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Medicare Participation and Competitive Bidding: How Your Status Affects Your 
Reimbursement 

 
In January of 2016, new authority granted to CMS to build on DME competitive bidding to set 
pricing more broadly and nationally took effect. This authority allows CMS to use pricing 
established as a result of competitive bidding programs for specific DME products in certain parts 
of the country to be applied more broadly to those same DME products in non-competitive bid 
areas.  On May 19, 2016, the AOPA SmartBrief included an article highlighting reports from CMS 
underscoring the success of these efforts, essentially concluding that since DME providers 
accepted this reduced pricing, everything must be fine at these rates.  This contention could prove 
very important in the future as CMS continues to look for ways to reduce spending by cutting 
reimbursement. 
 
The May 24, 2016 SmartBrief contained a link to an article in HME News citing feedback from 
leaders in the DME world stating that the analysis by CMS was simplistic, inappropriately using 
one or two small bits of isolated information, as the basis for reaching a broad generalized 
conclusion about the effectiveness of applying competitive bid rates to non-bid areas relative to 
both market-based and patient care based impacts.  
 
This matter is NOT directly germane to either orthotics or prosthetics because the authority 
Congress has granted to CMS with respect to competitive bidding for prosthetics and orthotics is 
limited to a very small subset, i.e., off-the-shelf (OTS) orthotics, and CMS has, to date, never 
competitively bid any such OTS orthotics devices.  The changes in Medicare reimbursement 
referenced in this notice does not currently have a direct impact on prosthetics and/or 
orthotics.  That said, AOPA tends to agree with DME industry sources quoted by HME News that 
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the analysis seems to rest on a somewhat questionable assumption that if the nation’s largest 
health care payer unilaterally, and seemingly without any rulemaking process, reduces its 
payment for devices, and if the impacted provider community largely continues to deliver those 
devices, that one can assume both that the reduced payment is fair, and that the impacted 
providers will be able to remain as viable, operating businesses in the long term, and that neither 
the quality of care, nor the access to care for the patient community will be adversely impacted.   
 
The circumstance above has prompted some in the O&P industry to ask the question, what options 
does a provider have if they decide that Medicare payment is not enough?  Or stated differently, if 
in the future, Medicare precipitously cuts O&P reimbursement, similar to what was outlined in its 
recent announcements about major cuts in DME fee schedule pricing, what could you do?  While 
entirely theoretical, this article will take a few minutes to outline reversion to being a non-
participating Medicare provider as a potential alternative to simply accepting unsustainable 
reimbursement rates. 
 
Be a Participating or a Non-Participating Medicare Provider—It’s Your Choice, and What 
That Means 
 
The term “participation” is often misunderstood in the context of the Medicare program.  Rather 
than the traditional meaning of the term, which implies that by participating you have the ability 
to provide services to Medicare patients, “participation” in the Medicare program only relates to 
how you submit claims and receive reimbursement under the Medicare program.  The ability to 
provide services to Medicare beneficiaries is established when you enroll in the Medicare program 
as a DMEPOS supplier, regardless of whether you decide to be a participating provider or not.  
When you submit your initial application to the National Supplier Clearinghouse to become a 
DMEPOS supplier, you have the option to complete and submit a Medicare Participation 
Agreement (Form CMS-460). If you do not complete the participation agreement, you will 
automatically be enrolled as a non-participating supplier. If you choose to complete this form and 
become a Medicare participating supplier, you are bound by the terms of the participation 
agreement for at least the remainder of the current calendar year.  It is very important that you 
make an informed decision as to whether becoming a participating provider is in the best interest 
of your organization. 
 
If you enroll as a Medicare participating provider, you agree in advance, to accept assignment on 
all Medicare claims submitted during the term of the participation agreement.  What this means is 
that for every Medicare claim you submit that is approved for payment, you will receive 80% of 
the Medicare published allowed amount directly from the Medicare program. It is your 
responsibility to collect the remaining 20% from the patient directly or by submitting a claim to 
their secondary or supplemental insurance carrier.  Alternatively, providers who elect a non-
participating status are free to make an individual decision, on a claim by claim basis, whether or 
not to accept assignment.  Theoretically you can elect to be a non-participating provider and still 
accept assignment on all of your Medicare claims.  Non-participating status allows you the 
freedom to accept assignment on some claims but not others.  In the context of the potential 
impact of any future decision to apply competitive bidding rates to OTS orthoses in non-bid areas, 
non-participating status allows suppliers to not be tied to the reduced rates by choosing to not 
accept assignment on the claim.  When submitting a non-assigned claim, suppliers may collect 
their full usual and customary charge from the Medicare beneficiary at the time of delivery of the 
completed device.  Non-assigned claims must still be submitted to Medicare by the supplier and, if 
approved, Medicare will send payment of 80% of the Medicare allowed amount directly to the 
patient.  It is important to note that not accepting assignment on a claim does not change the 



 

supplier’s financial liability for services that are deemed not medically necessary by Medicare.  If a 
non-assigned claim is deemed not medically necessary, the supplier is required to immediately 
refund any money collected from the patient at the time of delivery unless a properly executed 
Advanced Beneficiary Notice (ABN) is in the supplier’s files.  
 
The obvious question that remains is, how can non-participation status help my business should 
Medicare decide to apply competitive bidding rates to OTS orthoses in non-competitive bidding 
areas?  While this discussion remains hypothetical as OTS orthoses have yet to be included in any 
Medicare competitive bidding program, let’s take a look at a potential scenario where non-
participation status may be to your benefit.  Again, this is a hypothetical scenario for illustration 
purpose only. 
 
Let’s assume that the Medicare allowed amount for an OTS walking boot is $150 and your 
company’s usual and customary charge for this item is $200.  Let’s also assume that through 
application of competitive bidding rates, Medicare reduces the allowed amount for a walking boot 
to $100.  If you have elected to be a participating Medicare supplier and you submit a claim for a 
walking boot in this scenario, Medicare would reimburse you $80 and you could collect an 
additional $20 from the patient or their secondary/supplemental insurance.  Total reimbursement 
in this scenario would be limited to $100.  If you have elected to be a non-participating provider, 
you could choose not to accept assignment on the claim and charge the patient up to $200 at the 
time of delivery.  You would still be required to submit a non-assigned claim to Medicare and 
Medicare would send a payment of $80 directly to the patient, representing 80% of the reduced 
allowed amount as a result of the application of competitive bidding prices. 
 
While this scenario may present some business challenges relative to your patient’s willingness to 
pay more for the device than Medicare is willing to reimburse them, it remains a viable alternative 
to simply accepting reduced reimbursement should Medicare ultimately decide to bring OTS 
orthoses into the competitive bidding environment. 
 
While the inclusion of competitive bidding pricing does not appear to be imminent for OTS 
orthoses, since the decision to be a Medicare participating provider is applicable for a full calendar 
year, it may be prudent to review your current Medicare participation status and decide whether 
Medicare participation is in your company’s best  interest.  If you are currently a participating 
supplier your next opportunity to change your status is effective January 1, 2017.  To change your 
status from participating to non-participating you must submit a written notification on your 
company letterhead to the National Supplier Clearinghouse during the annual open enrollment 
period which spans from mid-November until December 31st of each year.  This letter must be 
signed by the authorized official for your company on file with the NSC.  It is important to note 
that the participation decision applies to all locations under a single Tax ID. 
 
Your Patients May Be Your Best Advocates—Keep Them Informed! 
 
Beyond a provider’s option to choose Medicare participating vs. non-participating status, another 
option that AOPA members should consider is assuring optimal communication with your 
Medicare patients on any changes in Medicare’s payment policies.  For example, in the recent CMS 
announcement on the ‘success’ of its payment reduction policies in the DME arena, it was noted 
that the measuring stick they used did not include any confirmation ‘that neither the quality of 
care, nor the access to care for the patient community will be adversely impacted.’  Medicare may 
not take the initiative to speak to its beneficiaries about changes, and that may be all the more 
reason why you may want to strengthen your own outreach to your Medicare patients.  If 



 

Medicare takes steps which make it harder for you to deliver what the patient expects, poses 
additional steps which delay your ability to make timely delivery, cuts payments which in turn 
force you to scale back services—those are all things you likely want to tell your patients about.  If 
patients are unhappy or unsatisfied because Medicare belt-tightening results in less options or 
quality/timeliness limitations in the care they receive, by having alerted them in advance, they 
will know that it is Medicare to whom they should voice their disappointment, rather than 
thinking you have somehow shortchanged them.  Your patients are your best advocates—
Medicare listens to them much more closely than they listen to any providers.  So, it is very much 
in your interest to take steps to assure your patients are ‘in the loop’ on how new Medicare 
changes may be impacting them.   
 
AOPA hopes that the information in this article has been helpful, especially in the context of the 
recent announcement by CMS regarding the perceived effectiveness of applying competitive 
bidding rates for DME in non-competitive bidding areas.  While the decision to become a Medicare 
participating provider must be made according to the individual needs of your company, it is 
important to consider the impact of this decision carefully. 
 

The FDA and 3-D Printing: What Potential Regulatory Action Means for O&P 

 
On May 10, 2016, the Food and Drug Administration (FDA) released a document entitled, 
Technical Considerations for Additive Manufactured Devices: Draft Guidance for Industry and Food 
and Drug Administration Staff.  The publication of this document marks the first foray of the FDA 
into potential regulation of devices that use additive manufacturing as a means of fabrication of 
medical devices.  Additive manufacturing is a broad term that encompasses 3-D printing as a 
means of creating functional medical devices.  The guidance document has been published in 
order to solicit public comment regarding the FDA’s current thinking on the topic of 3-D printing 
and “is not intended to be a binding document on either the FDA or the public.” 
 
The bulk of the document relates to specific considerations that Additive Manufacturing devices 
need to address in order to assure that they meet the Quality System requirements of 21 CFR 
section 820.198 (good manufacturing practices).  The document, which specifically mentioned the 
conference on 3D devices FDA conducted on October, 2014, does make a few important things 
clear: 

a. Standard FDA requirements, e.g. 510(k), premarket approval, and investigational device 
exemption requirements apply to additive manufactured devices.  Likewise the 
classification regulations for products are referenced as specifically applicable. 

b. If the device classification provides for exemption from either 510(k) or 21 CFR Section 
820.198; quality standards, those exemptions would appear to apply when the device is 
fabricated using an AM process.  However, it is noted that some aspects of 21 CFR Section 
820.198 quality system requirements, e.g., maintenance of complaint records apply to 
virtually all devices, even those exempted (via published classification regs) from some 
other aspects of 21 CFR section 820.198. 

c. The document mentions apparently more stringent requirements which may be applicable 
to AM devices that are, for instance, used as implants, or which are load-bearing. 

 
The draft guidance may ultimately not have a very substantial impact on all O&P devices.  FDA 
places medical devices into one of three regulatory categories: Classes I, II, and III. While medical 
devices (including most O&P devices) that are manufactured using 3-D printing processes will be 
subject to the same exemption from most FDA regulation as Class I devices manufactured in a 
more traditional manner, AOPA believes that the publication of this document remains a 



 

significant development.  The publication of the document clearly indicates the intent of the FDA 
to ultimately regulate the 3-D printing process in regards to its use in the manufacture of medical 
devices. 
 
Some Class I O&P devices have been designated by FDA as exempt from either premarket 
notification [section 510(k)], or many aspects of GMPs, i.e., Quality Systems rules, or both.  It is 
clear from this FDA notice that whatever rules apply to traditional O&P devices will also apply to 
similar devices fabricated using 3-D techniques and introduced for sale/commerce.  So, while one 
or both of these specific exemptions may have been identified for a specific 3-D fabricated O&P 
device, it is important to note that the FDA continues to require manufacturers of all Class I 
devices to register with the FDA through its device establishment registration process.  In 
addition, Class I device manufacturers are almost never exempted from FDA general requirements 
on record keeping and maintenance of complaint files.  While some Class I O&P devices have been 
designated as not being subject to more rigid regulation such as the 510(k) pre-market 
notification process and complete compliance with all aspects of Good Manufacturing Processes 
(GMPs), in addition virtually no one is exempted from complaint record rules under the GMPs, and 
failure to comply with the record keeping and complaint file requirements could lead to trouble 
for both traditional O&P manufacturers as well as those that incorporate 3-D printing into their 
manufacturing process. 
 
The FDA guidance document is a total of 28 pages, most of which focus on suggested quality 
systems and basic manufacturing processes that should be followed when using 3-D printing as a 
means to manufacture completed medical devices.  While this guidance is more relevant to ALL 
Class II and Class III devices, and to some Class I O&P devices, it is a valuable resource regarding 
the intent of the FDA to ensure that 3-D printed medical devices do not pose a danger to the 
public. Even though FDA has couched this as a guidance document and non-binding, no one could 
read this document and conclude that all aspects of FDA’s medical device regulation and structure 
are not seen by the agency as applicable to Additive Manufacturing Devices that are offered for 
sale to patients/consumers/public. 
 
Individual manufacturers of O&P devices that currently use, or intend to use additive 
manufacturing as part of their manufacturing process should familiarize themselves with the 
specifics of the guidance document.  Areas of focus of the guidance document include sections on 
device design, software workflow, material controls, process validation and acceptance, quality 
data, device testing including both mechanical and material testing, cleaning and sterilization, 
biocompatibility, and labeling considerations. 
 
The guidance document discusses, in detail, the differences between the manufacture of standard 
size devices and patient matched devices and the design alterations that must be made to 
accomplish both manufacturing styles.  The document also highlights the need to ensure that the 
software that is used to convert a digital design into a physical device is efficient and not subject to 
error through file conversion.  The guidance document then provides information on making sure 
that the materials used to create the medical device are appropriate both in material and 
structure, especially regarding implantable or load bearing devices.  The guidance document 
continues by discussing the importance of process validity to ensure that using different machines 
to fabricate the devices will not result in significant alteration of the device itself.  The document 
closes by discussing the need to not only assure the quality of the finished device, but also to 
ensure that the device is properly tested to confirm its effectiveness.      
 
The complete document may be viewed here. 

http://www.fda.gov/ucm/groups/fdagov-public/@fdagov-meddev-gen/documents/document/ucm499809.pdf


 

The FDA will accept public comment on the draft guidance document until August 8, 2016 (90 
days from the publication date of May 10, 2016.  Electronic comments may be submitted through 
http://www.regulations.gov and written comments may be submitted to the following address: 
 
Food and Drug Administration 
Division of Dockets Management (HFA-305) 
5630 Fishers Lane 
Room 1061 
Rockville, Maryland 20852 
 
AOPA will be preparing comments and will share them with AOPA members prior to submission. 
 

Federal Overtime Rule Update 

 
On May 18, 2016, the US Department of Labor issued final regulations regarding the minimum 
salary level for an employee to be exempt from overtime pay, and this rule is estimated to affect 
up to 4 million workers. The changes are effective December 1, when employees making more 
than the $47,467 threshold must be classified as non-exempt and paid overtime. 
 
 Read further about the rule and steps your business may need to take.  
    

Don’t Miss This Symposium at the September 8-11 National Assembly 
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Outcomes of Partial Foot Amputation Can Inform Difficult Decisions About 
Amputation Surgery Using a Shared Decision-Making Approach 

Saturday, September 10 at 8:45 AM 
 

In this symposium, learn what shared decision-making is and why it is an effective way to make 
decisions about treatment. The team will share some of the key outcomes of dyvascular partial 
foot amputation and how this evidence has been used in the design of decision aids and 
conversation guides that help patients and doctors share in the process of informed decision 
making. 
 

Meet the Panel: 

http://www.regulations.gov/
http://www.aopanet.org/wp-content/uploads/2016/05/New-Overtime-Rule.pdf
http://r20.rs6.net/tn.jsp?t=zby7asxab.0.0.vrhguwcab.0&id=preview&r=3&p=http%3A%2F%2Fwww.aopanet.org
http://r20.rs6.net/tn.jsp?t=zby7asxab.0.0.vrhguwcab.0&id=preview&r=3&p=http%3A%2F%2Fwww.aopanet.org%2Feducation%2F2016-national-assembly%2Fattend%2Fregistration-2%2F
http://r20.rs6.net/tn.jsp?t=zby7asxab.0.0.vrhguwcab.0&id=preview&r=3&p=http%3A%2F%2Fwww.aopanet.org%2Feducation%2F2016-national-assembly%2F
http://r20.rs6.net/tn.jsp?t=zby7asxab.0.0.vrhguwcab.0&id=preview&r=3&p=http%3A%2F%2Fwww.aopanet.org%2Feducation%2F2016-national-assembly%2Fexhibit%2F
http://r20.rs6.net/tn.jsp?t=zby7asxab.0.0.vrhguwcab.0&id=preview&r=3&p=http://www.aopanet.org/education/2016-national-assembly/


 

 
Michael Dillon, PhD, BPO (Hons) is a Senior Lecturer in Prosthetics and 
Orthotics at La Trobe University, and an Honorary Research Fellow at the 
Royal Melbourne Hospital where he supports clinicians to undertake research 
and translate research evidence into practice. Dr. Dillon’s research has 
focused on the outcomes for people with lower limb amputation; in particular, 
people with partial foot amputation. His research spans a variety of areas 
including biomechanics, quality of life, edidemiology, workforce analyses and 
studies of prosthesis efficacy.  
 
 
 

Tammy Hoffman, BOccThy (Hons1), PhD is Professor of Clinical 
Epidemiology at the Centre for Research in Evidence-Based Practice, Bond 
University. She has over 170 journal publications and is the lead author of 
widely used inter-disciplinary evidence-based practice book (Evidence-Based 
Practice Across the Health Professions, 3rd Edition underway). She is currently 
leading a number of international initiatives to more closely align shared 
decision making and evidence-based practice, and to improve the reporting 
and uptake of effective non-pharmacological interventions into practice 
(including development of the TIDieR statement). 
 
 
Stefania Fatone, PhD, BPO (Hons) is an Associate Professor in the 
Northwestern Universeity Feinberg School of Medicine Department of Physical 
Medicine and Rehabilitation where she leads O&P research and teaches in the 
Masters of Prosthetics and Orthotics program. Dr. Fatone’s research examines 
the effects of prostheses and orthoses on human locomotion in order to 
increase understanding, establish efficacy, and improve effectiveness of O&P 
interventions. Dr. Fatone is internationally recognized as a leading prosthetics 
and orthotics researcher and has more than 50 peer-reviewed publications. 
 

 
 

 
 

Attend the 9th Annual Wine Tasting & Auction 

 

During the 2016 National Assembly AOPA will be hosting the 9th Annual Wine Tasting & Auction, 
on Friday, September 9th from 6:00-8:00 PM. This exciting event provides attendees with a unique 

opportunity to mingle, network, learn about and taste a variety of wines, but most importantly 

Learn More or Register Now  

http://r20.rs6.net/tn.jsp?f=001_P56VpuUILa_PCSjsp1ShZp6dd5hSGx2WkKoPEbLDihE3F_rXxajCQCgne-nDjiei3RTvGe8qhgsXB2SF7arKhBYqab9vTsghIQuv1XeHyjuuOezDLJfP57Azrxs9uNmfn3y98s-JFueRItzweqTnN2Ec5RV3MJDbC022O7MtdzQGf7dQB3RprjHitZWsoRRszZIzkHPe_GnwS0-ErzeAYCAIpiheWEv&c=Pn8V5nPtBch0ecN24jtSsB2RPgkpzPPhgfgocwx8X0XMCjLkitNPdA==&ch=jI_ROj1ORwxQAR7sdMK93xzsnkX3q4yrqX0HZAOPP9j8SVNbmROALQ==


 

raise awareness of and funds for AOPA’s Government Relations outreach.  Let’s keep the tradition 
of success alive and make the 9th Annual Wine Tasting & Auction the best ever. 

Please join the fun, the “good cause” and add to the continued success of the Wine Tasting & 
Auction by donating today! Your special donations are what make this event unique.  Your 
donation may be one of the gems of your cellar, jewelry, artwork, wine glasses, a bottle of your 
favorite spirit, cigars, etc.  We also have a team of personal shoppers who can locate that perfect 
item for you if you would prefer to make a monetary donation. 

Please consider donating today!  The donation form is available here. 

Thank you in advance and we look forward to seeing at the 2016 National Assembly and the 9 
Annual Wine Tasting & Auction.   

Questions? Contact Devon Bernard via email or at (571) 431-0854. 

2016 O&P Benchmarking Survey is Now Available  

 
Have you ever considered using a benchmarking survey to measure your 
company’s financial performance to strengthen your business? If so, now 
is the time. 
 
You won’t want to miss this opportunity particularly if you have been 
asking yourself questions like these: 
 
 How does our spending on materials, advertising or other expenses 
compare with other companies similar to ours? 

 Is our gross margin better or worse than other facilities of the same size? 
 Are our employees generating enough sales? 

 
 
Opportunities to participate in the survey come around once a year. 2016 surveys were mailed to 
AOPA members May 1. Participation for AOPA members is FREE, and includes a complimentary 
final report (a $185 value) AND a free customized company report, comparing your company 
results to businesses of similar size and location. Participants this year will also receive a FREE 
2016 Coding Pro, single user edition, with Medicare fee schedules for all 50 states and other 
customizable fee schedules.  
BEGINS:  Surveys mailed May 1, 2016 and open until June 21st 
YOUR INVESTMENT: 60 minutes to compile information for survey 
COST: FREE published report and FREE customized company report for AOPA members 
HOW: Submit the survey online at: www.aopa-survey.com OR Complete the mailed hard copy, OR 
submit your financials and Industry Insights will confidentially enter the data for you.  
IT’s CONFIDENTIAL: Only Industry Insights, under a strict confidentiality agreement, knows your 
data. 
 

Look for your survey in the mail or click here. Don’t let this opportunity pass you by. 
 

It’s hard to chart a course for success if you don’t know where you are starting from. 
 

For questions or more information contact Bleppin@AOPAnet.org, 571-431-0810. 

https://aopa.wufoo.com/forms/2016-wine-tasting-and-auction-donation/
mailto:dbernard@AOPAnet.org?subject=ATL%20Coding%20%26%20Billing%20Semiar
http://www.aopa-survey.com/
mailto:Bleppin@AOPAnet.org


 

Upcoming AOPA Events 

 
June 8, 2016                       Physician Documentation: How to Get It & How to Use It 

       AOPA Webinar 
       Learn more or register here 
 

June 13 & 14, 2016          Coding & Billing Seminar 
                                               San Antonio, TX 
                                               Learn more and register here 
 
July 13, 2016                      Strategies and Levels: How to Play the Appeals Game 

       AOPA Webinar 
       Learn more and register here 

 

http://www.aopanet.org/education/monthly-webinars/
http://www.aopanet.org/education/coding-billing-seminar/
http://www.aopanet.org/education/monthly-webinars/

