once again, this 

means CMS has no accountability for its administration of the CB program. 

Proposed Changes to Existing Policy:    

Clearly articulate the standards/criteria CMS uses to determine suppliers’ qualification to receive contract 

awards, especially the following: 

• §414.414(d)(1):  Financial Standards  

• §414.416: Redacted Submitted Bids to Confirm the Clearing Price and SPA Price 
§414.41(e)(2) & §414.414(h)(2): Capacity Estimates and Threshold Capacity Scores 

 
Rationale:   

The proposed revisions would make CMS accountable for its administration of the program, especially its 

decisions on bidder eligibility, bid acceptance and contract awards and would facilitate oversight of CMS’ 

administration of the CB program by the Department of Health and Human Services. 

 

 

 

 

 

 

 

 

                                                           
9 72 Fed. Reg. 17992 at 18039, (April 10, 2007). 
10 CBIC Review of Supplier Capacity and Expansion Plans Fact Sheet, available at: 
http://dmecompetitivebid.com/palmetto/cbicrd1recompete.nsf/DocsCat/8WSJ9K0402 
11 Id. at 18039. 
 

http://dmecompetitivebid.com/palmetto/cbicrd1recompete.nsf/DocsCat/8WSJ9K0402
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Reform Proposal 6:  

CMS to establish a prerequisite for suppliers to possess a Medicaid supplier number and meet all state Medicaid 

supplier requirements prior to bidding in a competitive bidding area within that state.   

Situation and Problem:  

The competitive bidding program (CBP) continues to be vulnerable to speculative bidding that undermines the 

program’s integrity and Medicare beneficiaries’ access to critical durable medical equipment, prosthetics, 

orthotics, and supplies (DMEPOS).  This concern is underscored with respect to the dual eligible patient 

population, as the Centers for Medicare & Medicaid (CMS) has previously recognized.  Currently, DMEPOS 

suppliers participating in the CBP are not required to also have a Medicaid supplier number unless they also 

participate in Medicaid.   

Proposed Changes to Existing Policy:  

Require DMEPOS suppliers in a competitive bidding area (CBA) to possess a Medicaid supplier number, in 

addition to a Medicare supplier number, as a pre-condition of submitting bids under the Medicare CBP.   

Rationale:  

This requirement would help ensure that suppliers are viable and capable of furnishing services and items to 

dual eligible enrollees because a Medicaid supplier number (i.e., enrollment in Medicaid) is an independent 

indicator that the supplier meets all state licensure and operating requirements.  This requirement would also 

help ensure dual eligibles have continued access to DMEPOS as CMS has published various concerns on this 

matter. 

On a number of occasions, CMS has acknowledged that dual eligible beneficiaries face increased barriers to 

access in the CBP because of beneficiary and supplier confusion regarding coverage and payment for DMEPOS.  

Importantly, these barriers are attributable, at least in part, to the lack of a requirement for Medicare CBP 

suppliers to also be enrolled in Medicaid.   

In June 2013, CMS issued a bulletin expressing concern that Qualified Medicare Beneficiaries (QMBs) were being 

inappropriately billed by Medicare DMEPOS suppliers because suppliers were unable to receive payment from 

Medicaid for the beneficiary’s cost-sharing.  CMS suggested that balance billing was occurring in part because 

Medicare providers were not enrolled with the state Medicaid agency and therefore could not have their cost-

sharing crossover claims processed.  In the bulletin, CMS urged states to develop some mechanism to enroll 

Medicare DMEPOS suppliers into Medicaid for the purposes of fulfilling their cost-sharing obligations. 

In August, 2013, CMS followed up its June bulletin with another bulletin clarifying coverage and payment 

guidelines for dual eligibles in the CBP.  CMS clarified the following:  

(1) “QMB Only” individuals must have their cost-sharing amounts covered by Medicaid, but Medicaid 

will not pay for DMEPOS if Medicare denies payment; 

(2) “QMB Plus” individuals must have their cost-sharing amounts covered by Medicaid, and if Medicare 

denies payment, Medicaid may pay for the DMPEOS acquired from a Medicaid-enrolled provider subject 

to the limitations in the state plan; 
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(3) Specified Low-Income Beneficiary (SLMB) Plus and Full Benefit Dual Eligible (FBDE) individuals may, 

upon denial of payment by Medicare, have their DMEPOS paid for by Medicaid, subject to limitations 

established in the state plan, as long as they acquire the DMEPOS from a Medicaid-enrolled provider. 

In January, 2017, CMS issued another bulletin reiterating its concerns with access to DMEPOS for dual eligibles in 

the CBP.  Specifically, CMS noted that “suppliers lack assurance regarding how Medicare or Medicaid will cover 

DMEPOS at the point of sale” and that this uncertainty was resulting in some suppliers refusing to provide the 

needed DMEPOS.  
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Reform Proposal 7:    

Repeal 42 CFR §414.409, establishing bundled bidding programs for CPAP and standard power wheelchairs 

because the rule exceeds CMS’ authority to engage in competitive bidding (CB). 

Repeal 42 CFR §414.412(a)(4) because CMS’ decision to cap bids for bundled CPAP items at the 1993 fee 

schedule rate is arbitrary and capricious. 

Situation and Problem:  

42 USC § 1395-w-3, the enabling statute for CB, does not give CMS authority to change the equipment 
categories set forth in §1395m, the general payment authority for DMEPOS.   
 
CMS has significant latitude to engage in CB programs, but the Agency must nonetheless operate within the 
framework Congress created under §§1395m and 1395w-3. That framework directs the Agency to use CB to 
establish payment amounts for DMEPOS in CBAs, and to pay for DMEPOS consistent with the equipment 
categories under §1395m. 

Congress did not repeal §1395m or relieve CMS from complying with its mandates when it enacted §1395w-3. 
Instead, Congress chose to leave the equipment categories in place and use CB programs only to establish new 
payment amounts for DMEPOS in CBAs. 
 
There is no authority that allows CMS to use CB to create new equipment categories like bundled bidding for 

CPAP or standard power wheelchairs. 

Assuming, but not conceding that CMS could engage in bundled bidding for CPAP, CMS’ decision to cap bids for 

CPAP bundles at the 1993 fee schedule rate is arbitrary and capricious.  

CMS’ exemption from judicial or administrative review for its administration of CB programs applies only when 

CMS is acting under the scope of its statutory CB authority. 

42 CFR §414.409 exceeds the scope of CMS authority under §§1395m and 1395w-3. The rule is invalid, does not 

authorize CMS to engage in bundled bidding programs and is procedurally vulnerable in a judicial challenge. 

Proposed Changes to Existing Policy:    

Repeal §414.409 because the rule is beyond the scope of CMS’ statutory CB authority and procedurally 

vulnerable in a judicial challenge. 

Repeal 42 CFR §414.412(a)(4) because the rule lacks any factual foundation, exceeds CMS’ statutory CB 

authority and is arbitrary and capricious. 

Rationale:    

The rule exceeds the Agency’s CB authority under §§1395w-3 and 1395m. 

Bundling creates the wrong incentives for suppliers who could establish formularies that diminish access for 

beneficiaries with specific individual needs.  

There is no consensus for what is in a baseline bundle, so evaluating bids would be arbitrary at best.  

Bundling works a disservice for beneficiaries who would have a lifetime of copays compared to having copays for 
only 13 months as they do now. 
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