
Last evening U.S. District Court for the District of Columbia Chief Judge Royce Lamberth issued a decision 
GRANTING the Government’s Motion to Dismiss in the case AOPA filed challenging the Medicare 
program’s actions relating to prosthetic claims, the August, 2011 Dear Physician Letter and the exclusion 
of the prosthetist’s notes from having independent value, separate from the physician’s notes as 
documentation in support of claims. 

DISTRICT COURT RULING IN AOPA v. SEBELIUS, HHS 

This is a disappointing result, and obviously, not the one that we had hoped for when we filed the 
lawsuit in May, 2013.  As we stated before embarking on this course of action, filing suit against the 
federal government is always a risky proposition, and Congress has provided many special rules limiting 
judicial review with respect to challenging decisions made by Medicare, so that odds for success in suing 
the Medicare program are very slim historically.  The Court granted the government’s Motion to Dismiss 
based on the Court’s finding that “AOPA has failed to establish that this Court has jurisdiction over its 
claims.” 

There were some aspects of AOPA’s lawsuit which we felt had to be in place to properly represent the 
combined interests of the O&P profession. While this path maximized the benefit if the suit were 
successful, this “big ask” also served to limit somewhat the prospects for success.  The objective of our 
suit was NOT to have one single claim resolved in favor of a specific O&P firm.  Rather, we pursued a 
course that sought, in essence, to overturn all of the claims in which Medicare utilized the criteria in the 
Dear Physician letter to claw back money or deny payments.  AOPA, being a trade association, doesn’t 
itself file Medicare claims.  Finally, with the devastating impact of losses to O&P providers from these 
audits and denials, we sought an immediate intervention to reverse the losses that ultimately have put 
over 100 O&P facilities out-of-business.  The suit was filed in the context of excessively long delays in 
getting appeals on claims to the ALJ level.  While we cited a limited number of specific claims, in the end, 
the Court’s decision appears to have rested on the fact that AOPA did not identify specific claims that 
had gone through ALL levels of internal Medicare review up to, and including not just a decision at the 
ALJ level, but also a decision at the next level, i.e., by the Medicare Appeals Council. 

The Nature of AOPA’s Suit 

AOPA initiated this case as part of an “all battle stations” approach whereby we have undertaken every 
possible action from the legislative, regulatory and judicial perspectives to fight for fairness to providers 
and patients, and against arbitrary actions of Medicare in violation of the processes established in the 
Administrative Procedure Act to assure that all stakeholders have the opportunity to participate in 
important government decisions.  The U.S. District Court has ruled that we have not touched all the 
needed technical bases to succeed in the judicial aspect of our efforts.  It is often said in the law that 
there are instances where there is a “wrong without a remedy,” and that seems to describe the 
outcome of this litigation.  Of course we respect the Court’s decision, but we remain unwavering in our 
belief that the case needed to be filed, and that it has positive outcomes.  AOPA and its members are 
true patriots in the sense of our belief in the proper government processes.   The fact still stands that 
Medicare did not follow the proper processes to change the rules on prosthetists and their patients, and 



though the Court concluded that Medicare had upped enforcement but not changed policy, we cannot 
agree.   

AOPA’s case demonstrated to Medicare that we insist that they go through the proper processes when 
they seek to change their rules and how they operate.  It is noteworthy the Medicare in the past ten 
weeks has initiated two new rulemakings—on prior authorization and on off-the-shelf orthotics—using 
the very formal rulemaking process that Medicare circumvented when they changed the rules via the 
“Dear Physician Letter.”  The first of those comment periods, on prior authorization, ended on July 28, 
and roughly 750 stakeholders from O&P made their voices heard. Medicare apparently did realize we 
would not go silently into the night. So, while the Court has ruled against our case, AOPA and its 
members have stood firm in insisting that Medicare follow proper processes, and if Medicare actions in 
recent weeks are an indicator, we have won a principle.  Our resolve in being prepared, in May 2013, 
and just as much today, to challenge Medicare if they ‘cut corners’ in changing how they treat providers 
and patients, seems to have delivered an important message, and hopefully forced Medicare to respect 
that we are prepared to challenge inappropriate actions. 

Some things have changed—some for better, others for worse—since AOPA filed suit in May, 2013.  As 
noted, there are at least 100 fewer O&P facilities in business, a horrible loss for these providers and 
their patients.  But, as noted above, Medicare seems more inclined to more strictly follow the rules 
when it makes regulatory changes.  Our legislative efforts have gained the attention of members of 
Congress.  35 members signed a letter to the HHS Secretary in 2013 challenging the Medicare prosthetic 
audits, and just a couple of months ago 30 Members of the House signed the Duckworth-Rokita letter 
pressing Medicare on excessive and illegal delays in providing access to ALJ decisions, and charging the 
agency to stop audits until they fix the ALJ process.  We have just seen a new bill, H.R. 5083 introduced 
which would change the law to assure proper recognition of the prosthetist’s notes.  These same efforts 
have drawn clearer distinctions by legislators between O&P and DME, a fact which might also find its 
way into statute. 

Legislative and Regulatory: Where We Stand Today on Other Aspects of the Battle on Prosthetic 
Claims Audits 

There are still other opportunities ahead.  There is an interest in using the available processes to look at 
utilizing the option to petition for modifications to the LCDs, to re-work the rules.  Overall, we hope and 
believe that the outlook is better, not as bleak as it was fifteen months ago when AOPA filed its suit 
against Medicare.  There is other litigation underway. The American Hospital Association filed suit about 
Medicare RACS about six weeks before the AOPA suit, and they still await a decision on the Motion to 
Dismiss that the government filed in that case (very similar to AOPA’s, but before a different judge).  
AHA has also filed suit challenging Medicare’s delay in providing ALJ decisions in accordance with the 
statute. 

The District Court issued a 14-page opinion dismissing the AOPA claim, which is available for review on 
the AOPA website.  Here are the key findings from AOPA’s view. 

Key Findings of the District Court 



 

1. The case was dismissed because AOPA “has failed to establish that this Court has jurisdiction 
over its claims.” 

2. The Court agreed with Medicare that even if the Dear Physician letter had been overturned by 
the Court, that the Medicare Program Integrity Manual and the Local Coverage Determinations 
included sufficient basis to support Medicare’s prosthetic claims denials and audits.  Notably, 
the Court pointed to the fact that after the Dear Physician letter, in January 2013, Medicare 
revised its LCDs, stating that “the revised LCDs state that “records from suppliers or healthcare 
professionals with a financial interest in the claim outcome are not considered sufficient by 
themselves for the purpose of determining that an item is reasonable and necessary.”  The 
Court noted that these revised LCDs could be considered because they were completed before 
our suit was filed , without addressing the fact that they were being applied to claims filed and 
paid before those revisions existed. 

3. The Court stated “The agency admits that it has ‘focused more resources on claims for 
prosthetic devices’…to more effectively tamp down waste, fraud and abuse.’” 

4. AOPA relied on cases that held that written communications with the agency could establish 
Medicare’s position, and could waive the usual obligation to exhaust all administrative remedies 
before a court could hear a claim.  The District Court opinion distinguished AOPA’s cases from 
these cases, saying that the prior cases were “closer to the ‘concrete claim for reimbursement’ 
that the Supreme Court has held is required.” 

5. In the end, the District Court cited the most common basis for denying a claim against the 
federal government, the failure to exhaust all administrative remedies.  The court refused to 
invoke the exceptions that arose from other cases stating “in cases arising under the Medicare 
Act, the requirement for ‘exceptional cases’ and certainty are even more stringent because ‘the 
bar of section 405(h) reaches beyond ordinary administrative law principles (such as) exhaustion 
of administrative remedies’ and ‘ demands the channeling of virtually all legal attacks through 
the agency.”  They cited Congress’s   “intent to assure ‘the agency greater opportunity to apply, 
interpret, or revise policies, regulations, or statutes without the possibly premature interference 
by different individual courts applying ripeness and exhaustion exceptions case by case.’” 

6. Finally, the case noted that there was some evidence that O&P providers had succeeded on 
appeals to ALJ, but said that “AOPA…fails to cite even a single supplier out of its 816 members 
who has exhausted all of the administrative remedies available through the agency,” explaining 
in a footnote that even a provider whose affidavit showed appeals to ALJ “but has yet to present 
her issues to the Medicare Appeals Council, which is the final decision maker for claims under 
the Medicare Act 42 U.S.C. section 405.904(a)(2).” 
 

 
Conclusion 

While AOPA will continue to consider not only this case but every possible action that can be 
taken to represent and protect the vital interests of O&P providers and patients relating to the 
actions on Medicare as to claims, denials and policies, not just for prosthetics but across the 



entire spectrum of O&P patient care, we conclude this report with a huge “thank you” to AOPA 
members, as well as to every individual who contributed with financial support as well as their in 
kind efforts to support the District Court litigation and our efforts via the AOPA Policy Forum, 
meetings, publications, and our legislative and regulatory advocacy.  The O&P field and the 
patients we serve deserve our absolute best efforts on behalf of these vital stakeholders and we 
hope AOPA’s commitment to pursue this litigation as one component of fulfilling that obligation. 
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August 11, 2011 

Dear Physician – Documentation of Artificial Limbs 
Dear Physician, 

The Durable Medical Equipment Medical Administrative Contractors (DME MAC) have jurisdiction for 
processing claims from prosthetists for artificial limbs.  In the event of an audit, the Medicare contractor may 
request medical records to demonstrate that the prosthetic arm or leg was reasonable and necessary.  Since 
the prosthetist is a supplier, the prosthetist’s records must be corroborated by the information in your 
patient’s medical record.  It is the treating physician’s records, not the prosthetist’s, which are used to justify 
payment.  

The patient’s functional capabilities are crucial to establishing the medical necessity for a prosthetic device.  
Many prosthetic components are restricted to specific functional levels; therefore, it is critical that physicians 
thoroughly document the functional capabilities of their patients, both before and after amputation.  Clinical 
assessments of a patient’s rehabilitation potential must be based on the following classification levels: 

Level 0: Does not have the ability or potential to ambulate or transfer safely with or without 
assistance and a prosthesis does not enhance their quality of life or mobility. 

Level 1: Has the ability or potential to use a prosthesis for transfers or ambulation on level surfaces 
at fixed cadence. Typical of the limited and unlimited household ambulator. 

Level 2: Has the ability or potential for ambulation with the ability to traverse low level 
environmental barriers such as curbs, stairs or uneven surfaces. Typical of the limited community 
ambulator. 

Level 3: Has the ability or potential for ambulation with variable cadence. Typical of the community 
ambulator who has the ability to traverse most environmental barriers and may have vocational, 
therapeutic, or exercise activity that demands prosthetic utilization beyond simple locomotion. 

Level 4: Has the ability or potential for prosthetic ambulation that exceeds basic ambulation skills, 
exhibiting high impact, stress, or energy levels. Typical of the prosthetic demands of the child, active 
adult, or athlete.  

The records must document the patient's current functional capabilities and his/her expected functional 
potential, including an explanation for the difference.  Note that it is recognized, within the functional 
classification hierarchy, that bilateral amputees often cannot be strictly bound by functional level 
classifications. 

The physician’s assessment of a patient’s physical and cognitive capabilities typically includes:  

• History of the present condition(s) and past medical history that is relevant to functional deficits 
• Symptoms limiting ambulation or dexterity 
• Diagnoses causing these symptoms 
• Other co‐morbidities relating to ambulatory problems or impacting the use of a new prosthesis 
• What ambulatory assistance (cane, walker, wheelchair, caregiver) is currently used  

(either in addition to the prosthesis or prior to amputation) 
• Description of activities of daily living and how impacted by deficit(s) 
• Physical examination that is relevant to functional deficits 
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• Weight and height, including any recent weight loss/gain 
• Cardiopulmonary examination 
• Musculoskeletal examination 

o Arm and leg strength and range of motion 
• Neurological examination 

o Gait 
o Balance and coordination 

The assessment points above are not all‐inclusive and physicians should tailor their history and examination 
to the individual patient’s condition, clearly describing the pre and post‐amputation capabilities of the 
patient.  The history should paint a picture of your patient’s functional abilities and limitations on a typical 
day.  It should contain as much objective data as possible. The physical examination should be focused on the 
body systems that are responsible for the patient’s ambulatory or upper extremity difficulties or impact on 
the patient’s functional ability. 

Note that when physicians are unable to provide the requested documentation to the supplier, the suppliers 
receive denials for the items billed which could result in your patient being financially responsible for all or 
part of the charges for the items/service received.  If a supplier contacts your office to request additional 
clinical documentation, please partner with the supplier to establish what clinical records are needed to 
support that the service/item you ordered is medically necessary.   

Section 1842(p)(4) of the Social Security Act mandates that: 

[i]n case of an item or service…ordered by a physician or a practitioner…but furnished 
by another entity, if the Secretary (or fiscal agent of the Secretary) requires the entity 
furnishing the item or service to provide diagnostic or other medical information in 
order for payment to be made to the entity, the physician or practitioner shall provide 
that information to the entity at the time that the item or service is ordered by the 
physician or practitioner.  

Providing medical records to the supplier is not a violation of the HIPAA Privacy Rule. Thank you for your 
cooperation in future documentation requests.  

Sincerely, 

Paul J. Hughes, MD  
Medical Director, DME MAC Jurisdiction A  
NHIC, Corp.  

Stacey V. Brennan, MD, FAAFP  
Medical Director, DME MAC Jurisdiction B  
National Government Services  

 

Robert D. Hoover, Jr., MD, MPH, FACP  
Medical Director, DME MAC Jurisdiction C  
CGS 

Richard W. Whitten, MD, MBA, FACP  
Medical Director, DME MAC Jurisdiction D  
Noridian Administrative Services  
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Get Your AOPA Coding Products in the AOPA Bookstore – Order Today! 

 
AOPA offers the best 2014 medical coding products in the industry at the greatest 
price. Get all of the codes, descriptions, illustrations, tips, and examples that you 
need! 
 

Between the Coding Pro Software, Quick Coder Reference Set, and the all-important Illustrated Guide, 
you’ll have the complete coding system in use for Orthotics, Prosthetics, and Shoes including HCPCS 
Codes, official Medicare Descriptors, and Illustrations for each code! Why wait? Get all 3 in the AOPA 
2014 Coding Suite! Order yours today! 
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District Court Ruling in AOPA v. Sebelius, HHS 
On Audits, Prosthetist’s Notes, & Dear Physician Letter 
 

On August 4th, 2014, the U.S. District Court for the District of Columbia Chief Judge 
Royce Lamberth issued a decision GRANTING the Government’s Motion to Dismiss 
in the case AOPA filed challenging the Medicare program’s actions relating to 
prosthetic claims, the August, 2011 Dear Physician Letter and the exclusion of the 
prosthetist’s notes from having independent value, separate from the physician’s 
notes as documentation in support of claims. 
 

This is a disappointing result, and obviously, not the one that we had hoped for 
when we filed the lawsuit in May, 2013.  As we stated before embarking on this 
course of action, filing suit against the federal government is always a risky 
proposition, and Congress has provided many special rules limiting judicial 
review with respect to challenging decisions made by Medicare, so that odds 
for success in suing the Medicare program are very slim historically.  The Court 
granted the government’s Motion to Dismiss based on the Court’s finding that 
“AOPA has failed to establish that this Court has jurisdiction over its claims.” 
 

Key Findings of the District Court 
 
The District Court issued a 14-page opinion dismissing 
the AOPA claim, which is available for review on the 
AOPA website here.  Here are the key findings from 
AOPA’s view. 
 

1. The case was dismissed because AOPA “has 
failed to establish that this Court has 
jurisdiction over its claims.” 

 
2. The Court agreed with Medicare that even if 

the Dear Physician letter had been overturned 
by the Court, that the Medicare Program 
Integrity Manual and the Local Coverage 
Determinations included sufficient basis to 
support Medicare’s prosthetic claims denials 
and audits.  Notably, the Court pointed to the 
fact that after the Dear Physician letter, in 
January 2013, Medicare revised its LCDs, 
stating that “the revised LCDs state that 
“records from suppliers or healthcare 
professionals with a financial interest in the 
claim outcome are not considered sufficient by 
themselves for the purpose of determining 
that an item is reasonable and necessary.”  The 
Court noted that these revised LCDs could be 
considered because they were completed 
before our suit was filed, without addressing 
the fact that they were being applied to claims 
filed and paid before those revisions existed. 

http://www.aopanet.org/wp-content/uploads/2014/08/AOPA-v.-HHS-Court-Decision.pdf
http://www.aopanet.org/wp-content/uploads/2014/08/AOPA-v.-HHS-Court-Decision.pdf
http://www.aopanet.org/wp-content/uploads/2014/08/AOPA-v.-HHS-Court-Decision.pdf
http://www.aopanet.org/wp-content/uploads/2014/08/AOPA-v.-HHS-Court-Decision.pdf
http://www.aopanet.org/wp-content/uploads/2014/08/AOPA-v.-HHS-Court-Decision.pdf
http://www.aopanet.org/wp-content/uploads/2014/08/AOPA-v.-HHS-Court-Decision.pdf


 

 
3. The Court stated “The agency admits that it has ‘focused more resources on claims for prosthetic 

devices’…to more effectively tamp down waste, fraud and abuse.’” 
 

4. AOPA relied on cases that held that written communications with the agency could establish 
Medicare’s position, and could waive the usual obligation to exhaust all administrative remedies 
before a court could hear a claim.  The District Court opinion distinguished AOPA’s cases from 
these cases, saying that the prior cases were “closer to the ‘concrete claim for reimbursement’ 
that the Supreme Court has held is required.” 

 
5. In the end, the District Court cited the most common basis for denying a claim against the 

federal government, the failure to exhaust all administrative remedies.  The court refused to 
invoke the exceptions that arose from other cases stating “in cases arising under the Medicare 
Act, the requirement for ‘exceptional cases’ and certainty are even more stringent because ‘the 
bar of section 405(h) reaches beyond ordinary administrative law principles (such as) exhaustion 
of administrative remedies’ and ‘demands the channeling of virtually all legal attacks through the 
agency.”  They cited Congress’s   “intent to assure ‘the agency greater opportunity to apply, 
interpret, or revise policies, regulations, or statutes without the possibly premature interference 
by different individual courts applying ripeness and exhaustion exceptions case by case.’” 

 
6. Finally, the case noted that there was some evidence that O&P providers had succeeded on 

appeals to ALJ, but said that “AOPA…fails to cite even a single supplier out of its 816 members 
who has exhausted all of the administrative remedies available through the agency,” explaining 
in a footnote that even a provider whose affidavit showed appeals to ALJ “but has yet to present 
her issues to the Medicare Appeals Council, which is the final decision maker for claims under 
the Medicare Act 42 U.S.C. section 405.904(a)(2).” 

 

Conclusion 
 
While AOPA will continue to consider not only this case but every possible action that can be taken to 
represent and protect the vital interests of O&P providers and patients relating to the actions on 
Medicare as to claims, denials and policies, not just for prosthetics but across the entire spectrum of 
O&P patient care, we conclude this report with a huge “thank you” to AOPA members, as well as to 
every individual who contributed with financial support as well as their in kind efforts to support the 
District Court litigation and our efforts via the AOPA Policy Forum, meetings, publications, and our 
legislative and regulatory advocacy.  The O&P field and the patients we serve deserve our absolute best 
efforts on behalf of these vital stakeholders and we hope AOPA’s commitment to pursue this litigation 
as one component of fulfilling that obligation. 
 

Click here to review the 14 page District Court issued opinion dismissing AOPA’s claims. 
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AOPA Statement on Ruling of the District Court, District of Columbia in 
AOPA v. Sebelius, HHS, Granting Government Motion to Dismiss 

 

AOPA’s Executive Director, Thomas F. Fise, JD, issued the following 
statement on the District Court Ruling granting the agency’s motion to 
dismiss AOPA’s claims: 
 
“AOPA is disappointed with the decision of the District Court, and is still 
weighing its options in terms of possible appeal.  AOPA filed the lawsuit 
hoping to address the threat to the availability of prosthetic devices 
resulting from the abrupt August, 2011 change in the federal government’s 
reimbursement rules. While the Court dismissed AOPA’s suit on largely 
technical grounds, AOPA believes that the suit was necessary to stand firm 
for the principle that Medicare cannot take short cuts with the proper 
administrative procedures when it is changing rules about what patients 
are entitled to and how it will determine payments.  AOPA felt compelled 
to do anything that it could that might have helped avoid the over 100 
business closings that have ensued, and secure fairness for our members, even knowing the road to 
success would likely be difficult.  AOPA will continue to use all available tools, including advocacy in the 
legislative, regulatory and judicial sectors to restore fairness for our member health care professionals 
and the Medicare amputees they serve.” 
 
You may click through to AOPA website if you would like to access some commentary by critics of the 
decision posted there. 

 

CMS Announces Limited Re-Start of RAC Activities 
 

On August 4, 2014, the Centers for Medicare and Medicaid Services 
(CMS) announced that as a result of the ongoing delay in awarding new 
RAC contracts, existing contracts with the current RAC auditors have 
been modified to allow them to re-start recovery activities on a limited 

basis.  RAC auditors were previously notified that in order to ensure a smooth transition as the term of 
the original RAC contracts expired, no new additional documentation requests (ADRs) were to be sent to 
providers after February 28, 2014.  In addition to facilitating a smooth transition of contract 
responsibilities, CMS also stated that the pause in RAC activities would allow CMS to continue to refine 
and improve the Medicare recovery audit program. 
 

The modification of the existing contracts to allow RAC auditors to re-start recovery activities using the 
same flawed processes that were addressed in a bipartisan letter to then HHS Secretary Kathleen 
Sebelius from 111 members of Congress in February of 2014 appears to be in direct conflict with CMS’ 
stated goal of continuing to improve and refine the Medicare audit recovery program.  While the August 
4th release states that RAC activities will be limited and focus mainly on automated reviews, CMS 
indicated that a limited number of complex reviews of topics selected by CMS will be conducted by RAC 
auditors. 
 

AOPA will be contacting members of Congress to voice its strong opposition to the renewal of RAC audit 
activity using the same flawed process that CMS has publicly acknowledged requires refinement and 
improvement to ensure fair treatment of legitimate Medicare providers. 
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OTS Orthotic Regulations 
A New CMS Proposed Rule Could Limit Your Patients’ Access to Care AND Eliminate 

Orthotic Fitters 
 

CMS released a proposed rule on July 11 that addresses Off-the-shelf Orthoses and the 
definition of Minimal Self-Adjustment. In an effort to define the scope of individuals 
authorized to fit orthotic devices deemed by CMS to be off-the-shelf (OTS), the 
proposed rule will add physicians, treating practitioners, PTs and OTs as “individuals 
with specialized training” to the current definition that includes certified orthotists as 
qualified individuals to provide custom fitting of orthoses. 

 

The proposed rule states that orthotic assistants and fitters are not considered to have specialized 
training for the purposes of providing custom fitting of orthoses and therefore any devices they fit or 
adjust will be considered OTS. 
 

CMS has previously defined “minimal self-adjustment” in 
expansionist terms for defining OTS orthotics, which could 
have later implications for competitive bidding of products 
not appropriate for delivery without service. The new rule 
compounds instead of corrects the issue, and could limit your 
patients’ access to care. 
 

Here’s what AOPA is doing and how you can participate: 
 

✔ A FREE educational webinar on August 14 at 3:00 PM EST, where O&P insiders will examine 
Medicare’s proposal, and explain how it would affect your business. RSVP today by clicking here and 
reserving your spot. 
 

✔ Pre-written letter for you to quickly submit comments to CMS via AOPAvotes listing ways that CMS 
is misguided in their proposal and how to correct these deficiencies to avoid patient harm. All letters 
through AOPAvotes.org will be hand-delivered to CMS prior to the comment submission deadline. 
 

✔ Similar to the Prior Authorization campaign, we will be mailing postcards for you to distribute to your 
orthotic patients. 
 

✔ AOPA will be submitting its own comments on behalf of you, its members. This is not a substitute for 
you, assuring that Medicare hears your views, so send CMS your comments in addition to those from 
AOPA. 
 

✔ AOPA is working with the O&P Alliance and all organizations in the profession to educate and 
encourage folks to participate 

  

Plan to participate in the upcoming free AOPA webinar on August 14 at 3:00 PM EST to get the straight 
story and the implications for your practice. Get more info on how to participate, to be heard and to 
send in your comments. 

 

 
 

Contact Devon Bernard at (571)431-0854 or dbernard@aopanet.org with questions. 

https://attendee.gototraining.com/r/7958445841915917313
https://attendee.gototraining.com/r/7958445841915917313
http://aopavotes.org/forms/submit-comments-on-ots-orthotics-
mailto:dbernard@aopanet.org
https://attendee.gototraining.com/r/7958445841915917313


 

HIPAA Compliance: Business Associate Agreements (BAA) 
Must be Updated by September 23rd, 2014 
 

As a reminder in January 2013 the HIPAA Omnibus Rule was released and 
the rule contained new requirements for all of your Business Associate 
Agreements (BAA), and had a compliance date of September 23, 2013.  
However, the Omnibus rule did allow for a one year grandfathering period 
for amending or updating any BAAs which were in effect prior to January 25, 
2013. 
 

This one year grandfathering/grace period is coming to a close. If a BAA was in effect prior to the release 
of the Omnibus rule, you have until September 23, 2014 to make any required revisions in order to 
remain compliant with HIPAA. 
 
In order to stay complaint with the Omnibus requirements and the September 23, 2014 deadline, below 
are some key items that you will want to include in your BAAs. Keep in mind that these are just the 
minimum amount of revised requirements you may want to address within your amended or new BAAs; 
you will want to create amendments or new agreements that are specific to your needs:  
 

   Include a section that allows you to verify that the BA is in compliance with the HIPAA security and 
privacy regulations.  

 Ensure that the BA will report all breaches to you in a timely manner, and that these notifications 
are done in a standard format. You may want them to provide you with the contact information for 
those affected; a detailed account of the breach, including what was breached; and any steps they 
are taking to ensure the breach doesn’t occur again. Think of any information that you may require 
when you have to report the breach. 

  If a BA uses any subcontractors be sure to ensure that the subcontractor agrees to the same 
restrictions and conditions you apply to the BA.  

 BA must comply, where appropriate, with the Security with regard to electronic PHI 

 To the extent the BA is to carry out the covered entity’s obligation under the Privacy Rule, the BA 
must comply with the same requirements of the Privacy Rule that apply to the covered entity in the 
performance of said obligations 

 
Any questions, please contact Joe McTernan at jmcternan@AOPAnet.org or Devon Bernard at 

dbernard@AOPAnet.org. 
 

You may also visit the AOPA website at: 
http://www.aopanet.org/legislative-regulatory/hipaa/ 

 

          

mailto:jmcternan@AOPAnet.org
mailto:dbernard@AOPAnet.org
http://www.aopanet.org/legislative-regulatory/hipaa/
http://www.mobilitysaves.org
http://www.aopanet.org/publications/op-almanac-magazine/quiz-archive/


 

Earn 36 Continuing Education Credits at the 2014 AOPA National Assembly! 
 

Register today to attend the country’s oldest and 
largest meeting for O&P professionals. Take advantage 
of five dedicated education tracks—providing the most 
relevant education for orthotists, prosthetists, 
technicians, pedorthists and business managers. 
 
Rooms are still available but going fast.  Rates vary 
from $99 to $179 at the Mandalay Bay.  For those on a 
budget, you don’t have to go far to get even lower rates.  Contact assembly@aopanet.org for 
assistance. 
 

Learn from MDs, PhDs, Wound Care Specialists, Physical Therapists, Research Scientists, Attorney’s, 
top business executives and superior Practitioners.   
 
 

Featured programming includes:  

 Four days of the top-notch business education you’ve come to know and expect from AOPA 

 A special session on advancing prosthetic care featuring Jason Highsmith, PhD, DPT, CP, 
FAAOP, Hugh Herr, PhD and Janos Ertl, MD 

 Challenges Flowing from a Successful Scoliosis Orthosis Trial (Symposium) 

 Emerging Trends in Pediatric Orthotic Management (Symposium) 

 Cranial Remolding Treatment, What Does the Evidence Tell Us? (Symposium) 

 The Impact of Current Research and Outcomes on the Future of Amputee Care (Symposium) 

 Elevated Vacuum and the Client with Transfemoral Amputation—Goals, Observations and 
Measurements from Bench to Clinic (Symposium) 

 Evaluating Evidence to Improve Clinical Care in P&O (Symposium) 

 Orthotic-Pedorthic Management of the Diabetic Foot (Symposium) 

 Four-days of Pedorthic Education focusing on the treatment of the Diabetic Foot 

 Extreme Technical education from the country’s premier technicians 

 Plus a plethora of Free Papers, Workshops, Posters, PPT presentations and more! 
 
Fun networking events and the new Alumni Connection 

allow you to easily meet up with your  
school alumni & friends! 

 

Experience the Energy! September 4-7 at the 

Mandalay Bay Resort in Las Vegas 

 
 
Quick Links: 
 Registration 

 Preliminary Program 

 Hotel Reservations 

 Questions? 

 

mailto:assembly@aopanet.org
https://www.expotracshows.com/aopa/2014/
http://bit.ly/Assembly14Prelim
http://www.aopanet.org/education/2014-assembly/attend/#hotel
http://www.aopanet.org/education/2014-assembly/contact-us/
https://www.expotracshows.com/aopa/2014/?utm_source=


 

Compliance, Coding, and Documentation Is Coming To St. Louis 
 

 
 

AOPA ESSENTIAL CODING & BILLING SEMINAR – ST. LOUIS 
 

Compliance, Coding, Billing, Audits, Documentation -- We've got you covered! 

What better place than the “Show Me” state to host the final Coding & Billing Seminar of 2014? 
 
This interactive seminar is meant for both practitioners and office staff. 
The advanced two-day seminar features specialized break-out sessions 
for each group to ensure review of concentration specific materials.  
 
You'll leave with: 

 14 Continuing Education Credits from ABC or  BOC  

 Course credit for the Business Certificate Program  

 Peace of mind knowing that you are billing Medicare correctly 

 Priceless education  
 

Come see why participants leave saying “Thank you!!  I had a great time 
and learned so much.  I look forward to next year!!! 

 

Renaissance St. Louis Grand Hotel  
October 20-21, 2014 
 
AOPA experts, with over 70 years of combined 
experience, provide you the most up-to-date 
guidance to help O&P Practitioners & office billing 
staff learn how to code complex devices, including 
repairs. 
  

Are you ready to stump them with your hard-hitting questions? 
  
Make your hotel reservations online or via phone at 800-468-3581 or 314-621-9600 and mention the 
AOPA Coding & Billing Seminar for an approximate rate of $129/night. Make your hotel registrations 
before the September 29th cut-off date! 

 
Renaissance St. Louis Grand Hotel 
800 Washington Avenue 
St. Louis, MO  63101 
Room Rate $129 plus tax 
Reservations 800/468-3581 
Cut-off Date: September 29, 2014 

http://www.marriott.com/hotels/travel/stldt-renaissance-st-louis-grand-hotel/
https://aopa.wufoo.com/forms/2014-mastering-medicare-st-louis/


 

Last Call For Technical Fabrication Contest Registration! 
 

Gain recognition for technical fabrication skills by entering the third annual 
technical fabrication contest to be held at the 2014 National Assembly. 
 
Compete with your counterparts from around the United States to fabricate a 
lower extremity orthosis or prosthesis that best reflects your interpretation of 
“energy” as it applies to prosthetics or orthotics. The projects submitted will 
be judged on ingenuity, design, finish and function. 
 
Contest registration is required along with a $25 entry fee. One winner and 
one runner-up will be selected in each of the three categories: Practitioner, 
Technician, and Student. All three categories will also be entered into the 
People's Choice Award--where Assembly attendees will vote and select their 
favorite prostheses. 
 

 First Place Winners receive a $500 Cash Prize  

 Runners up receive a $200 Cash Prize  

 The People's Choice Award recipient will receive $300  

 A Trophy and Press Release announcement will be awarded to the school representing the 
winning students. 

 

It’s not too late to enter! Register today! 
 

To learn more visit http://www.aopanet.org/education/2014-assembly/contests/ or contact Steve 
Custer at scuster@AOPAnet.org or (571) 431-0810. 
 

AOPA Gives Thanks To The 2014 Supplier Plus Partners! 
 

    
 

   
 

   

https://aopa.wufoo.com/forms/2014-aopa-opta-technical-fabrication-contest/
http://www.aopanet.org/education/2014-assembly/contests/
mailto:scuster@AOPAnet.org
http://www.allardusa.com/
http://www.amfit.com/
http://www.dafo.com/
http://www.endolite.com/
http://fillauer.com/
http://www.renia.com/
http://www.rcai.com/
http://spinaltech.com/
http://www.townsenddesign.com/Townsend_Design/Townsend_Design.html
http://trulife.com/
http://www.delcam-healthcare.com/


 

AFO/KAFO Policy: Understanding the Rules  
August Webinar 

 

 
 

Obtaining Medicare reimbursement for AFOs and KAFOs  can sometimes be a challenging and often 
frustrating experience.  Join AOPA for an AOPAversity Mastering Medicare Audio Conference that 
will focus on the nuances of AFO/KAFO LCD and Policy Article and help you to better understand the 
rules. Attendees will learn:  
 

  What documentation must exist in order to use the KX modifier on 
your claim 

  What are the coverage rules for  AFOs with ambulatory vs. non-
ambulatory patient 

 How to bill for repairs to AFO's and KAFO's  
 When is it okay to use a custom fabricated AFO/KAFO 
 Basic review of the major component of a Medicare medical policy  

 
The cost of participating is just $99 for AOPA members ($199 for nonmembers) and any number of 
employees may listen on a given line.  Listeners can earn 1.5 continuing education credits by 
returning the provided quiz within 30 days and scoring at least 80%. 
 

Register online here! 
 
Contact Devon Bernard at dbernard@AOPAnet.org or 571/431-0854 with 
content questions. 
 
Contact Betty Leppin at bleppin@AOPAnet.org or 571/431-0876 with 
registration questions. 
 

Click here to go to the top of the newsletter. 

 

Upcoming Events 
   
Aug 13  AFO/KAFO Policy:  
  Understanding The Rules 
  Webinar Conference 
  Learn more or register online here 
 
Sept 4-7 AOPA 2014 National Assembly 
  Las Vegas, NV 
  Learn more or register online here  

 

Oct 20-21 Mastering Medicare: Coding 
  & Billing Techniques Seminar 
  St. Louis, MO 
  Learn more or register online here 

13 
 

http://bit.ly/aopa2014audio
mailto:dbernard@AOPAnet.org
mailto:bleppin@AOPAnet.org
http://www.aopanet.org/education/audio-conferences/
http://www.aopanet.org/education/2014-assembly/
http://www.aopanet.org/education/coding-billing-seminar/
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A Topic AopA is Working on ThAT is imporTAnT 
To The FuTure oF Your Business

The Department of Justice (DOJ) Responds to AOPA’s 
Lawsuit Against CMS Seeking Dismissal of Our Complaint—
A Critical Round One

Letter from tom fise, AoPA executive Director JULY 2013
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(Continued on page 2)

The Core of the Issue
AOPA’s lawsuit against CMS for promulgating a change 
in policy without proper procedures which resulted in the 
ruinous RAC audits has entered a crucial stage. As we 
have noted many times, suing CMS or the government 
in general is always an uphill battle—the government 
has huge resources and it is hard to beat them. Yet, as 
everyone knows, filing the lawsuit was the only recourse 
after exhausting every other possible remedy. The DOJ 
motion to dismiss our complaint was expected. It’s usually 
always the first step by government in their own defense. 
The judge might choose to dismiss our complaint. But, if the 
judge elects to not grant dismissal, it is a very positive and 
encouraging development. AOPA has until August 6th to 
respond and we will make a very vigorous argument that the 
suit should continue. 

Why Is It Important To You?
It’s important that AOPA takes every possible step to protect 
our members and their patients in this increasingly difficult 
healthcare climate. This lawsuit is a critical piece in calling a 
government agency to account for actions that have seriously 
undermined O&P patient care and the ability of many O&P 
providers to remain in business. Even the government is 
not entitled to do whatever they want, however they want, 
whenever they want. There is a process they are expected 
to follow. CMS through its contractors will always have to 
conduct audits to make sure Medicare payments are proper 
and that fraudulent claims are not paid with taxpayer dollars. 
But, if there is going to be a change in the rules, then proper 
notice must be given and an opportunity must exist for all 
stakeholders to voice their views so that any final rule or policy 
has the benefit of informed judgment as well as fair warning. 
 

 You must be provided a new rulebook if the rules change 
and be given an opportunity to make necessary adjustments 
to comply with new rules going forward. Changing the rules 
and then applying the new rules retroactively just isn’t right 
and that’s a big part of why AOPA has pursued this action so 
aggressively. It’s our job to make sure things are right to the 
best of our ability and to provide you with whatever guidance 
we can to make sure you and other members can make 
necessary adjustments for compliance.

What Is AOPA Doing About This?
Since filing the lawsuit AOPA has gathered information 
about how patients and members have been affected by 
delayed service, claw backs of previous reimbursements, and 
yes, even identifying companies that have been unable to 
weather the storm and have gone out of business. These and 
other facts will help support AOPA efforts to keep the lawsuit 
alive so the judge has an opportunity to review all the facts in 
coming to a determination.
 As of press time for this newsletter, AOPA has pursued 
another very interesting development that still poses some 
mystery. All of us will doubtless agree that there has been little, 
if any, good news on RAC and related audits on O&P over the 
past 23 months. But something quite remarkable has happened 
in the past couple of weeks, something that we attribute to 
the filing of AOPA’s lawsuit. One of the major claims AOPA 
has made in our suit is that the CMS audit contractors have 
inappropriately applied the new standard articulated in the 
August 2011 Dear Physician Letter retroactively to claims in 
2009 or 2010, well before anyone had any reason to think the 
standard had changed. Over the past two weeks, we have heard 
from a fair number of AOPA O&P provider members that the 
CMS RAC contractors had notified them that audits of claims 
with dates of service before August, 2011—the very claims 
that were contested by one of the AOPA suit’s most vociferous 
assertions—have been cancelled. Just this past week, AOPA 
has gotten word from two separate members in different states 
that audit contractors explained these cancellations by saying 
that they had received a notification from CMS instructing that 
any O&P prosthetic audits relating to claims with a service date 
before August, 2011, be cancelled. CMS has said nothing to 
explain this action, but they seem to have recognized that they 
did make an important change in the standard via the August, 
2011 Dear Physician letter AND that it is unfair and inappropriate 
(if not illegal) to apply that new standard retroactively.
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 This is not the first time CMS has initiated major changes in 
policy of RACs as a result of a lawsuit being filed. Earlier this year, 
the American Hospital Association (AHA) sued CMS relating to 
what AHA deemed to be inappropriate and confiscatory actions 
by CMS audit contractors. Shortly after the lawsuit was filed, CMS 
announced a new interim rule whereby if audits determined that a 
Medicare patient should not have been admitted as an in-patient 
under Part A to receive a service/surgery/procedure, Medicare 
(instead of its old policy which had been, by RAC audit, to claw 
back every dollar of the claim paid on behalf of that Medicare 
beneficiary) would allow the hospital to re-file a claim under Part 
B for the amount Medicare would have paid for that patient on a 
claim submitted had the service/surgery/procedure been received 
on an outpatient basis. So far, this has not resulted in any change 
in the lawsuit itself. It is possible that the government decided it 
would be easier to defend its position in that lawsuit if it adopted 
prospectively a more reasonable position.
 So what’s happening in O&P and how will it affect you? One 
explanation is that CMS realized that audit activity on claims 
paid with pre-August 2011 service dates were indeed improperly 
audited. Then the question is how about the pre-August 2011 
paid claims where reimbursements were clawed back? Does this 
rescission possibly suggest monies clawed back by Medicare 
can be refunded? Does this rescission activity suggest someone 
at CMS realizes that AOPA’s lawsuit claiming retroactive claim 
denials pre-August 2011 were indeed improper? 
 We must caution AOPA members not to infer from this 
that there is any probability or certainty that CMS will adopt a 
consistent and rational policy, namely, there is no indication or 
assurance whatsoever that CMS/Medicare will return the dollar 
amounts its auditors have already collected retroactively as to 
prosthetic O&P claims where the date of service was before 
August, 2011. That would make sense to all of us, but as we 
know, Medicare very often does not act logically. We hope that 
this might be the eventual result of either Medicare attempting 
to treat O&P prosthetic providers more fairly or as a result of 
the ongoing litigation. But at this point there is no way, and 
no information at our disposal to speculate about what the 
government might do.

The Bottom Line:
The RAC audits egregious damage visited on many O&P 
providers are just one example of why AOPA and its members 
must be ever vigilant in monitoring CMS activities in all areas. 
There’s certainly no suggestion that the RAC audits and other 
activities or changes undertaken by CMS have any ulterior 
motives. Officials and employees at CMS are trying to do their 
job in guarding against fraud and abuse and few people at 
CMS are familiar with O&P and the vital services we provide to 
patients. The bulk of CMS audit activity in O&P seems focused 
on trying to drive down the K level, presumably on the false 
assumption that K-levels are somehow being “upcoded.” In fact, 
the data from Medicare records in a study funded by AOPA, 
commissioned by the Amputee Coalition and conducted by the 
highly regarded health care consulting firm of Dobson DaVanzo 
actually contradicts the assumption of upcoding. The study 
showed the actual total Medicare costs of K3/K4 level patients 
are lower than the total Medicare costs for K1/K2 level patients 
(despite the fact that a K3/K4 prosthesis alone is more expensive 
than a K1/K2 prosthesis). 
 So we have to be on guard at all times watching closely to 
make sure well intentioned efforts in the quest of finding the 
$700 billion to pay for the Affordable Care Act, partly by curbing 
fraud and abuse, doesn’t inadvertently claim O&P providers and 
patients as victims. AOPA will continue to do its best to prevent 
that from happening.

Sincerely,

Thomas F. Fise, JD
AOPA Executive Director



A TOPIC AOPA IS WORKING ON THAT IS IMPORTANT 
TO THE FUTURE OF YOUR BUSINESS

When All Else Failed—There Was No Choice But to Litigate —
AOPA Made That Tough Choice So There Is a Chance That 
O&P Patient Care and Your Business Can Continue! 
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The Core of the Issue
On May 13th AOPA fi led a 25 page complaint in U. S. District 
Court for the District of Columbia outlining the egregious 
actions pursued by CMS contractors since August of 2011 
that have decimated O&P patient care and the businesses 
of many AOPA member providers. CMS actions were initially 
triggered by a fl awed Offi ce of Inspector General Report 
inferring that a 30% + increase in Medicare spending for 
lower limb prostheses during the 2005-2009 periods while 
the number of benefi ciaries dropped from 76,000 to 74,000 
or by 2.7% indicated inappropriate payments by CMS 
of $43 million. A “Dear Physician Letter” from the CMS 
Region Medical Directors responded to the OIG Report 
unleashing the CMS contractors down a “crash and burn” 
audit track creating havoc in O&P patient care and the cash 
fl ow disruption and subsequent demise of many fi ne O&P 
businesses. In this rapid-fi re response to the OIG Report, 
CMS through its contractors failed to follow well established 
rules for “notice and comment”— rules which assure 
stakeholder input on new/revised government standards 
and policies. The resulting audits applied the new standard 
for physician documentation/medical necessity retroactively 
to claims for services years before the new standard was 
announced.

The OIG report failed to recognize the upward Medicare 
“fee schedule” increases after years of no increases that 
occurred during that period or the fact that the wars in Iraq 
and Afghanistan placed new emphasis on developing higher 
technology prosthetic and orthotic devices which naturally 
resulted in higher costs. Further misunderstandings of how 
care is delivered and how dependent patients are on the 
expertise of O&P practitioners compounded the problems. 
All of this led to the audit contractors employing draconian 
measures, including clawing back payments for devices 
already delivered, some before the 
onset of the “Dear Physician” 
letter game changer.

Why Is It Important To You?
RAC and pre-payment audits have posed the gravest threat 
to the viability of O&P practices (and therefore their suppliers) 
in a generation. This lawsuit seeks redress by requesting the 
Court to enter a judgment and decree that would invalidate 
the physician documentation standards in the “Dear Physician” 
letter because among other things it was not promulgated as 
a regulation through formal rulemaking in compliance with 
the Medicare Act and the Administrative Procedure Act which 
require notice and comment opportunities by interested 
parties. Among other things, it would also order Secretary 
Sebelius to reopen and reprocess all claims submitted by AOPA 
members that were denied based on alleged failure to meet the 
documentation requirements set forth in the “Dear Physician” 
letter and compel the Secretary to issue regulations within 
60 days regarding the qualifi cations of suppliers of orthotics 
and prosthetics as required by Section 427 of BIPA which was 
enacted in 2000 and never implemented by CMS. 

What Is AOPA Doing About This?
The March 2013 Executive Director letter outlined the tedious 
task of laying the groundwork to sue CMS for changing the 
rules without following proper rulemaking practices. AOPA’s 
legal counsel on this matter, Winston and Strawn, wrote 
Secretary Sebelius and Administrator Tavenner two separate 
letters of December 15, 2012 and April 15, 2013 recounting the 
efforts AOPA had made to convince CMS to return to a fair and 
equitable process that would relieve the unfair burden on O&P 
patient care and the precarious plight of O&P providers whose 
cash fl ow has been devastated, in some cases to the threat 
of bankruptcy by these audits.  Countless meetings with the 
Administrator and top offi cials at CMS met with little success. 
Examples of egregious claims denials found little understanding.  
Since March, AOPA and legal counsel gathered more and 
more information and examples of patient harm and provider 
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disruption and translated it into one hundred and ten separate 
counts of failed or improper actions by CMS and resulted in the 
eleven separate requests for entering a judgment and decree in 
favor of AOPA members and seeking an award of AOPA costs 
and attorney’s fees.

Despite the fact that suing the government is an uphill battle and 
possible costs approaching a half a million dollars, it gives voice 
to the statement made in the March Executive Director Letter, 
“We’re mad as hell, and we’re not going to take it any more.” 

In the most recent meeting, on May 8, CMS Administrator 
Tavenner promised that CMS is: (a) working on a physician 
template, which she says might even be completed by the 
prosthetist, and signed off on by the physician. A legitimate 
question is, if it were implemented perfectly by CMS, how this 
would be different than where we started in July, 2011 before 
the OIG report and “Dear Physician” letter; Administrator 
Tavenner also promised that CMS would issue before the end 
of 2013, two new proposed rules: (b) a rule requiring pre-
authorization, opining that pre-authorization would essentially 
eliminate the need for RAC audits (but pre-payment audits 
based on medical necessity/physician documentation are a 
problem comparable in magnitude to RAC audits). CMS can’t 
seem to understand DME is very different from O&P and that 
that medical necessity for artificial limbs is very different from 
power mobility equipment—it is pretty evident that if a person 
is an amputee, the need for an artificial limb is pretty obviously a 
medical necessity; and (c) a rule implementing BIPA Section 427 
accreditation and certification provisions.

Those solutions almost certainly miss the mark in large measure 
and just as importantly, the timing falls far short….missing the 
point of how these audit procedures today are literally putting 

O&P practices out-of-business. On May 7, CMS released on its 
website a 4-page list of components for a physician template – 
it is incompatible with the Administrator’s promise that it would 
be capable of being completed by the prosthetist and is of 
such great specificity, very few physicians would provide such 
extensive detail. 

It really came down to a keen understanding that no other 
options exist in trying to defend AOPA members from this 
insidious intrusion into patient care and the filing of a lawsuit 
was truly our only recourse.

The Bottom Line:
You’ll be receiving separate communications about the 
need for the O&P community to come together and 
pool its resources in contemplation of a future that in all 
likelihood may include future needs to litigate for survival. 
It’s a sad commentary, but realistically, a necessary truth to 
acknowledge and be prepared to undertake. If you want more 
background or want to read the complaint against CMS you 
can go to AOPA’s home page www.AOPAnet.org and click 
on the CMS lawsuit icon right in the middle of the page. You 
can also see how you can support this effort. Thanks to every 
AOPA member for their loyal support that provided the initial 
financial wherewithal to undertake this effort. We’ve tried to 
husband your resources to make this possible but at the same 
time we must recognize that this may only be the first step in a 
longer journey of survival.

Sincerely,

Thomas F. Fise, JD
AOPA Executive Director
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