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December 4, 2018 
 
The Honorable Seema Verma 
Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS 1691-P 
PO Box 8010 
Baltimore, MD 21244–1850 
 
Submitted via e-mail to: DMEPOS@cms.hhs.gov 
 
 
Re: AOPA Comments on Proposed Product Categories for Inclusion in 
Medicare Competitive Bidding 
 
Dear Administrator Verma: 
 
The American Orthotic and Prosthetic Association (AOPA) would like to take this 
opportunity to offer comments on the new product categories proposed for 
inclusion in Medicare competitive bidding that were posted on the CMS website 
on November 1, 2018.  AOPA is the leading national trade association for patient 
care facilities that provide artificial limbs and orthopedic braces to patients with 
limb loss or orthopedic and/or neurologic problems.  Its membership consists of 
approximately 2,000 patient care facilities throughout the United States.  
 
AOPA’s comments will be limited to those relevant to the proposed inclusion of 
off-the-shelf (OTS) spinal orthoses and off-the-shelf knee orthoses in the 
Medicare competitive bidding program.  
 

I. Competitive Bidding for Orthoses of Any Kind is NOT in the Best 
Interest of Medicare Beneficiaries  
 
Since the inception of the Medicare competitive bidding program as part of the 
Medicare Modernization Act of 2003 (MMA), AOPA has expressed its significant 
concern regarding the inclusion of prostheses and orthoses in any competitive 
bidding program.  Prostheses and orthoses are, simply stated, not commodity 
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items.  They are not static medical devices that can simply be handed to a 
patient by a non-trained, non-educated supplier of medical equipment.  Instead, 
they are artificial limbs and braces that either support a weakened or injured 
body part or replace all or part of a missing body part or member.  To function 
properly, they must be fit by health professionals with appropriate clinical 
knowledge, education, credentialing, and expertise to ensure that they provide 
their intended function.  Failure to maintain a proper fit of an orthosis or 
prosthesis can not only reduce its ability to achieve its intended function, but a 
poorly fit device could result in harm to the patient.  Congress acknowledged this 
fact for prostheses by not granting any authority for CMS to include (a) 
prostheses of any type, and/or (b) any custom fabricated or custom-fitted 
orthoses in the competitive bidding provisions of the MMA—the sole authority 
CMS was granted as to competitive bidding was to off-the-shelf orthotics, as 
properly defined by Congress.   
 
As will be discussed later in these comments, the designation of an orthosis as 
OTS has been marred by controversy since the inception of the term.  The 
statutory definition of an OTS orthosis is quite clear.  Section 1847(a)(2)(C) 
defines an OTS orthosis as those: 
 
which require minimal self-adjustment for appropriate use and do not 
require expertise in trimming, bending, molding, assembling, or 
customizing to fit the individual. 
 
Through regulation and program instruction, CMS has sought, improperly and 
contrary to statute, to expand the definition of an OTS orthosis by inappropriately 
interpreting the term “minimal self- adjustment” as if the word “self” did not exist 
in the statute, with CMS claiming this term could  include devices requiring 
adjustments made by the beneficiary, caretaker for the beneficiary, or an 
uncertified supplier of the device.  This improper expansion of the term “minimal 
self-adjustment” has greatly and incorrectly expanded the type of orthoses that 
CMS wrongly considers to be OTS and therefore subject to the Medicare 
competitive bidding program.  
 
The most egregious example of this inappropriate expansion involves two knee 
orthoses that are used to treat osteoarthritis.  These orthoses rely on an intricate 
system of joints and straps to “unload” the knee compartment and provide relief 
from pain caused by bone to bone contact within the knee compartment.  Failure 
to fit and adjust these knee orthoses by a clinically trained and educated provider 
can result in, at best an ineffective orthosis and at worst an orthosis that 
increases the damage to an already compromised knee compartment.  When 
competitive bidding was first announced, the two codes that describe these types 
of orthoses (L1843 and L1845) were appropriately excluded from competitive 
bidding as they were not classified as OTS orthoses.  Without explanation or 
significant notice, CMS issued temporary K codes in 2014 (K0901 and K0902) 
that described OTS version of osteoarthritis knee orthoses and announced that 
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they would be subject to inclusion in future rounds of competitive bidding.  These 
temporary codes were eventually converted to permanent HCPCS codes (L1851 
and L1852) and are included in the 8 knee orthosis codes that are proposed for 
inclusion in the Medicare competitive bidding program—if implemented, this CMS 
action would comprise a significant risk and detriment to patients, i.e., Medicare 
beneficiaries. 
 
The Medicare competitive bidding program may make sense for commodity 
items that are kept in inventory and sold without the requirement for fitting and 
instruction by medical equipment suppliers but does not make sense when 
applied to orthoses that require instruction and fitting by properly qualified 
providers.  AOPA urges CMS to consider the negative impact including orthoses 
of any kind in competitive bidding will have on Medicare beneficiaries. We have 
physically demonstrated real examples of how improper fitting of certain devices 
CMS considers as OTS could generate real physical harm to patients, using 
actual devices, including some that have been proposed for inclusion in 
competitive bidding The commoditization of orthoses to items that can be simply 
handed to a patient in a box with no instruction on how to properly use the 
orthosis is not in the best interest of patients, providers, or the Medicare trust 
fund.  
  

II. CMS Has Unsuccessfully Tried to Define OTS, Custom Fitted, and 
Custom Fabricated Orthoses in the Past and Must Complete Those 
Suspended Rulemaking Efforts Before Competitive Bidding Can Be 
Considered 

CMS initiated an OTS orthotics rulemaking in 2014, received thousands of 
comments, and then inexplicably withdrew any action on the proposal—CMS 
must formally answer the question as to what an OTS orthotic device is, as 
compared to custom fitted and custom-fabricated orthoses, and who will be 
permitted to provide the latter, before anyone can talk knowledgably about 
competitive bidding. 
 
In its submitted comments in response to the proposed rule issued in 2014, 
AOPA stated the following:  
 

“CMS’s decision to expand the definition of “minimal self-adjustment” has 
led to significant confusion and inconsistency in the overall approach to 
billing certain kinds of orthoses. The Social Security Act1 defines OTS 
orthoses as those 

 
which require minimal self-adjustment for appropriate use and do 
not require expertise in trimming, bending, molding, assembling, or 
customizing to fit to the individual. (Emphasis added) 

                                                 
1 Section 1847(a)(2)(C) 
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This definition clearly describes what qualifies as an OTS orthosis: an item 
that is self-adjustable – by the patient – and that doesn’t require any 
expertise in order to fit it.  

 
Nevertheless, CMS unilaterally redefined “minimal self-adjustment,” 
expanding its scope while simultaneously making it inconsistent with the 
statute: 

 
Minimal self-adjustment means an adjustment that the beneficiary, 
caretaker for the beneficiary, or supplier of the device can perform 
and does not require the services of a certified orthotist (that is, an 
individual certified by either the American Board for Certification in 
Orthotics and Prosthetics, Inc., or the Board for Orthotist/Prosthetist 
Certification) or an individual who has specialized training.2 

 
AOPA has raised its concerns about this issue multiple times, including its 
comments submitted in the 2006-07 rulemaking, multiple pieces of 
correspondence with CMS officials, the CMS Administrator, and the 
Secretary of Health and Human Services, and most recently, as part of its 
comments on the March, 2014 Advanced Notice of Proposed Rulemaking 
titled, “Methodology for Adjusting Payment Amounts for Certain Durable 
Medical Equipment, Prosthetics, Orthotics, and Supplies” (CMS-1460-
ANPRM).  The continued regulatory expansion of the definition of “minimal 
self-adjustment” blatantly goes beyond the statute’s words and intent in 
defining OTS orthoses subject to competitive bidding as if CMS had 
authority to selectively modify the words of the statute to obliterate the 
word “self” from section 1847(a)(2)(C) of the Social Security Act.   

 
The result has been a confusing and counterintuitive classification of many 
orthotic HCPCS codes as OTS that simultaneously require some level of 
professional care, treatment and fitting. Specifically, CMS took 23 of the 
55 “OTS” HCPCS codes and created parallel “custom fit” codes describing 
exactly the same items. With CMS’s self-described “explosion” of these 23 
codes into either OTS or custom fit pairs, suppliers must now choose 
between codes depending on a variety of factors far beyond those 
described or contemplated in the original Social Security Act definition. 
This has only created more questions and confusion regarding 
documentation requirements for claim payment, to the detriment of the 
quality of care Medicare beneficiaries receive  

 
In addition to its concern about CMS’ continued regulatory expansion of 
the term “minimal self-adjustment” to regulate who may provide OTS 
orthoses, AOPA believes that the proposed rule also uses this definition to 
improperly regulate who may provide non-OTS orthoses.  Section 427 of 

                                                 
2 C.F.R. 414.402 



5 
 

The Benefit Improvement Act of 2000 (BIPA) states that only qualified 
practitioners or qualified suppliers may furnish custom fabricated orthoses 
to Medicare beneficiaries.  BIPA 427 defined the term “qualified 
practitioner” as a physician, a qualified physical or occupational therapist, 
a state-licensed orthotist or prosthetist, or an appropriately certified 
orthotist or prosthetist (in states without O&P licensing), and the term 
“qualified supplier” as an entity that holds appropriate accreditation from a 
CMS deemed accrediting body such as the American Board for 
Certification in Orthotics, Prosthetics and Pedorthics (ABC), the Board of 
Certification/Accreditation (BOC), or another authority that is “essentially 
equivalent.”  Only these entities are permitted to furnish custom-fabricated 
orthoses to Medicare beneficiaries.  The statute makes no reference to 
“an individual who has specialized training” as someone who is able to 
provide custom fabricated orthoses to Medicare beneficiaries.  The 
proposed rule, which claims to only address OTS orthoses, effectively 
regulates all orthoses as it goes beyond what an OTS orthosis is and also 
defines what it is not, therefore impacting most of the orthoses provided to 
Medicare beneficiaries while disregarding the statutory language 
contained in section 427 of BIPA, which clearly defines who may provide 
custom-fabricated orthotics and prosthetics.  AOPA believes that CMS is 
exceeding its authority in this proposed rule by issuing regulations that are 
in direct conflict with statutory language included in section 427 of BIPA.” 
 

A second regulatory failure by CMS that will greatly impact the ability to 
implement competitive bidding for OTS spinal and knee orthoses is the continued 
unsuccessful attempts to regulate the qualified provider provisions of section 427 
of the Benefits Improvement and Protection Act of 2000 (BIPA).  The BIPA 
legislation was passed 18 years ago but CMS has repeatedly failed to 
promulgate regulations to implement the qualified provider provisions outlined in 
section 427.  The failure of CMS to promulgate final regulations for 18 years is 
unacceptable to AOPA but is of increasing concern with the proposed inclusion 
of OTS spinal and knee orthoses in competitive bidding.  As stated in AOPA 
comments on the 2014 proposed rule on OTS orthoses, the regulation of the 
BIPA qualified provider provisions is a crucial part of defining the differences 
between OTS, custom fitted, and custom fabricated orthoses and must be 
completed before competitive bidding for OTS orthoses can be considered.  
CMS’ latest attempt to regulate the BIPA qualified provider provisions occurred in 
January, 2017 with the release of a proposed rule.  Unfortunately, the proposed 
rule was overzealous in its approach and proposed mandatory accreditation for 
provider groups, such as physicians, that were clearly exempted from mandatory 
accreditation in the original legislation.  As could be predicted, the proposed rule 
was met with significant opposition, and was ultimately withdrawn by CMS.  The 
end result is that 18 years after passage of the BIPA legislation, the provisions of 
section 427 remain unregulated.  Any shortcomings in that proposed rule relating 
to those specific provider groups could have easily been rectified by some minor 
edits to the proposal—edits which AOPA highlighted in our comments.  Sadly, 
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instead of finalizing the proposed 2017 rule on which over 5,000 comments had 
been submitted, CMS once again withdrew a rule that is essential to the safety of 
Medicare beneficiaries.  Competitive bidding cannot be implemented without 
proper regulation of this important legislation. 
 
AOPA would like to reiterate its long standing concern regarding the use of split-
codes to differentiate between an OTS orthosis and a custom fitted orthosis.  
Historically, orthotic devices were described by codes that identified an orthosis 
as either “prefabricated, including fitting and adjustment”, “custom fabricated”, or 
“custom fabricated, molded to patient model.”  With the implementation of 
competitive bidding, CMS made the ill-informed decision to classify 55 orthotic 
codes as “prefabricated, off-the-shelf” with 23 codes representing identical items 
that could be billed as either custom fitted or OTS depending on what level of 
fitting was required at the time of delivery.  Several years later, CMS added two 
additional split codes to describe OTS versions of osteoarthritis knee orthoses, 
bringing the total of split codes to 25.  CMS has proposed a total of 24 OTS 
orthosis codes (16 spinal, 8 knee) for inclusion in competitive bidding.  All but 8 
of these represent orthoses that are part of a split code pair.  This creates an 
inherent problem with inclusion of split codes in competitive bidding.  As has 
been stated repeatedly by Medicare, the decision to deliver an orthosis as OTS 
or custom fitted is not made until the time of delivery of orthosis based on what 
modifications or adjustments must be made to the orthosis.  This creates a 
situation where a provider who is not selected as a “winning” bidder may not be 
able to deliver an OTS version of an orthosis but can provide a custom fitted 
version of the same orthosis since orthoses that require fitting by an individual 
with expertise.  The use of split codes is not an effective pathway to competitive 
bidding.  This concept was confirmed by the recent report by MEDPAC issued in 
June, 2018 which highlighted the rapid increase in utilization of OTS orthosis 
codes and the subsequent rapid decline in the utilization of custom fitted orthosis 
codes.  The MEDPAC report indicated that there is a disproportionate amount of 
OTS orthoses provided by a limited number of suppliers and prescribed by an 
extremely limited number of referral sources.  The MEDPAC report stated that 
competitive bidding of OTS orthoses is not a feasible means to reduce fraud and 
abuse and recommended that CMS focus on controlling fraud and abuse through 
increased scrutiny of telemedicine and physician owned distributorship 
arrangements rather than focusing on competitive bidding.  The MEDPAC report 
was very critical of CMS in its solid opposition to the creation of split codes as a 
means to differentiate orthoses that should or should not be subject to 
competitive bidding.  MEDPAC essentially said in its June, 2018 report that the 
split codes make patient care and anti-fraud enforcement worse, not better, i.e., 
that the regulatory picture would be improved if the split codes were reversed, 
and coding reverted to the single category per device/per code as it was before 
CMS’ split-code implementation.  That is precisely what needs to happen.  AOPA 
concurs with the findings of the MEDPAC report and does not believe that 
competitive bidding offers any reasonable solution to existing fraud and abuse 
issues involving the improper prescribing and delivery of OTS orthoses.  
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Moreover, MEDPAC said that certified orthotists were not part of the problem 
with excessive costs, inappropriate utilization and abuses relating to OTS orthotic 
devices, and urged that certified orthotists should, even if there were competitive 
bidding in the future, should enjoy the same prerogative as is provided for 
physicians and therapists, namely, to provide OTS devices directly to their 
patients without competitive bidding Split coding must be reversed before any 
competitive bidding off OTS orthotics can be considered.  On page 155 of its 
report, MEDPAC stated: 
 

“We found that physicians, hospitals, physical therapists, and orthotists 
furnished a minority of the off-the-shelf back brace products we studied 
and are not driving the increase in utilization and expenditures for such 
products.  Therefore, for the back braces we examined, exempting such 
providers would likely increase continuity of care without substantially 
affecting the operation of the CBP.  CMS could also monitor the 
implementation of such policies to make sure that the exceptions were not 
abused.”  

III. Almost 20% of Medicare Beneficiaries that Receive an OTS Orthosis, 
Later Require a Custom Fitted or Custom Fabricated Orthosis 
 
Medicare data shows that frequently patients who receive a Medicare-
reimbursed OTS orthosis subsequently receive a Medicate-reimbursed custom-
fitted or custom-fabricated orthotic device as a result of the failure of the OTS 
orthosis to effectively meet their medical needs.  Medicare’s data on patients who 
received various off-the-shelf orthoses shows that roughly 19% of patients who 
initially receive a Medicare-reimbursed OTS device subsequently receive a 
Medicare-reimbursed custom-fitted or custom-fabricated orthosis.  Clearly, there 
are some instances in which OTS devices are fitted out of necessity in the acute 
or emergent setting and occasionally with the knowledge that a custom device 
will be required further down the road. There are also instances of cases with 
progressive disorders where an OTS device may be sufficient for a period of time 
before their condition warrants a custom device.   
 
Distribution of OTS Patients Who Subsequently Received Custom 
Fabricated or Fitted Orthotics (2008)

Type 
Total 

Patients 

Received OTS as First 
Orthotic Device

Subsequently Received 
Custom 

Fitted/Fabricated Device

Patients

Percent of 
Total 

Patients Patients 

Percent of 
OTS 

Patients
TLSOs 20,408 1,519 7.4% 163  10.7%
LSOs 197,906  19,917 10.1% 3,372  16.9%
AFOs 268,232  56,959 21.2% 11,359  19.9%
Total 486,546  78,395 16.1% 14,894  19.0%
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Clinical experience indicates that such instances could account for a small 
portion of the 19%.  But it also appears likely that there are a very significant 
percentage of cases where OTS devices do not fully or appropriately meet the 
patients’ needs.  In these cases, subjecting OTS knee and spinal orthoses to 
competitive bidding creates continuity of care issues in which a patient may 
receive an OTS orthoses from a competitive bidding supplier who may not have 
the capability or expertise to provide custom fitted or fabricated orthoses that 
may be required at a later date.  The relationship between an orthotic provider 
and a patient is often a long term relationship that relies on the relationship 
between the patient and provider to ensure a positive clinical outcome.  Forcing 
patients to receive OTS orthoses through providers who are awarded bids under 
the competitive bidding program would disrupt many long-standing 
patient/clinician relationships and is not in the best interest of the Medicare 
beneficiary. 

IV. CMS Has Unnecessarily Expanded the Statutory Definition of the 
Term, “Minimal Self-adjustment” to include Adjustments Made by the 
Provider of the Orthosis, Resulting in the Inclusion of Devices as OTS that 
Should Not Be Commoditized Through Competitive Bidding 
 
AOPA’s stance on the failure of CMS to properly define OTS orthoses for 
purpose of competitive bidding has not changed since the issuance and 
subsequent withdrawal of the 2014 proposed rule.  The proposed inclusion of 
OTS spinal and OTS knee orthoses for inclusion in competitive bidding reiterates 
the need for CMS to issue definitive regulations that implement the statutory 
definition of the term minimal self-adjustment as those adjustments that can be 
made only by the patient themselves.  The unnecessary expansion of the 
definition of the term minimal self-adjustment to include adjustments made by the 
caretaker of the beneficiary or the supplier of the orthotic device has lead to the 
improper inclusion of devices that should not be delivered without professional 
care as OTS orthoses that, if included in competitive bidding will lead to improper 
fitting orthoses that will not provide the function for which they are designed.  
This will lead to poor patient outcomes and may ultimately result in higher costs 
to the Medicare program.  AOPA’s concern regarding the arbitrary expansion of 
the definition of minimal self-adjustment was reiterated in a letter to CMS from 
Senators Grassley and Harkin who expressed their concern that CMS has falsely 
manipulated and painstakingly misconstrued those terms trying to expand the 
number of OTS orthotic devices way beyond recognized practice and 
linguistics.  Re-aligning CMS’ position and promulgating regulations to abide by 
the statute is a necessary prerequisite action before anyone can talk 
knowledgably about competitive bidding.  
 
As stated earlier in its comments, the creation of OTS codes (L1851 and L1852) 
to describe knee orthoses used to treat osteoarthritis is a clear example of the 
potential harm that can come to patients through the expansion of competitive 
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bidding to include orthoses that always require clinical care and expertise in 
order to achieve and maintain a proper fit.  Patients and caregivers cannot be 
expected to have the knowledge and expertise to adjust these orthoses to 
provide the proper level of “unloading” of the knee compartment to provide 
appropriate pain relief and avoid further damage to the knee complex.  
Commoditizing these orthoses into OTS delivery through competitive bidding will 
result in poor clinical outcomes and possible injury to the patient resulting in more 
costly and more intensive treatment. 

V. The Recently Released Report by the Medicare Payment Advisory 
Commission (MEDPAC) Indicated That Competitive Bidding Was NOT the 
Best Pathway to Address Fraud and Abuse Involving OTS Spinal and Knee 
Orthoses  
 

As stated earlier in its comments, AOPA would like CMS to consider the 
recommendations of the Medicare Payment Advisory Commission (MEDPAC) 
when considering the inclusion of OTS spinal and OTS knee orthoses in 
competitive bidding.  Part of the MEDPAC report focused specifically on fraud 
and abuse issues involving OTS spinal and OTS knee orthoses and highlighted 
that the problem they identified was NOT with delivery of OTS orthoses directly 
by physicians, therapists or O&P certified personnel.  The culprit they said was in 
telemarketing by DME medical suppliers, and a handful of physicians who were 
exploiting the rules that allow for telemedicine in the delivery of OTS orthoses 
 
As AOPA stated in our response to the MEDPAC report, AOPA is prepared to 
assist in more targeted, finely-tuned enforcement actions that focus on the known 
problem areas that are driving fraud and abuse involving OTS spinal and OTS 
knee orthoses.  Targeted efforts to control fraud and abuse are significantly more 
effective than a “blunt instrument” approach of reducing fraud and abuse through 
competitive bidding. 
 
Summary of AOPA Comments 
AOPA appreciates the opportunity to provide comments on the proposed 
inclusion of OTS spinal and OTS knee orthoses in competitive bidding.  To 
summarize its comments above, AOPA believes that the inclusion of OTS spinal 
and OTS knee orthoses is not in the best interest of the Medicare program or its 
beneficiaries for the following reasons: 
 

 Orthoses always require clinical expertise and knowledge to 
ensure a proper fit and positive clinical outcome.  Commoditizing 
spinal orthoses and knee orthoses through competitive bidding will 
not result in any benefit to Medicare beneficiaries. 
 

 CMS has had multiple “false starts” on promulgating regulations to 
define the term minimal self-adjustment as it relates to OTS 
orthoses, implement the qualified provider regulations legislated 
through section 427 of BIPA 2000, and the use of split code sets to 
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set the stage for inclusion of OTS orthoses in DMEPOS 
competitive bidding. 

 
 The implementation of competitive bidding for OTS orthoses will 

not result in a significant reduction in fraud and abuse.  As 
confirmed by the recent MEDPAC report, the creation of split codes 
has lead to a significant increase in the billing of OTS orthoses as a 
result of questionable relationships between unscrupulous 
providers and physicians using telemedicine strategies. 

 
 Forcing OTS orthoses into a competitive bidding environment will 

result in the delivery of orthoses without any clinical care by 
properly trained and educated providers. 

 
AOPA remains open to discussions with CMS on the proper delivery of clinically 
appropriate orthoses and, once again, appreciates the opportunity to submit 
comments on this important issue. 
 
 
Sincerely, 

 
Eve Humphreys, MBA, CAE 
Executive Director 


