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I.  
INTRODUCTION 

 The undersigned and the law firm of Munsch Hardt Kopf & Harr, P.C. (“Munsch Hardt”) 
has been retained by VGM, Inc. (“VGM”) and several independent providers (Life Healthcare 
Services, Inc., Ability Medical Supply, Inc., Medical Department Store,  Ozark Medical 
Equipment, and Mediwell, Inc.) to prepare this white paper in response to the Senate Finance 
Committee’s (the “Committee”) May 2, 2012 solicitation for recommendations on effective ways 
to fight fraud, waste and abuse in the Medicare system (the “Solicitation”).  To that effect, please 
direct all future correspondence on regarding this white paper to the undersigned firm, care of 
Edward L. Vishnevetsky. 

 First and foremost, the Durable Medical Equipment, Prosthetic, Orthotics and Supplies 
(“DMEPOS”)  industry shares the Committee’s desire and commitment to eradicate fraud, waste 
and abuse in the Medicare system.  Therefore, we appreciate this unique opportunity to voice 
concerns and ideas regarding the problems, inaccuracies and inefficiencies that exist in the 
Medicare Integrity Program (MIP), and provide suggestions that may remedy these problems.  It 
is encouraging to know that the Committee is interested in the experiences and judgment of 
health care industry stakeholders. 

 One of the main problems with program integrity efforts is the administration of 
Medicare provider audits – most notably, Zone Program Integrity Contractor (ZPIC) and 
Recovery Audit Contractor (RAC) audits.  While the stated objective of ZPIC and RAC audits is 
compelling, the implementation has not shown to be effective at quelling fraud, waste and abuse.  
Instead, ZPIC and RAC audits, more often, lead to a host of unintended consequences, including 
significant financial hardships for small business providers.   

 This white paper focuses on proposals to correct the audit system so that performance 
complies with intentions.  The observations, arguments and opinions expressed herein are based 
on anecdotal evidence collected from numerous DMEPOS suppliers who have first-hand 
knowledge of the audit process.1  

II.  
BACKGROUND 

 In order to understand and appreciate the ideas put forth in this white paper, it is 
important to consider the following information:  

A. VGM 

 VGM is the largest and most comprehensive member service organization for 
independent, community-based providers, including DMEPOS suppliers.  It represents more than 
3,000 of the 10,000 DMEPOS suppliers located in the United States.  

                                                

1 The observations, arguments, and opinions expressed herein do not reflect the opinions of Munsch Hardt.   
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B. DMEPOS 

 Durable Medical Equipment (“DME”) is covered under Medicare Part B as a medical, or 
other health, service.2  DME is equipment that: 

1. can withstand repeated use;  

2. (effective with respect to items classified as DME after January 1, 2012) has an 
expected life of at least 3 years;  

3. is primarily and customarily used to serve a medical purpose;  

4. generally is not usefully to a person in the absence of an illness or injury; and  

5. is appropriate for use in the home.3  

The term prosthetic and orthotic devices means— 

1. devices that replace all or part of an internal body organ, including ostomy bags 
and supplies directly related to ostomy care, and replacement of such devices and 
supplies; 

 
2. one pair of conventional eyeglasses or contact lenses furnished subsequent to each 

cataract surgery with insertion of an intraocular lens; and 
 

3. leg, arm, back, and neck braces, and artificial legs, arms, and eyes, including 
replacements if required because of a change in the beneficiary's physical 
condition.4 

 
 DMEPOS are either purchased or rented (deemed “capped rental” for items furnished on 
or after January 1, 2006) by Medicare beneficiaries.5  For capped rental items, payment is based 
on a monthly rental fee schedule amount during the period of medical need, but for no longer 
than 13 months of continuous use.6  After the capped rental period, title to the equipment is 
transferred from the DMEPOS supplier to the beneficiary.7  
 
 
 
 
 

                                                

2 §1861(s)(6) of the Social Security Act.  
3 See 42 CFR §410.38; see also 42 CFR §414.202; Medicare Claims Processing Manual (CPM), Ch.20, §10.1.  
4 Id. 
5 See, generally, 42 CFR §414.229.  
6 42 CFR §414.229(a), (f);  42 CPM, Ch.20, §30.5. 
7 Id. 
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 C.  Program Integrity and Medicare Audit System 

  1.  Background 

 The main principle of the Medicare Integrity Program is to pay claims correctly.8  The 
Centers for Medicare and Medicaid Services (“CMS”) follows four parallel strategies in meeting 
this goal:  

1. preventing fraud through effective enrollment and through education of providers 
and beneficiaries;  

2. early detection through medical review and data analysis;  

3. close coordination with Medicare contractors and law enforcement agencies; and  

4. fair and firm enforcement policies.9 

 One of the main weapons employed by CMS to ensure integrity of claims under 
Medicare Part B is the use of Zone Program Integrity Contractors (“ZPIC”).10  Previous to 
ZPICs,  Program Safeguard Contractors (“PSC”) performed fraud detection and deterrence in the 
Medicare system.  PSCs fully transitioned to ZPICs in late 2011.   

 The primary goal of the ZPIC is to identify cases of suspected fraud, develop them 
thoroughly and in a timely manner, take immediate action to ensure that Medicare Trust Fund 
monies are not inappropriately paid out, and recoup mistaken payments.11  More specifically, the 
ZPIC: 

1. prevents fraud by identifying program vulnerabilities;  

2. proactively identifies incidents of potential fraud that exist within its service area 
and takes appropriate action on each case;  

3. investigates allegations of fraud made by beneficiaries, providers, CMS, the 
Office of the Inspector General (“OIG”), and other sources (i.e., ex-employees of 
a provider); 

4. explores all available sources of fraud leads in its jurisdiction;  

5. initiates appropriate administrative actions to deny or to suspend payments that 
should not be made to providers where there is reliable evidence of fraud; and 

                                                

8 Medicare Program Integrity Manual (PIM), Ch.4, §4.1. 
9 Id. 
10 CGS Jurisdiction C DMEPOS Supplier Manual, Ch.14, §1. 
11 PIM, Ch.4, §4.2. 
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6. refers cases to the OIG for consideration of civil and criminal prosecution, and/or 
applications of administrative sanctions.12 

 The functions and activities of the ZPICs allow DMEPOS Medicare Administrative 
Contractors (“MAC”)13 to place greater focus on claims processing and customer service, while 
the ZPICs concentrate on benefit integrity issues.14   

 In furtherance of their objectives, ZPICs are able to apply administrative sanctions 
against providers.  According to the Medicare Program Integrity Manual (“PIM”), ZPICs can 
apply any of the following sanctions, understanding that “less severe administrative remedies 
may precede the more punitive sanctions…”: 

1. provider education and warnings; 

2. revocation of assignment privileges; 

3. suspension of payments; 

4. recovery of overpayments via prepayment and postpayment audits; and 

5. referral of situations to state licensing boards or medical/professional societies.15 

  2.  Prepayment Audit 

 Ordinarily, when a DMEPOS supplier submits a claim to Medicare, it is paid within 30 
days.  However, when the DMEPOS supplier is placed on prepayment audit, it must submit 
documentation of each claim to the ZPIC, who then determines if the claim was reasonable and 
necessary.  If the claim is denied, the DMEPOS supplier may appeal the claim through four 
levels of administrative appeal.  Only after a claim is approved, will the claim be paid.  Given the 
current Medicare appeals system, the shortest possible time a prepayment audit lasts is 3 months.  
Prepayment audits typically last between 6 months and 1.5 years, however it is not unusual for 
an audit to last 2 years. 

 The following is an example of how the prepayment audit and appeals process currently 
works:  

1. On June 1, 2010, the DMEPOS supplier provided, and billed Medicare for, 20 pieces 
of DMEPOS. On June 2, 2010, the DMEPOS supplier provided, and billed Medicare 
for, 15 pieces of DMEPOS.  Between June 1, 2010 and June 30, 2010, the DMEPOS 
supplier provided, and billed Medicare for, a total of 400 pieces of DMEPOS.  

                                                

12 PIM, Ch.4, §4.2.2. 
13 The MACs are contracted by CMS to process DMEPOS claims submitted in a particular jurisdiction.   
14 CGS Jurisdiction C DMEPOS Supplier Manual, Ch.14, §1. 
15 PIM, Ch.4, §4.19. 
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2. On July 1, 2010, Safeguard Services (“SGS”), the ZPIC for Zone 7, initiated a full 
prepayment audit against the DMEPOS supplier.16  Accordingly, the ZPIC sent the 
DMEPOS supplier numerous additional documentation request (“ADR”) letters to 
submit documentation to substantiate medical necessity for each piece of equipment 
billed on June 1, 2010.  The ADR letters required the DMEPOS supplier to submit 
the documentation for each piece of equipment within 30 days of the date printed on 
the letter.  Given that the DMEPOS supplier billed for 20 pieces of DMEPOS on June 
1, 2010, the DMEPOS supplier received 20 separate letters.   

3. On July 2, 2011, the DMEPOS supplier received 15 additional ADR letters 
corresponding to the 15 pieces of DMEPOS billed on June 2, 2010.  All in all, the 
DMEPOS supplier received 400 letters, corresponding to 400 pieces of DMEPOS 
billed between June 1, 2010 and June 30, 2010.   

4. On July 20, 2010, the ZPIC performed an unexpected on-site investigation.  The 
ZPIC took pictures of the DMEPOS supplier’s business and requested copies of the 
DMEPOS supplier’s accreditation certificate. 

5. Between August 1, 2010 and August 30, 2010, the DMEPOS supplier responded to 
every ADR letter with requisite documentation. The DMEPOS supplier’s 
documentation averaged 10 pages of progress notes, prescriptions, etc, for each piece 
of DMEPOS.  Consequently, the DMEPOS supplier copied and sent 4,000 pages of 
documentation to the ZPIC over the course of 30 days.   

6. On September 15, 2010, the DMEPOS finally received a Medicare Remittance 
Advice (“MRA”) for claims billed on June 1, 2010.  The MRA constituted the 
MAC’s Initial Determination.  On September 16, 2010, the DMEPOS supplier 
received an MRA for claims billed on June 2, 2010.  By October 15, 2010, the 
DMEPOS supplier received MRAs for all claims billed between June 1 and June 30, 
2010.  According to the MRAs, out of 400 claims, the DMEPOS supplier only 
received payment on 50 claims.  Based on the percentage of claims initially paid on 
the MRA, the ZPIC established a denial rate of 80% (400/50 x 10).    

7. Between October 15, 2010 and October 31, 2010, the DMEPOS supplier appealed all 
the denied claims to the first level of appeal, Redetermination.  Between December 1, 
2010 and December 15, 2010, the MAC approved an additional 10% of claims.  

8. Between December 16, 2010 and December 20, 2010, the DMEPOS supplier 
appealed all the remaining denied claims to the second level of appeal, 
Reconsideration.  Between January 28, 2011 and February 28, 2011, the Qualified 
Independent Contractor (“QIC”)17 approved an additional 5% of claims.   

                                                

16 Full prepayment audit refers to all claims for all types of DMEPOS, regardless of the type.  
17 The QIC is contracted by CMS to review and process claims at the Reconsideration level of appeal. 
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9. Between February 11, 2011 and February 13, 2011, The DMEPOS supplier appealed 
all the remaining denied claims to the third level of appeal, Administrative Law Judge 
(“ALJ”).   

10. Between April 1, 2011 and April 2, 2011, the ALJ held hearings on 20 claims.  After 
the 20 claims were adjudicated and approved, the ZPIC finally released the DMEPOS 
supplier from prepayment review.  

11. The DMEPOS supplier was notified of the release by letter received on May 10, 
2011, which back-dated the date of release to May 1, 2011.  

12. Once released from prepayment audit, the DMEPOS supplier was able to commit 
time, people and other resources to billing for previously-held claims and new claims.  
New claims billed after May 1, 2011 were automatically paid after two weeks, as they 
were before prepayment audit.  However, previously-held claims billed between June 
1, 2010 and May 1, 2011 went through the same prepayment audit process outlined 
above.   

3. Postpayment Audit 

 The following is an example of how the postpayment audit and appeals process currently 
works:  

1. On April 8, 2008, TrustSolutions, LLC (“TrustSolutions”), the PSC for DMEPOS 
Jurisdiction C (the precursor to the SGS ZPIC), performed an onsite inspection of the 
DMEPOS supplier.  While onsite, the PSC requested, and obtained, documentation 
on 60 Medicare claims billed between January 1, 2006 and December 31, 2007.  The 
total amount paid to the DMEPOS supplier for these claims was approximately 
$84,000.   

2. On June 21, 2011, the PSC determined that 98.5% of the claims, totaling $83,000, 
were improperly paid.  The primary reason for denial was that the documentation 
submitted did not substantiate the medical necessity requirements for the DMEPOS 
prescribed.  

3. On June 23, 2011, SGS sent a letter to the DMEPOS supplier demanding an 
extrapolated overpayment of $3,366,917. 

4. On July 18, 2011, the DMEPOS supplier appealed the original and extrapolated 
Initial Determination, as well as the extrapolation method used, to Redetermination.  

5. On November 16, 2011, CGS, the MAC for DMEPOS Jurisdiction C, approved 2 of 
the claims and denied the rest.  On December 1, 2011, CGS sent a letter to the 
DMEPOS supplier demanding a new extrapolated overpayment (based on the 
partially favorable Redetermination decision) of $3,287,588.  The MAC then 
demanded that amount plus accrued interest, for a total of $3,438,257, be paid by 
January 30, 2012.  
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6. On January 30, 2012, the DMEPOS supplier appealed the denied and extrapolated 
claims, as well as the extrapolation method used, to Reconsideration.  

7. On March 30, 2012, C2C Solutions, Inc. (“C2C”), the QIC Reconsideration 
contractor, denied all the appealed claims.   

8. On May 29, 2012, the DMEPOS supplier appealed the original and extrapolated 
claims, as well as the extrapolation method use, to ALJ.  

9. In order to avoid automatic recoupment (which under the rules would have occurred 
after the Reconsideration decision), the DMEPOS supplier contemporaneously 
submitted an Extrapolated Repayment Plan (“ERP”), requesting 5-years to pay off the 
alleged overpayment.  

10. On July 3, 2012, CMS, on behalf of the MAC, accepted the ERP.  

III.   
PROBLEMS WITH AUDIT SYSTEM 

 
A. Oversight  

 Anecdotal evidence suggests that CMS provides little to no oversight over contractors.18  
Either through their Statements of Work or various interpretive Medicare manuals, contractors 
are given seemingly unfettered discretion to do whatever they think is necessary under the 
premise that they are helping to eliminate fraud, waste and abuse.  The contractors are not 
required to seek CMS approval to employ most administrative sanctions, and are allowed to 
interpret Medicare rules/manuals and regulations as they see fit.   

 Moreover, it is virtually impossible to locate and/or communicate with a CMS 
representative regarding audit issues.  For example, even when there is concrete evidence that a 
contractor has violated a statute/manual provision or has overstepped its authority, it routinely 
takes Contracting Officer’s Technical Representatives (“COTR”), CMS regional fraud managers, 
and even higher-level CMS officials 2-3 weeks to return phone calls, if at all.  Even then, they 
offer no assistance.  DMEPOS suppliers are left to fend for themselves against federal 
contractors that have carte blanche administrative authority, limitless resources, and 
governmental immunity.   

B. Regulation, Standardization and Interpretation  

 In conjunction with lack of oversight, the failure to regulate and/or standardize the way in 
which audits are conducted perpetuates improper behavior on behalf of the contractors.  As 
stated previously, statutes, regulations, rules, interpretative manuals, and all other sources of 
legal supervision in the Medicare system hardly define or limit contractor authority.  Without 

                                                

18 The term “contractors” includes ZPICs, RACs, MACs, and QICs.  
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sufficient regulations or standardization of procedures, contractors’ unfettered discretion and 
open-ended authority goes unchecked.    

 For example, there are no legally identifiable criteria to being placed on, or removed 
from, audit.  As such, a contractor can, theoretically, put any and every DMEPOS supplier on 
audit and keep them on audit permanently, or intermittently initiate and remove a DMEPOS 
supplier from audit at-will.  Similarly, under the current version of the Medicare rules, a 
contactor can initiate a postpayment audit extending back 5, 10 or even 20 years, and extrapolate 
alleged claim overpayment from the entire period (even if fraud is not alleged).  Most 
importantly, the DMEPOS supplier’s only method of redress is a multi-level appeal process 
which, in circumstances like these, is an inappropriate forum to raise these concerns (and 
consumes and enormous amount of time and expense).  As a result, the current system creates 
the danger en masse closure and dissolution of thousands of innocent DMEPOS suppliers that 
cannot financially afford to respond to perpetual prepayment and postpayment audits.  

 The absence of standardization can also be observed in the way contractors adjudicate 
Medicare claims.  For many DMEPOS suppliers, claims are denied at Initial Determination only 
to be overturned and approved at higher levels of appeal, with no additional claims information 
submitted.  Specifically, numerous DMEPOS suppliers have 70%-99% of their denied claims 
approved by the time ALJ hearings are complete.  For a DMEPOS supplier, this means spending 
over a year needlessly appealing claims that should have been approved from day one.  Given 
that the rules regarding claim review (and what is required to be submitted with each claim) are 
the same at every level of appeal, such an enormous discrepancy in claim adjudication indicates 
a significant and pervasive problem.  Contractors are, obviously, not using the same criteria to 
evaluate claims.  Moreover, contractors are given complete discretion to interpret claim 
adjudication rules however they want.  The lack of standardization produces inconsistent results 
that end up harming innocent DMEPOS suppliers.   

C. Transparency 

 One of the biggest problems with the audit system is the lack of transparency.  
Contractors are charged with identifying and investigating cases of suspected fraud and abuse, 
and recouping overpayments made to DMEPOS suppliers as a result of fraud and abuse.  
However, contractors’ actions demonstrate that fraud and abuse is the last thing on their mind.  

 Fraud is defined as the “intentional deception or misrepresentation that an individual [or 
DMEPOS supplier] makes, knowing it to be false, and that could result in some unauthorized 
benefit to them.”19  Abuse is defined as “incidents or practices of providers, physicians or 
suppliers of services and equipment which, although not usually fraudulent, are inconsistent with 
accepted sound medical, business, or fiscal properties.”20  Contractors, such as ZPICs, are only 
allowed to initiate administrative sanctions (such as prepayment/postpayment audit) when there 
is reliable evidence of fraud or abuse.  However, when a prepayment or postpayment audit is 
initiated against a DMEPOS supplier, the contractor rarely alleges fraud or abuse.  Still, in most 
                                                

19 CGS Jurisdiction C DMEPOS Supplier Manual, Ch.14, §2. 
20 Id. 
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circumstances, contractors find that over 50% of a DMEPOS supplier’s Medicare claims are 
improper and subject to overpayment.  In one case, a ZPIC found that a DMEPOS supplier had 
been overpaid on 99% of claims for a 1-year period.  How is it that 99% of a DMEPOS 
supplier’s total claim submissions for 1 year are “improper” and yet there is no fraud or abuse?  
The answer is that contractors are not concerned with fraud and abuse.  Instead, their goal is to 
collect as much money as possible from the DMEPOS suppliers, regardless of the reasons, and 
without any evidence or allegation of fraud or abuse.   

 The situation is compounded by the fact that contractors are under no obligation to 
substantiate their decisions.  DMEPOS suppliers routinely ask ZPICs or MACs why they were 
placed on audit, to no avail.  Hence, there is no way to know if a particular contractor has 
sufficient evidence to support the determination of initiating an audit against a DMEPOS 
supplier.  Consequently, a DMEPOS supplier cannot defend itself against a complaint, allegation 
or investigation, because the contractor does not provide any evidence to combat.  The contractor 
has the authority to initiate an audit unilaterally and the power to impose subsequent restrictions 
against a DMEPOS supplier, without question.  

D. Accountability and Enforcement 

 Deficiencies in oversight, standardization and transparency culminate in the lack of 
accountability and enforcement.  Given that the Medicare rules do not provide for any penalties 
or enforcement protocols against contractors who violate the law, contractors do not have the 
requisite incentive to conduct their audits in compliance with Medicare rules.  
 
 Taking the example in Section B above, without any guidelines identifying what factors 
can cause a DMEPOS supplier to be placed on, or removed from audit, the ZPIC is accountable 
to no one when rendering its decisions.  Even if an audit is improperly initiated or postponed, the 
DMEPOS supplier cannot sue, file a temporary restraining order, or seek any other recourse 
against the contractor because of governmental immunity.  Additionally, if a contractor fails to 
follow the appropriate procedures or time limits established in the regulations and Medicare 
manuals, the contractor cannot be penalized.   
 
 Likewise, even though the Medicare rules require a contractor to make all the evidence 
used to arrive at a negative claim determination or decision available to the appellant upon 
request, contractors routinely do not follow this rule.  In countless examples, DMEPOS suppliers 
request to see the contractor’s evidence demonstrating why an audit was initiated, to no avail.  
Without the ability to have a third party enforce the contractor’s compliance with the law, the 
DMEPOS supplier is left to “rely on the contractor’s ‘word’.”   
 
 Being impervious to enforcement from the court system or CMS, contractors have no 
accountability for their actions, creating the danger that they can act operate above the law. 
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IV.  
RECOMMENDATIONS 

 
1.  THE PRESENT INITIAL DETERMINATION PROCESS IMPOSES UNILATERAL DEADLINES 

 AGAINST DMEPOS SUPPLIERS; ZPICS/MACS SHOULD BE HELD TO THE SAME TIME 
 CONSTRAINTS. 

From the outset of the prepayment audit process, DMEPOS suppliers are held to strict 
deadlines to submit documents and file paperwork; yet, there are no corresponding deadlines 
imposed on the ZPICs or MACs.  Specifically, when a DMEPOS supplier submits a claim for 
any piece of equipment that is subject to a prepayment audit, the ZPIC automatically sends an 
ADR letter to the supplier requesting documentation to substantiate the claim.  The DMEPOS 
supplier is required to submit all documentation within 30 days of the date of the ADR letter, or 
else the claim is automatically denied.21  In stark contrast, there is no corresponding deadline for 
ZPICs/MACs to respond to the DMEPOS supplier’s ADR submission.22   

This is particularly problematic in light of the fact that a ZPIC typically sends several 
hundred, and up to several thousand, ADR letters to a DMEPOS supplier over the course of a 
couple weeks.  The DMEPOS supplier must provide documentation in response to all of these 
ADR letters within 30 days, or have the claims denied.  However, the ZPIC/MAC has no similar 
deadline to issue an Initial Determination on claims reviewed during prepayment audit.  As a 
result, DMEPOS suppliers can end up waiting in excess of 120 days for an Initial Determination 
to be made.  This unnecessarily delays, in turn, the time the DMEPOS suppliers remain on audit, 
as DMEPOS suppliers cannot appeal any claims until an Initial Determination is made.  
Enforcing deadlines against the ZPIC will require the ZPIC to only focus on pertinent 
information that is necessary to make a proper decision.  

Imposing strict deadlines against DMEPOS suppliers while concurrently granting 
absolute discretion to ZPICs/MACs to respond to DMEPOS submissions, strips the 
ZPICs/MACs of any kind of accountability, and fosters a process hindered by delay and 
inequality.  DMEPOS suppliers are forced to expend significant time and resources, and incur 
high opportunity costs to fulfill their obligations to timely submit an ADR response, including, 
but not limited to:   

a) dedicating current staff or hiring new staff (if financially feasible) to obtain 
documentation for multiple providers who treated the patient;  

b) dedicating current staff or hiring new staff (if financially feasible) to make 
thousands of copies of patients’ medical records to submit with the ADR 
response; and, 

c) purchasing paper, toner, copy machines, and postage, etc. in order to make copies 
of patients’ medical records and submit them to ZPIC/MAC.  

                                                

21 PIM, Ch.3, §3.2.3.2.  
22 MACs are only required to respond to clean claims within 30 days.  See 42 CFR 405.922. 



 

 

  P a g e  | 12 

Realistically few, if any, DMEPOS suppliers are able to continue spending resources 
taking care of current patients, let alone providing equipment to new patients, while waiting for 
months to receive payment.  In many circumstances, the time and financial commitment of 
responding to ADR letters forces the DMEPOS supplier to cease all other business activities.  
Yet, ZPICs/MACs have no requirement or incentive to respond timely to submissions with an 
Initial Determination, and thus, are afforded opportunity to delay the process. 
 

In dozens of circumstances, DMEPOS suppliers’ claims were dismissed because they 
were unable to submit documentation to the ZPIC auditor within the required 30-day period.  
The two main reasons for this were: (a) the providers (e.g., physicians, home health agencies, 
etc.) did not submit progress notes or other documentation to the DMEPOS suppliers with 
enough time for the DMPEOS suppliers to make copies of the documentation and send to the 
ZPIC; or (b) the DMEPOS suppliers did not have the financial resources to dedicate the 
personnel required to make thousands of copies of patients’ records within 30 days.  In one 
particular circumstance, a DMEPOS supplier timely submitted responses to hundreds of ADR 
letters, but had to wait 150 days before an Initial Determination was made.  There was no 
recourse for that DMEPOS supplier to make the ZPIC/MAC respond any sooner.  As a direct 
result, the DMEPOS supplier was not able to submit appeals to Redetermination for five months 
while waiting on the ZPIC.  Assuming, arguendo, that the ZPIC/MAC had been required to issue 
an Initial Determination within the same time limitation as placed on DME suppliers (i.e. 30 
days), the ZPIC/MAC unnecessarily delayed the time that this DMEPOS supplier remained on 
prepayment audit for 4 months.  
 

RECOMMENDATION: 
 
Promulgate and enforce a deadline that requires ZPICs/MACs to issue an Initial 
Determination within 30 days of receipt of an ADR response, with companion 
requirements that provide for automatic claim approval if that deadline is not 
followed.    
 

 

2. THE PRESENT REDETERMINATION AND RECONSIDERATION DEADLINES ARE OFTEN 
NOT FOLLOWED BY MACS/QICS; THE MACS/QICS SHOULD BE HELD TO THE SAME 
TIME CONSTRAINTS AS DMEPOS SUPPLIERS. 

A DMEPOS supplier dissatisfied with an Initial Determination may request a 
Redetermination.23  Redetermination is the first level of the Part B appellate process.  The 
request for Redetermination must be filed within 120 days of the date of receipt of the notice of 
the Initial Determination.24  Assuming all medical documentation is submitted to the MAC when 
the Redetermination is filed, the MAC must mail, or otherwise transmit, written notice of the 

                                                

23 42 CFR §405.940.  
24 42 CFR §405.942(a); CPM, Ch.29, §220.   
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Redetermination decision or dismissal within 60 days of the date the MAC receives a timely 
filed request for Redetermination.25 

A DMEPOS supplier dissatisfied with the Redetermination decision may request a 
Reconsideration.26  Reconsideration is the second level of the Part B appellate process.  The 
request for Reconsideration must be filed within 180 days of the date of receipt of the 
Redetermination decision.27  Assuming all medical documentation is submitted to the QIC when 
the Reconsideration is filed, the QIC must mail, or otherwise transmit, written notice of: (a) the 
Reconsideration decision; (b) the QIC’s inability to complete its review within 60 days; or (c) 
dismissal within 60 days of the date the QIC receives a timely filed request for 
Reconsideration.28   

Although there are timelines in place requiring MACs and QICs to respond to requests 
for Redetermination and Reconsideration, too often the MACs and QICs often do not follow 
these regulatory requirements and respond to requests much later than required.  For example, in 
cases where a MAC responds to a DMEPOS supplier’s request for Redetermination in 90 days 
(rather than the requisite 60), the MAC has unnecessarily prolonged the time the DMEPOS 
supplier must remain on audit by at least 1 month.  Without a way to enforce the timelines or 
otherwise seek recourse, DMEPOS suppliers are denied the full benefits of their appeal rights.  
Ultimately, the regulations requiring MACs and QICs to respond timely fail to provide their 
intended benefit. 

Waiting for MACs/QICs to respond to appeal requests unnecessarily prolongs the time 
DMEPOS suppliers remain on audit, because the DMEPOS suppliers cannot appeal the claims to 
an ALJ until previous appeal determinations are made.  This lack of accountability and absence 
of recourse fosters a process hindered by delay and inequality.  As with the delays inherent in the 
present Initial Determination phase, few, if any, DMEPOS suppliers are able to continue 
spending resources taking care of current patients, let alone provide equipment to new patients, 
while waiting through months of delay during Redetermination and Reconsideration to receive 
payment.  In many circumstances, the time and financial commitment of responding to ADR 
letters forces the DMEPOS supplier to cease all other business activities.  Clearly, the ability for 
MACs/QICs to artificially delay the time for them to respond to Redetermination and 
Reconsideration requests was not the intent of the rules and procedures governing the appellate 
system.  

In response to complaints against MACs/QICs for failing to follow the regulatory 
timelines, the MACs/QICs typically respond by saying they are “overwhelmed” and will respond 
“as soon as they can.”  While this response is understandable, the same argument can be made on 
behalf of DMEPOS suppliers.  Nevertheless, DMEPOS suppliers are not afforded the same 
luxury to respond “as soon as they can.”  To the contrary, DMEPOS suppliers must request 
appeals to Redetermination and Reconsideration within a required timeframe, otherwise their 

                                                

25 42 CFR §405.950(a).  
26 42 CFR §405.960.  
27 42 CFR §405.962(a).  
28 42 CFRE §405.970(a).  
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requests are automatically denied.  MACs/QICs should be held to the same standards.  Strict 
deadlines will require contractors to focus on pertinent materials within a beneficiary’s medical 
file.   

RECOMMENDATION: 
 
Enforce regulatory deadlines against MACs/QICs, such that if a MAC/QIC does not 
respond timely to an appeal request, the claim is automatically approved.  
 

 
 
 
3. THE PRESENT SYSTEM SOLELY PUNISHES DMEPOS SUPPLIERS FOR PROBLEMS WITH 

MEDICAL DOCUMENTATION BY PROFESSIONALS OVER WHOM THEY HAVE NO 
CONTROL. 

Arguably, the most troubling issue with audits is that DMEPOS suppliers are punished 
for problems with documentation over which they have no control.  Physicians and other 
healthcare providers (e.g., therapists, nurses, home health agencies, hospice, etc.) are responsible 
for documenting examinations and other contacts with Medicare patients/beneficiaries.  
DMEPOS suppliers are charged with the responsibility of providing equipment to patients whom 
the physician determines, in their professional medical opinion, have a medical need.  DMEPOS 
suppliers do not have medical or nursing licenses allowing them to interpret physician medical 
records in order to determine whether a patient’s medical necessity is established.  Yet, 
DMEPOS suppliers are punished for not second-guessing the physician’s medical opinion.   
Accordingly, DMEPOS suppliers are placed in the untenable position of losing their right to 
payment unless they act criminally by practicing medicine without a license.  

The manner in which physicians and other healthcare providers record progress notes is 
based on their individual medical training and experience.  These providers are not taught to 
include certain buzz-words in a patient’s medical record for the purpose of prescribing 
DMEPOS.  Furthermore, without a standardized form or other guidelines, providers can never be 
sure that the information they include in their records suffices.  For example, according to the 
NCD/LCD for a semi-electric hospital bed, a physician must first employ the use of “pillows and 
wedges” before a hospital bed can be prescribed.  If a pillow or wedge will obviously not work, 
the physician will not, and should not, purposefully try an ineffective remedy first.  Not only 
does this prolong the patient’s recovery time, but it also requires the patient to spend additional 
healthcare resources by scheduling another appointment with the physician.  This superfluous 
extra step is inefficient and has dozens of unintended consequences.  Moreover, even if the 
physician does try pillows and wedges first, given that the PIM and Supplier Manuals require the 
physician’s progress notes to contain additional evidence to support all the NCD/LCD 
requirements, merely stating in the progress notes that “pillows and wedges were tried and ruled 
out” is not enough.  The physician must indicate why pillows and wedges were tried and ruled 
out.  Clearly, requiring a physician to explain each and every decision, regardless of how 
mundane, elevates form over substance, and will result in a significant delay in the number of 
patients a physician can see in a given day.   
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 In the end, the DMEPOS supplier is not the party that should be punished for matters not 
within their control. 

Do not subject DMEPOS suppliers to overpayments based on documentation issues 
which are beyond their control.  Use lesser sanctions and provide an opportunity for 
DMEPOS suppliers to correct documentation problems.    
 

 

 
4. THE PRESENT DMEPOS COMPETITIVE BIDDING PROGRAM AND ZPIC AUDIT 

PROCESSES ARE MISALIGNED, THEREBY CREATING UNNECESSARY CONFLICT; THESE 
PROCESSES SHOULD BE INTEGRATED. 

The DMEPOS Competitive Bidding Program (“CBP”) was mandated by Congress 
through Section 302 of the Medicare Prescription Drug, Improvement and Modernization Act of 
2003.29 The DMEPOS CBP requires DMEPOS suppliers to compete to become contract 
suppliers of certain equipment for 3 years in specific locations (known as “metropolitan 
statistical areas” or “MSAs”).  On January 1, 2011, CMS launched Round 1 of the CBP in nine 
different MSAs of the country for nine product categories.  Round 2 of the CBP is slated to take 
effect in July 2013 in 91 MSAs.  As a result of the DMEPOS CBP, numerous DMEPOS 
suppliers have gone out of business.  Whereas prior to the CBP, each MSA was represented by 
hundreds of DMEPOS suppliers, after the CBP, only 356 DMEPOS suppliers were awarded 
contracts.30  Consequently, fewer suppliers are providing equipment to a growing Medicare 
population.   

ZPICs use data analysis to identify actual or potential claim payment errors.31  Data 
analysis compares claim characteristics, either individually or in the aggregate.32  ZPICs then 
single out providers with what they term “aberrant billing patterns” by placing them on 
prepayment audit.  For example, if a DMEPOS supplier’s claim billing rate33 for walkers in 
Dallas, TX is higher than the average claim billing rate for all DMEPOS suppliers providing 
walkers in Dallas, TX, this constitutes an aberrant billing pattern.  In addition, if a DMEPOS 
supplier’s claim billing rate increases rapidly over a short period of time, this constitutes an 
aberrant billing pattern as well.  

When a DMEPOS supplier wins a CBP contract for a particular product category, that 
supplier's claim billing rate for the relevant product category necessarily increases.  This occurs 
because of the DMEPOS supplier's increase in volume pursuant to award of the CBP contract, 
and the decrease in the number of DMEPOS suppliers who can compete for, and provide, the 
products in the relevant product category.  However, when a CBP winner’s claim billing rate 
                                                

29 42 U.S.C. §1395w-3 (2008).  
30 http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/DMEPOSCompetitiveBid/Contract-Supplier-
Lists.html. 
31 PIM, Chapter 2, §2.2. 
32 Id. 
33 Claim billing rate is defined as the percentage of claims billed, not the amount of money per claim.  
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increases, this constitutes an “aberrant billing pattern” that may trigger a ZPIC audit.  This 
“spike” in claim billing rate is plainly attributable to the increased volume accompanying an 
award of a competitive bid, yet no mechanism or process is currently in place to account for 
these spikes.  To the contrary, supposed “spikes” in billing are treated as red-flags by ZPICs 
which often times trigger audits.   As such, a DMEPOS supplier that is awarded a competitive 
bid is too often automatically punished by being placed on audit, without justification.  The fact 
that the DMEPOS supplier’s billings comply with all Medicare rules and procedures is not taken 
into account for purposes of being placed on prepayment audit.   

Since CBP product category winners are obligated to provide equipment to all Medicare 
beneficiaries who request the particular product, DMEPOS CBP winners spend significantly 
more time and money providing equipment to beneficiaries than non-CBP winners.  Given the 
economies of scale for these DMEPOS suppliers, CBP winners cannot afford to respond to 
hundreds or thousands of ADR letters while not receiving payment for months.  In response to 
complaints from CBP winners about this very issue, the ZPICs indicated they do not 
communicate with the Competitive Bidding Implementation Contractor (“CBIC”), and the CBIC 
indicated they do not communicate with the ZPICs.  This lack of communication will cause an 
even greater problem in Round 2 when DMEPOS suppliers and beneficiaries from 91 MSAs are 
affected.   

While “spikes” in billing may, under appropriate circumstances, serve as indicators 
necessitating additional investigation and inquiry, the mechanism should not be automatically 
applied to CBP winners.34   Requiring DMEPOS suppliers to respond to hundreds, sometimes 
thousands of ADR requests while concurrently withholding payment from these suppliers for 
months will force many suppliers to shut their doors,  leaving too few suppliers to satisfy the 
needs of the Medicare beneficiaries.  In the end, patient care will be negatively impacted. 

RECOMMENDATION: 
 
Promulgate policies and procedures that integrate the DMEPOS CBP and audit 
processes. 
 
 
 
 

5. THE PRESENT AUDIT PROCESS FAILS TO PROVIDE OBJECTIVE BENCHMARKS FOR 
REMOVAL FROM PREPAYMENT AUDIT; ZPICS SHOULD NOT BE ALLOWED TO 
PROLONG THE AUDIT PROCESS ARBITRARILY.   

No statute, regulation or rule, including the PIM, provides clarity or guidance as to how a 
DMEPOS supplier can be removed from prepayment audit.  To the contrary, the present system 
allows the ZPIC to determine arbitrarily, without explanation or oversight, if, when and how a 

                                                

34 ZPICs should consider additional factors that may cause an increase in billing, such as when one DMEPOS 
supplier purchases another.  In this situation, the buyer’s billing claim rate will certainly increase.  This should not, 
automatically subject the buyer to prepayment audit.  
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DMEPOS supplier is to be removed from prepayment audit.  Consequently, it is possible for a 
ZPIC to keep a DMEPOS supplier on prepayment audit, for unknown reasons, ad infinitum.   

Even worse, a DMEPOS supplier may be given instructions or directives regarding how 
to be released from prepayment audit by one ZPIC investigator, only to have the same (or 
different) ZPIC investigator impose different requirements later without providing any 
explanation for the inconsistency.   

A DMEPOS supplier acting in good faith and properly following Medicare guidelines 
deserves to have clear and objective benchmarks for being released from prepayment audit.   
Forcing a DMEPOS supplier to commit all of its business resources to responding to an audit 
with no reliable guidelines on how to satisfy the audit is fundamentally unfair and a violation of 
constitutional due process.  

Anecdotal evidence among various ZPICs suggests that a DMEPOS supplier can be 
released from prepayment audit when its percentage of approved claims reaches, approximately, 
50%.  However, many DMEPOS suppliers remain on prepayment audit even after their approval 
percentage reaches 50%.  In one instance, the fraud manager at a ZPIC advised he would not 
release a DMEPOS supplier from prepayment audit regardless of their approval percentage 
(which was at or near 50%), further advising that there was nothing the DMEPOS supplier could 
do to be released from prepayment audit.  Essentially, without any explanation or oversight, the 
DMEPOS supplier’s business was handed a death sentence.  DMEPOS suppliers should be 
afforded basic due process rights, rather than prosper or suffer at the whims and fancies of a 
ZPIC.    

RECOMMENDATION: 
 
From the outset of each prepayment audit, require ZPICs to prepare and notify 
DMEPOS suppliers of specific and objective actions and benchmarks necessary to 
be removed from prepayment audit.   
 
 
 
 

6. THE PRESENT PROCESS ALLOWS ZPICS, MACS AND QICS TO DENY CLAIMS 
WITHOUT HOLDING THEM ACCOUNTABLE FOR THOSE DETERMINATIONS; ZPICS, 
MACS AND QICS SHOULD NOT BE ALLOWED TO "PASS THE BUCK" AND ARBITRARILY 
AND CAPRICIOUSLY DENY CLAIMS. 

At the Initial Determination, Redetermination and Reconsideration levels, the ZPICs, 
MACs and QICs often deny claims despite compelling evidence to the contrary, thus “passing 
the buck” on to the next level of contractor in the appeals process, rather than admitting that a 
claim was improperly denied.  Evidence overlooked by the MACs and ZPICs if often only 
considered at the ALJ level.  Even if the DMEPOS supplier informs the ZPIC, MAC or QIC of 
the improper denial, the ZPIC, MAC and QIC are well aware that there is no true recourse or 
accountability for arbitrarily denying a claim.  The only thing the DMEPOS supplier can do is 
submit the claim to the next level of appeal.  Based on the high rate of anecdotal occurrence, it 
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appears as if the contractor does not properly review the claim (perhaps due to lack of time or 
resources), and merely denies the claim for a generic reason, hoping that the contractor at the 
next level of appeal will review the claim more closely.  

Inappropriate and indiscriminate denials result in a tremendous waste of time and 
resources for all parties, and forces a DMEPOS supplier to wait unnecessarily for 30, 60, or 90 
days or longer before the claim is reviewed at the next level of appeal.  Even worse, at each 
appeal stage, the MAC or QIC is afforded de novo latitude to advance additional reasons for a 
claim denial, often times requiring a DMEPOS supplier, who sufficiently and properly refuted 
the reasons for claim denial at a preceding stage, to start over.  Such a system allows contractors 
to deny claims arbitrarily and capriciously, and unnecessarily prolongs the audit proces, while 
taxing the DMEPOS supplier with a tremendous drain on its time and resources.  Without 
recourse or penalty for such action, the appellate system does not fulfill its intended purpose of 
just and fair review of claim denials.  

For example, numerous DMEPOS suppliers’ claims have been denied at Initial 
Determination for allegedly failing to provide a delivery ticket demonstrating the equipment was 
provided to the beneficiary on a certain date.  However, the delivery ticket was clearly among the 
documentation submitted in response to the ZPIC’s ADR letter.  When these DMEPOS suppliers 
notified the ZPIC and MAC of their failure to see or review this documentation, they were each 
told to appeal the claim(s) to Redetermination.  Thus, while the ZPIC's allegations regarding the 
absence of a delivery ticket were unequivocally and undisputedly refuted, the DMEPOS 
suppliers were forced to continue through the appeals process, with no other recourse.  
Consequently, each DMEPOS supplier was forced to wait an additional 60 days before the MAC 
reviewed the appeal.  At the MAC level, some of the claims were approved, and some were 
denied, but for inconsistent and arbitrary reasons.  Tellingly, none of the claims were actually 
overturned or upheld for lack of a delivery ticket; clearly, the ZPIC and/or MAC did not actually 
review the documentation submitted, electing instead to promulgate new and previously un-
raised allegations, and forcing the DMEPOS suppliers to "move on down the line" to the next 
phase of the appeals process.   

RECOMMENDATION: 
 
Promulgate and enforce rules and procedures that require all alleged claim 
deficiencies to be identified during Initial Determination, and prohibit ZPICs, 
MACs, and QICs from denying claims for reasons that were not identified at Initial 
Determination.    
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7. THE PRESENT SYSTEM PUNISHES DMEPOS SUPPLIERS THAT ACT PROPERLY; 
INTEREST SHOULD BE PAID ON CLAIMS THAT HAVE BEEN IMPROPERLY DENIED.  

Federal regulations, in accordance with the Federal Claims Collection Act, as amended, 
require MACs to charge DMEPOS suppliers interest on overpayments.35  As a general rule, if an 
overpayment is not paid in full within 30 days of receiving notice of the overpayment or notice 
of a written demand for payment, interest begins to accrue on day 31.36  Similarly, the 
regulations require MACs to pay DMEPOS suppliers interest on underpayments.37  The purpose 
of charging interest is to compensate for risk and the opportunity cost of not being able to invest 
that money.  This is the crux of the idea behind the time value of money: money today is more 
valuable than money tomorrow.  For example, if the MAC improperly pays the DMEPOS 
supplier in 2009 and requests an overpayment refund in 2010, the MAC (or the Medicare Trust 
Fund) has lost the opportunity to invest this money for 1 year and collect associated interest.  
Conversely, if the MAC does not pay the DMEPOS supplier the entire amount owed in 2009 and 
an underpayment request is made in 2010, the DMEPOS supplier has lost the opportunity to 
invest the extra money for 1 year and collect associated interest.  

Based on the same principles, whenever claims are improperly denied, and then properly 
paid to the DMEPOS supplier, there is an opportunity cost of investing that accompanies the 
delay in payment.  Had the DMEPOS supplier been paid the amount owed, on time, the 
DMEPOS supplier could have invested the money and collected associated interest. The delay in 
payment is essentially the same as an underpayment.   

During the claim determination and appellate process, it is not uncommon for an 
improperly denied claim to be properly paid a year later.   Clearly, if the claim is overturned, the 
delay in payment was due to either a mistake made by the ZPIC, MAC or QIC, not the DMEPOS 
supplier; yet the DMEPOS supplier is the only party that suffers.  Ultimately, there is no penalty 
for the contractors’ adjudication delays.  Regardless of how long a contractor delays the 
payment, or how arbitrary the contractors’ reasons are for denial, the DMEPOS supplier can only 
be paid the same amount originally submitted.  It is fundamentally unfair and prejudicial for the 
contractors to be able to deny a claim improperly, with no reliable timetable for review, and not 
be required to pay interest.   

RECOMMENDATION: 
 
Promulgate and enforce regulations that require contractors to pay interest on 
claims that are improperly denied and then properly paid.   
 
 
 
 

                                                

35 42 CFR §405.378; Medicare Financial Management Manual (FMM), Ch.4, §30. 
36 42 CFR §405.378(b)(2); FMM, Ch.4, §10.  
37 42 CFR §405.478; FMM, Ch.4, §30. 
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8. THE PRESENT NATIONAL COVERAGE DETERMINATION (NCD), LOCAL COVERAGE 
DETERMINATION (LCD) REQUIREMENTS AND COVERAGE PROVISIONS IN 
INTERPRETIVE MANUALS ARE VAGUE, AMBIGUOUS, AND SUBJECTIVE AS TO 
DOCUMENTATION NECESSARY TO ESTABLISH MEDICAL NECESSITY; PROVIDERS 
SHOULD BE GIVEN CONCISE AND OBJECTIVE REQUIREMENTS TO ESTABLISH MEDICAL 
NECESSITY. 

The primary authority for all coverage provisions and subsequent policies is the Social 
Security Act.  Contractors employ Medicare policies found in NCDs, LCDs, and provisions in 
interpretive manuals, which are promulgated under the Social Security Act.38  

The NCDs are developed by CMS to describe the circumstances for Medicare coverage 
nationwide for a specific medical service procedure or device.39  Once published in a CMS 
program instruction, an NCD is binding on all ZPICs, MACs, QICs, and ALJs.40  An LCD is a 
guide that specifies under what clinical circumstance a service or device is reasonable and 
necessary in a specific MAC’s jurisdiction.41  Coverage provisions in interpretive manuals are 
instructions that are used to define further when and under what circumstances services or 
devices may be covered (or not covered).42   

Most claims are denied by ZPICs, MACs and QICs because the documentation in the 
beneficiary’s file does not substantiate “medical necessity” for the prescribed piece of DME.  
Even though NCDs, LCDs and interpretive manuals require medical necessity to be 
demonstrated, they do not indicate how it can be established.  The language used is vague and 
ambiguous.  According to the PIM and CGS Jurisdiction C DMEPOS Supplier Manual “[f]or 
any DMEPOS item to be covered by Medicare, the patient’s medical record must contain 
sufficient documentation of the patient’s medical condition to substantiate the necessity for the 
type and quantity of items ordered and for the frequency of use or replacement (if applicable).”43 
If the information in the patient’s medical record does not adequately support the medical 
necessity for the item, the supplier is liable for the dollar amount involved.44   

The phrase “sufficient documentation” is unclear and imprecise.  If a physician thinks 
one medical progress note establishes medical necessity, is it sufficient?  What about two 
progress notes?  As the professional charged with exercising professional medical judgment, the 
physician’s interpretation should be the only one that matters.  The DMEPOS supplier is not 
licensed as a medical professional and, thus, is unable to question whether the physician’s 
documentation substantiates medical necessity.  For example, requiring a DMEPOS supplier to 
determine whether a physician’s progress notes provide sufficient information about a 
beneficiary’s mobility limitation to substantiate the medical necessity for a manual wheelchair, is 
absurd, and a blatant violation of the state’s medical licensing laws.  In such a circumstance, the 
contractors are asking the DMEPOS supplier to practice medicine without a license.  
                                                

38 PIM, Ch.13, §13.1. 
39 PIM, Ch.13, §13.1.1. 
40 Id. 
41 PIM, Ch.13, §13.1.3. 
42 PIM, Ch.13, §13.1.2. 
43 PIM, Ch.5, §5.7.  
44 PIM, Ch.5, §5.7. 
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The vague and ambiguous language in the PIM promulgates improper and inconsistent 
“medical necessity” denials.  Without specific standards or objective criteria, any claim can be 
denied based on a difference in interpretation.  

Furthermore, it is apparent that ZPICs, MACs, and QICs interpret the NCD, LCD and 
interpretive manual standards differently (even among the clinical staff working for a particular 
contractor).  In many instances, capped rental items are approved for one month and denied the 
next, even though the same documentation is submitted for both.  If one ZPIC clinician 
determines that a manual wheelchair is medically necessary for an 80-year old patient in January, 
how can the same or different ZPIC clinician determine that the same manual wheelchair is not 
medically necessary for the 80-year old patient in February, if the same documentation is 
submitted to both clinicians?  Are we to believe that the patient’s mobility limitations 
miraculously improved in one month’s time?   Of course not.  Yet, the current Program Integrity 
system allows the contractors to apply individual subjective interpretations when reviewing 
documentation.  As a result of this unfettered discretion afforded to contractors:  

a) ZPICs, MACs and QICs deny and approve the same claim at different levels of 
review, without rhyme or reason;  

b) ZPICs, MACs and QICs in different jurisdictions deny and approve similar 
claims, without rhyme or reason; and  

c) ZPICs, MACs and QICS approve a capped rental claim in month 1, but deny the 
capped rental claim for month 2, without rhyme or reason. 

All of these consequences serve to keep hundreds of DMEPOS suppliers on audit, unnecessarily. 

These problems could be avoided if the NCD, LCD and interpretative manual 
requirements were specific, objective, and promulgated in a template or checklist.  Under these 
circumstances, all parties would be able to determine, without having to rely on individual 
interpretations, whether or not the requirements for a specific piece of DME have been met.  
Similarly, these problems could be avoided if the PIM provided objective, concrete examples of 
what constitutes “medical necessity.” 

During a recent audit, dozens of a DMEPOS supplier’s manual wheelchair claims, from 
2010 to present, were denied for lack of medical necessity.  At Redetermination and 
Reconsideration, the contractors denied the claim because, although the documentation indicated 
the (almost) 90-year old patient suffered from osteoarthritis, hypertension, congestive heart 
failure, and spinal stenosis, the beneficiary’s physical therapy notes indicated the patient could 
walk 50 feet with a rolling walker.  The contractors held that beneficiary’s mobility limitation 
could be sufficiently resolved with use of a walker.  Denial of this claim is absolutely unmerited.  
The treating physician employed his professional medical opinion to determine that, although 
this patient could ambulate a limited distance with the assistance of a support device, the patient 
still required a manual wheelchair to perform one or more mobility-related activities of daily 
living (MRADLs).  It cannot, and should not, be the DMEPOS supplier’s responsibility to 
second-guess the physician’s medical opinion.   
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RECOMMENDATION: 
 
Promulgate specific and objective requirements in template or checklist format for 
each item of DME, and promulgate objective, concrete examples of what constitutes 
“medical necessity.”     
    
 
 
 

9. THE PRESENT SYSTEM ALLOWS AUDITORS TO TAKE AWAY A DMEPOS SUPPLIER’S 
CONTRACTUAL RIGHT TO MEDICARE PAYMENT BASED ON COMPLAINTS; PROVIDERS 
SHOULD BE AFFORDED DUE PROCESS BEFORE ANY AFFIRMATIVE STEP CAN BE 
TAKEN AGAINST THEM. 

One of the ZPIC’s main duties is to investigate allegations of fraud made by 
beneficiaries, providers, ex-employees, CMS, and other sources.45  Most allegations come in the 
form of complaints.  A complaint is a statement, oral or written, alleging that a DMEPOS 
supplier “received a Medicare benefit of monetary value, directly or indirectly, overtly or 
covertly, in cash or in kind, to which he or she is not entitled under current Medicare law, 
regulations, or policy.”46  DMEPOS suppliers support the investigation of complaints as an 
effective way to curb fraud and abuse in the Medicare system.  The only time this becomes a 
problem is when the ZPIC takes an affirmative step against a DMEPOS supplier without due 
process.  

In many situations, a ZPIC institutes suspension or prepayment audit, and/or prolongs 
suspension or prepayment audit against a DMEPOS supplier, while the ZPIC investigates alleged 
complaints.  In these situations, the ZPIC does not inform the DMEPOS supplier of the 
investigation; consequently, the DMEPOS supplier cannot rebut or respond to the complaints.  
The DMEPOS supplier is arbitrarily forced to wait until the ZPIC has completed its 
investigation.  This is a violation of constitutional due process under the 14th Amendment.   

Due process requires that the procedures by which laws are applied must be evenhanded, 
so that individuals (in this case DMEPOS suppliers) are not subjected to the arbitrary exercise of 
government power.47  A ZPIC cannot take away a DMEPOS supplier’s contractual right to 
Medicare payment (via prepayment audit, suspension, etc.) without:  

a) providing notice of an investigation to the DMEPOS supplier;  

b) providing all exculpatory evidence regarding the investigation to the DMEPOS 
supplier; and  

                                                

45 PIM, Ch.4, §4.2.2. 
46 PIM, Ch.4, §4.6.1. 
47 Marchant v. Pennsylvania R.R., 153 U.S. 380, 386 (1894). 
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c) allowing the DMEPOS supplier to respond to complaints in a meaningful way at a 
meaningful time.  

 Separately, it is important to consider the agenda of a complainant when determining the 
credibility of a complaint.  Former employees, competing DMEPOS suppliers, and disgruntled 
beneficiaries know that if they complain to CMS or the ZPIC about a DMEPOS supplier, 
regardless of the veracity of the allegation, an investigation (at the very least) will most likely 
ensue.  These investigations quickly transform into audits.  Given that complainants’ accounts 
are susceptible to hyperbole, it is imperative that the accused DMEPOS supplier be given a 
chance to respond to, or rebut, the allegations made by the complainant.  Many improper audits 
can be avoided as a result.   
 
 One DMEPOS supplier was on prepayment audit for over one-and-a-half years because 
the ZPIC did not finish its investigation.  After approximately one year on audit, the DMEPOS 
supplier had achieved a 50% claim approval percentage; based on anecdotal evidence, the 
DMEPOS supplier should have been removed from prepayment audit.  Nevertheless, the ZPIC 
vehemently declined to remove the DMEPOS supplier from prepayment audit.  The ZPIC 
indicated that it had to finish investigating complaints against the DMEPOS supplier before it 
could be released from prepayment audit.  For months, the DMEPOS supplier asked the ZPIC if 
it could respond to the complaints or provide other information to prove its innocence, to no 
avail.  The DMEPOS supplier was forced to wait an additional five months for the ZPIC to 
conclude its investigation and remove the DMEPOS supplier from audit.      

RECOMMENDATION: Promulgate and enforce procedures that promote due 
process by requiring contractors to: (1) provide notice of an investigation to the 
DMEPOS supplier; (2) provide all exculpatory evidence regarding the investigation 
to the DMEPOS supplier; and (3) allow the DMEPOS supplier to respond to 
complaints in a meaningful way at a meaningful time, prior to any affirmative 
action being taken against the DMEPOS supplier that limits their contractual right 
to Medicare payment.     
   

 
 
 
10. ZPICS RARELY EMPLOY NON-PUNITIVE SANCTIONS; EDUCATION SHOULD BE 

INCORPORATED AS A METHOD OF PREVENTING FRAUD AND ABUSE.  

ZPICs have a variety of corrective actions and sanctions at their disposal to deal with 
potential fraud and abuse.  According to the PIM, “less severe administrative remedies may 
precede more punitive sanctions…”48  The corrective actions ZPIC should initially consider are:  

a) provider education and warnings;  

b) revocation of assignment privileges; 
                                                

48 PIM, Ch.4, §4.19. 
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c) suspension of payments; 

d) recovery of overpayments; and 

e) referral of situations to state licensing boards or medical/professional societies.49 

Less severe administrative remedies, like provider education and warnings, foster 
cooperation and understanding between the DMEPOS supplier and the ZPIC, allowing them to 
resolve underlying allegations and claim disputes efficiently.  Unfortunately, ZPICs rarely utilize 
these remedies.  Instead, ZPICs rely, almost exclusively, on more expensive and time-consuming 
procedures like prepayment audit and payment suspension.   

Given that one of the goals of the Program Integrity system is to prevent fraud and 
abuse,50 educating DMEPOS suppliers is a logical and useful tactic.  ZPICs should not be 
allowed to choose the most punitive sanctions as a first resort against DMEPOS suppliers 
without accountability.  Instead, objective criteria should be created that defines when a ZPIC is 
allowed to impose punitive sanctions.  ZPICs should be required to use less punitive sanctions 
first.  Furthermore, when less intrusive and more cost-efficient remedies are available, they 
should be used. 

RECOMMENDATION: 
 
Promulgate and enforce objective criteria defining when a ZPIC is allowed to 
impose punitive sanctions on a DMEPOS supplier; otherwise, non-punitive 
sanctions should be employed first.   
  

 
 
 
11. THE PRESENT SYSTEM ALLOWS CONTRACTORS TO REOPEN PREVIOUSLY PAID CLAIMS 

WITHOUT JUSTIFICATION OR PROOF; DMEPOS SUPPLIERS SHOULD BE ALLOWED TO 
REVIEW ANY PURPORTED EVIDENCE UTILIZED TO REOPEN CLAIMS.  

A “reopening” is a discretionary remedial action that allows a contractor to change a 
binding determination or decision.51  In other words, under a reopening, a contractor is able to 
reverse a paid claim.  A reopening may be made by: 

a) the MAC to revise the Initial Determination or Redetermination decision; 

b) a QIC to revise the Reconsideration decision; 

c) an ALJ to revise the hearing decision.52 

                                                

49 Id. 
50 PIM, Ch.4, §4.1. 
51 42 CFR §405.980; PIM, Ch.8, §8.1(B); CPM, Ch.34, §10. 
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A contractor may reopen an Initial Determination or Redetermination on its own motion: 
(a) within 1 year from the date of the Initial Determination or Redetermination, for any reason; 
or (b) within 4 years from the date of the Initial Determination or Redetermination, for good 
cause. 53  “Good cause” is defined as either: (a) new and material evidence that was not available 
or known at the time of the determination or decision, which may result in a different 
adjudication; or (b) evidence that was considered in making the determination or decision which 
shows an obvious error was made.54 

In the prepayment context, DMEPOS suppliers have recently seen a proliferation of the 
following scenario:  

a) a DMEPOS supplier is placed on prepayment or postpayment audit; 

b) one of the DMEPOS supplier’s claims is denied at Initial Determination;  

c) the DMEPOS supplier appeals the claim to Redetermination, where it is approved 
and paid;  

d) the MAC reopens the claim, thus requiring the DMEPOS supplier to re-appeal the 
claim to Reconsideration.  

Since the decision to reopen a claim determination is not an Initial Determination, it 
cannot be appealed by the DMEPOS supplier.55 Clearly, reopenings were not intended for 
contractors to receive a second chance to deny claims.  Yet, this has been their recent function.  
Without any recourse or penalty, it is possible for a contractor to reopen any and all claims 
submitted during the appellate process.  As a result, DMEPOS suppliers are forced to spend time 
and resources appealing claims (which may cost more to appeal than the claim is worth) rather 
than providing care to patients.  To this extent, contractors that insist on reopening claims, which 
were previously adjudicated and paid, should reimburse the DMEPOS supplier the costs to 
appeal the claims.  Otherwise, reopenings may easily lead to perpetual audits, which will force 
DMEPOS suppliers to shut their doors. 

Moreover, even though claims from over 4 years ago require “good cause” to be 
reopened, contractors are not required to provide evidence of the alleged good cause to the 
DMEPOS supplier.  Specifically, “a contractor’s decision to reopen based on the existence of 
good cause…is not subject to appeal.”56  Without recourse or penalty, the contractor can assert 
there is good cause to reopen the claim without having to articulate, much less demonstrate, such 
cause.   Without any method of enforcement, the "good cause" requirement fails in its purpose as 
a necessary check to preserve the finality of appeals decisions.  The lack of transparency in the 
system unilaterally favors the contractors and punishes the DMEPOS suppliers.  

                                                                                                                                                       

52 42 CFR §405.980(a); PIM, Ch.8, §8.1(B). 
53 42 CFR §405.980(b); PIM, Ch.8, §8.1(B).  
54 42 CFR §405.986. 
55 CPM, Ch.34, §10. 
56 42 CFR §§ 405.926, 405.980; CPM, Ch.34, §10.11 
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RECOMMENDATION: 
 
Promulgate and enforce procedures that require contractors to provide evidence to 
the DMEPOS supplier prior to reopening a claim; if the reopened claim is 
approved, appeal costs should be paid by the contractor.  
 

 

12. THE PRESENT SYSTEM ALLOWS CONTRACTORS TO UNILATERALLY DISMISS 
ADVANCED DETERMINATION OF MEDICARE COVERAGE DETERMINATIONS; 
PROVIDERS SHOULD BE AFFORDED THE BENEFIT OF RELYING ON THESE 
DETERMINATIONS.  

Section 1834(a)(15)(C) of the Social Security Act provides that, for certain pieces of 
DME, MACs shall determine in advance of delivery or claim submission if the piece of DME 
will be covered by Medicare.57  This is known as an Advance Determination of Medicare 
Coverage or ADMC request.  As such, a DMEPOS supplier that, in good faith, seeks to comply 
with Medicare’s rules and procedures by taking proactive steps to determine claim coverage 
before submitting a claim, can theoretically avoid subsequent dispute and claim adjudication 
proceedings prior to filing the claim. 

Requesting an ADMC decision is voluntary. DMEPOS suppliers are not required to 
submit ADMC requests in order to submit claims to the MAC.58  According to the PIM, “an 
affirmative ADMC decision will provide the [DMEPOS] supplier and the beneficiary assurance 
that the beneficiary, based on the information submitted with the request, will meet the medical 
necessity requirements Medicare has established for the item” 59 (emphasis added).   

ADMC decisions are especially important for DMEPOS suppliers that provide custom 
wheelchairs.  For example, a custom wheelchair provided to a patient suffering from 
Amyotrophic Lateral Sclerosis (ALS), otherwise known as Lou Gehrig’s Disease, can cost a 
DMEPOS supplier more than $10,000.  Given that the wheelchair is customized to the patient, it 
cannot be easily transferred to another beneficiary.  Most DMEPOS suppliers cannot risk losing 
$10,000 as a result of an audit questioning a patient’s medical necessity. Therefore, many 
DMEPOS suppliers providing custom wheelchairs submit ADMC requests prior to delivery.  
This is one of the main reasons why the AMDC process was created.   

Given that an affirmative ADMC decision is an “assurance” that the beneficiary meets 
the “medical necessity requirements Medicare has established for the item,” an audited claim 
should not be denied for failure to demonstrate medical necessity.  Yet, inexplicably, this is often 
the case.  Based on the treatment given to ADMC decisions by contractors, one can reasonably 
ascertain that an affirmative ADMC determination carries no weight or precedential value, since 

                                                

57 PIM, Ch.5, §5.16 
58 Id. 
59 PIM, Ch.5, §5.16.4 
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the present system allows contractors to unilaterally disregard an ADMC approval.  Common 
sense dictates that if a DMEPOS supplier is unable to rely on an ADMC determination, that 
DMEPOS supplier would be foolish to expend the time and resources necessary to obtain an 
ADMC determination.  This begs the question: if a contractor can audit a claim for which an 
affirmative ADMC decision is on file, what is the purpose of the ADMC process?  Like many 
other provisions in the PIM, without any enforcement mechanism, the ADMC process fails in its 
intended purpose.   

In order for the ADMC process to work effectively and as intended, procedures and 
enforcement must dictate that if an ADMC-approved claim is to be audited, the contractor should 
be required, as a threshold matter, to provide evidence that the original ADMC decision was 
based on incorrect information.   

RECOMMENDATION: 
 
Promulgate and enforce procedures that prohibit contractors from auditing 
AMDC-approved claims on the basis of medical necessity.  Promulgate and enforce 
procedures that require a contractor to provide evidence of incorrect information 
when auditing an ADMC-approved claim.  
  
 
 

13. THE PRESENT SYSTEM FAILS TO STANDARDIZE “CONTINUED MEDICAL NEED” AND 
“ONGOING USE” FOR RENTAL ITEMS; PROVIDERS SHOULD NOT BE PUNISHED FOR 
UNDEFINED STANDARDS. 

 Most DMEPOS items are provided to Medicare beneficiaries as capped rental items 
(explained above Section II(C)).  For capped rental items, payment is based on a monthly rental 
fee schedule amount during the period of medical need, but for no longer than 13 months of 
continuous use.60  After the capped rental period, title to the equipment is transferred from the 
DMEPOS supplier to the beneficiary.61   
 
 Certain NCDs and/or LCDs require the DMEPOS supplier to demonstrate the 
beneficiary’s “ongoing use” or “continued medical need” for specific DMEPOS items (e.g., 
oxygen, power mobility); however, most do not.   Still, contractors routinely deny claims  
because there is no documentation in the beneficiary’s file demonstrating “continued medical 
need” or “ongoing use.”  Denial for this reason is unjust because:  
 

a) medical need is established at the time the DMEPOS item is first ordered;  

b) “continued medical need” and “ongoing use” are not defined phrases in the 
regulations, rules, Supplier Manuals, or Medicare interpretative manuals; and 

                                                

60 42 CFR §414.229(a), (f);  42 CPM, Ch.20, §30.5. 
61 Id. 
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c) requiring a beneficiary to see a physician in order to establish “continued medical 
need” and/or “ongoing use,” if not explicitly required in the NCD/LCD for a 
particular DMEPOS item, places an undue burden on the DMEPOS supplier.  

 Chapter 3 of the CGS Jurisdiction C DMEPOS Supplier Manual states, “[f]or all 
DEMPOS items, the initial justification for medical need is established at the time the item(s) is 
first ordered…For…initial months of a rental item…information justifying reimbursement will 
come from this initial time period.  Chapter 3 further provides: “[f]or…rental DME items, in 
addition to the information described above that justifies the initial provision of the item(s) 
and/or supplies, there must be information in the beneficiary’s medical record to support that the 
item continues to be used by the beneficiary and remains reasonable and necessary.  Information 
used to justify continued medical need must be timely for the date of service under 
review…Timely documentation is defined as a record in the preceding 12 months unless 
otherwise specified in policy.”  Collectively, these provisions indicate that the medical need for 
the “initial months” of a rental item is established at the time of prescription, and that this 
prescription documentation is sufficient to serve as “timely documentation” for the 12 months 
following the date of prescription.  Consequently, a “lifetime need” prescription for a wheelchair 
(for which Medicare establishes a rental period of 13 months) serves as timely documentation for 
12 of the 13 months of the rental period.   As such, a denial for failure to prove “continued 
medical need” is antithetical to the provisions stated within the Supplier Manual itself.  
  
 Since neither “continued medical need” or “ongoing use” are defined phrases, there is no 
way to discern how often a DMEPOS supplier must show proof of “continued medical need” or 
“ongoing use.”  Is it every one month, two months, six months, etc.?  To meet this burden, 
DMEPOS suppliers would need to deploy a fleet of personnel to write, call and email the 
millions of Medicare beneficiaries across the country to confirm the each and every one 
continues to need and use a rental DMEPOS item, even if it is absolutely undisputed that the 
need and use if for a lifetime.  Moreover, without a definition or other rubric, DMEPOS 
suppliers have no guidelines to follow regarding how to prove “continued medical need.”  Is a 
physician’s letter sufficient?  Is a face-to-face examination required?   Without any guidelines, 
contractors interpret the terms “continued medical need” and “ongoing use” in an arbitrary and 
inconsistent manner, impose synthetic restrictions on the DMEPOS supplier, and deny proper 
claims without effective recourse, ultimately resulting in a permanent DMEPOS supplier audit. 
 
 Finally, in order to establish “continued medical need” and/or “ongoing use,” a 
beneficiary would, most likely, have to contact or been seen by the physician who initially 
ordered the DMEPOS item.  If, after the beneficiary is prescribed a DMEPOS item for “lifetime 
need,” the beneficiary does not return to the see the physician for a year or more, the DMEPOS 
supplier should not be to blame.  The DMEPOS supplier cannot force the beneficiary to see the 
physician, especially since no Medicare rules or regulations require it.   Should Congress or 
CMS have intended this requirement, they would specifically have written it into the Supplier 
Manual or NCD/LCD for the specific DMEPOS item, like they did for oxygen.  Congress and 
CMS’s intent is clear -- contractors cannot create new rules where they do not already exist.  
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RECOMMENDATION:  

Promulgate and enforce procedures that prevent contractors from auditing claims 
for monthly rental DMEPOS items that have already been initially approved.  
________________________________________________________________________ 

 

14. THE PRESENT POSTPAYMENT AUDIT SYSTEM ENCOURAGES AND FOSTERS 
EXTRAPOLATION FINDINGS THAT ARE ARBITRARY AND UNFATHOMABLE; 
CONTRACTORS SHOULD NOT EMPLOY METHODS THAT ARE WITHOUT BASIS IN FACT 
OR STATISTICAL METHODOLOGY. 

 Although the guidelines for using statistical sampling to determine overpayments provide 
a wide berth and generous deference to the ZPIC or MAC, this latitude and deference does not 
excuse contractors from conducting their purported sampling in such a manner as to “ensure that 
a statistically valid sample is drawn and that statistically valid methods are used to project an 
overpayment.”62  To the contrary, the PIM instructions are provided to ensure that a “sufficient 
process is followed when conducting statistical sampling to project the overpayments.”63  
 
 The Medicare Appeals Council has made clear: “It is well-established that due process 
affords an appellant provider the right to examine audit results in order to mount a proper 
challenge in the appeals process.”64  Too often, however, the documents provided to DMEPOS 
suppliers by contractors are wholly void of any substantive or material evidence sufficient to 
examine or determine the purported statistical sampling and extrapolation allegedly conducted. 
 
 To the contrary, and more often than not, the “documentation” sent to DMEPOS 
suppliers wholly fails to demonstrate that the contractor complied with PIM §8.4.4.4 (which 
requires maintenance of “complete documentation” of the sampling methodology that was used); 
§8.4.4.4.1 (which requires maintenance of sufficient documentation so that the sampling frame 
can be re-created); §8.4.4.4.3 (which requires maintenance of documentation of the review and 
sampling process); and §8.4.4.4.4 (which requires the worksheets used in calculating the net 
overpayment to include data “so that each step in the overpayment calculation is clearly 
shown”).   
 
 Pursuant to PIM §8.4.1.2, statistical sampling may be “used to calculate and project (i.e., 
extrapolate) the amount of overpayment(s) made on claims . . . [upon] determination of sustained 
or high level of payment error, or documentation that educational intervention has failed to 
correct the payment error."  Under the present system, contractors enjoy absolute discretion 
under §8.4.1.2 to determine when statistical sampling may be used; however, such discretion 

                                                

62 PIM, Ch.8, §8.4.1.1 
63 Id. 
64 Podiatric Medical Associates, Decision of Medicare Appeals Council Docket No. M-10-230, June 22, 2010 
(finding that the statistical sampling appealed was not valid and could not be upheld).   
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should not be abused by employing unjust and biased statistical sampling methods that are 
wholly unsupported by the record and in violation of the PIM requirements.    
 
 For example, it is not unusual or uncommon for a DMEPOS supplier to receive notice of 
a statistical sampling and extrapolation calculation in excess of 95%.  Absent an explicit finding 
of fraud, such a conclusion would require a ridiculous and wholly unrealistic finding that the 
DMEPOS supplier almost never (more than 95% of the time) properly billed a claim to Medicare 
during the entire period of inquiry.  In many cases, the underlying providers have served the 
needs of Medicare beneficiaries for many years; others have voluntarily sought accreditation by 
organizations such the Joint Commission on Accreditation of Healthcare Organizations.  In such 
cases, the extrapolations proffered by contractors are absolutely without merit, and to uphold 
them would offend the traditional notions of fair play and substantial justice.   

RECOMMENDATION:  

Promulgate and enforce procedures that require contractors to properly justify and 
support statistical sampling and extrapolation calculations.    
 

 

15. THE PRESENT SYSTEM REQUIRES ACCREDITATION AND AUDITS OF DMEPOS 
SUPPLIERS WHICH RESULTS IN DUPLICATIVE, INCONSISTENT, AND INEFFICIENT 
EXPENDITURES OF RESOURCES. 

 To obtain and maintain Medicare billing privileges, DMEPOS suppliers must comply 
with quality standards established by CMS.  In November of 2006, CMS approved 10 national 
organizations to accredit DMEPOS suppliers as meeting quality standards under Medicare Part 
B.  Among other quality standards, CMS requires DMEPOS suppliers to review beneficiaries’ 
medical records and ensure that the records contain information to determine medical necessity 
including: 

a) Certificates of Medical Necessity, 

b) Prescriptions, 

c) Face-to-face evaluations, 

d) Physical assessments, and 

e) Telephone communications. 

During audit, contractors demand similar documentation to substantiate medical necessity 
for equipment.  These audits often create inconsistencies with the findings of accreditation 
organizations.   For instance, an accreditation organization may determine that a DMEPOS 
supplier’s record-keeping policies and practices meet quality standards promulgated by CMS; 
however, a contractor may subsequently determine that the same record-keeping policies and 
practices are insufficient to receive reimbursement after equipment has been provided to the 
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patient.  This kind of inconsistency places DMEPOS suppliers in an untenable position of 
uncertainty as to the true nature of CMS quality standards. 

RECOMMENDATION: 

Promulgate and enforce procedures that distinguish between the roles of audits and 
accrediting organizations.   
_______________________________________________________________________ 

V.  
CONCLUSION 

 The goal of the health system in the United States is to provide efficient and effective 
care.  In pursuit of that goal, providers and regulators must work together to reduce fraud, waste 
and abuse.  The DMEPOS industry is committed to achieve that goal.  To that end, we hope that 
the views, opinions and recommendations contained herein demonstrate the DMEPOS industry’s 
willingness to work in collaboration with the Committee and CMS to create rules and regulations 
that are fair and just.  That way, regulatory and enforcement agencies and contractors can focus 
all their efforts on eradicating fraud, waste and abuse.  

 

Respectfully Submitted, 
 
MUNSCH HARDT KOPF & HARR, P.C. 

 
By: Edward Vishnevetsky  

 


	From the outset of the prepayment audit process, DMEPOS suppliers are held to strict deadlines to submit documents and file paperwork; yet, there are no corresponding deadlines imposed on the ZPICs or MACs.  Specifically, when a DMEPOS supplier submits a claim for any piece of equipment that is subject to a prepayment audit, the ZPIC automatically sends an ADR letter to the supplier requesting documentation to substantiate the claim.  The DMEPOS supplier is required to submit all documentation within 30 days of the date of the ADR letter, or else the claim is automatically denied.  In stark contrast, there is no corresponding deadline for ZPICs/MACs to respond to the DMEPOS supplier’s ADR submission.  
	This is particularly problematic in light of the fact that a ZPIC typically sends several hundred, and up to several thousand, ADR letters to a DMEPOS supplier over the course of a couple weeks.  The DMEPOS supplier must provide documentation in response to all of these ADR letters within 30 days, or have the claims denied.  However, the ZPIC/MAC has no similar deadline to issue an Initial Determination on claims reviewed during prepayment audit.  As a result, DMEPOS suppliers can end up waiting in excess of 120 days for an Initial Determination to be made.  This unnecessarily delays, in turn, the time the DMEPOS suppliers remain on audit, as DMEPOS suppliers cannot appeal any claims until an Initial Determination is made.  Enforcing deadlines against the ZPIC will require the ZPIC to only focus on pertinent information that is necessary to make a proper decision. 
	Imposing strict deadlines against DMEPOS suppliers while concurrently granting absolute discretion to ZPICs/MACs to respond to DMEPOS submissions, strips the ZPICs/MACs of any kind of accountability, and fosters a process hindered by delay and inequality.  DMEPOS suppliers are forced to expend significant time and resources, and incur high opportunity costs to fulfill their obligations to timely submit an ADR response, including, but not limited to:  
	a) dedicating current staff or hiring new staff (if financially feasible) to obtain documentation for multiple providers who treated the patient; 
	b) dedicating current staff or hiring new staff (if financially feasible) to make thousands of copies of patients’ medical records to submit with the ADR response; and,
	c) purchasing paper, toner, copy machines, and postage, etc. in order to make copies of patients’ medical records and submit them to ZPIC/MAC. 

	Realistically few, if any, DMEPOS suppliers are able to continue spending resources taking care of current patients, let alone providing equipment to new patients, while waiting for months to receive payment.  In many circumstances, the time and financial commitment of responding to ADR letters forces the DMEPOS supplier to cease all other business activities.  Yet, ZPICs/MACs have no requirement or incentive to respond timely to submissions with an Initial Determination, and thus, are afforded opportunity to delay the process.
	In dozens of circumstances, DMEPOS suppliers’ claims were dismissed because they were unable to submit documentation to the ZPIC auditor within the required 30-day period.  The two main reasons for this were: (a) the providers (e.g., physicians, home health agencies, etc.) did not submit progress notes or other documentation to the DMEPOS suppliers with enough time for the DMPEOS suppliers to make copies of the documentation and send to the ZPIC; or (b) the DMEPOS suppliers did not have the financial resources to dedicate the personnel required to make thousands of copies of patients’ records within 30 days.  In one particular circumstance, a DMEPOS supplier timely submitted responses to hundreds of ADR letters, but had to wait 150 days before an Initial Determination was made.  There was no recourse for that DMEPOS supplier to make the ZPIC/MAC respond any sooner.  As a direct result, the DMEPOS supplier was not able to submit appeals to Redetermination for five months while waiting on the ZPIC.  Assuming, arguendo, that the ZPIC/MAC had been required to issue an Initial Determination within the same time limitation as placed on DME suppliers (i.e. 30 days), the ZPIC/MAC unnecessarily delayed the time that this DMEPOS supplier remained on prepayment audit for 4 months. 
	RECOMMENDATION: Promulgate and enforce a deadline that requires ZPICs/MACs to issue an Initial Determination within 30 days of receipt of an ADR response, with companion requirements that provide for automatic claim approval if that deadline is not followed.   

	2. The Present Redetermination and Reconsideration Deadlines are Often Not Followed by MACs/QICs; the MACs/QICs Should Be Held to the Same Time Constraints as DMEPOS Suppliers.
	A DMEPOS supplier dissatisfied with an Initial Determination may request a Redetermination.  Redetermination is the first level of the Part B appellate process.  The request for Redetermination must be filed within 120 days of the date of receipt of the notice of the Initial Determination.  Assuming all medical documentation is submitted to the MAC when the Redetermination is filed, the MAC must mail, or otherwise transmit, written notice of the Redetermination decision or dismissal within 60 days of the date the MAC receives a timely filed request for Redetermination.
	A DMEPOS supplier dissatisfied with the Redetermination decision may request a Reconsideration.  Reconsideration is the second level of the Part B appellate process.  The request for Reconsideration must be filed within 180 days of the date of receipt of the Redetermination decision.  Assuming all medical documentation is submitted to the QIC when the Reconsideration is filed, the QIC must mail, or otherwise transmit, written notice of: (a) the Reconsideration decision; (b) the QIC’s inability to complete its review within 60 days; or (c) dismissal within 60 days of the date the QIC receives a timely filed request for Reconsideration.  
	Although there are timelines in place requiring MACs and QICs to respond to requests for Redetermination and Reconsideration, too often the MACs and QICs often do not follow these regulatory requirements and respond to requests much later than required.  For example, in cases where a MAC responds to a DMEPOS supplier’s request for Redetermination in 90 days (rather than the requisite 60), the MAC has unnecessarily prolonged the time the DMEPOS supplier must remain on audit by at least 1 month.  Without a way to enforce the timelines or otherwise seek recourse, DMEPOS suppliers are denied the full benefits of their appeal rights.  Ultimately, the regulations requiring MACs and QICs to respond timely fail to provide their intended benefit.
	Waiting for MACs/QICs to respond to appeal requests unnecessarily prolongs the time DMEPOS suppliers remain on audit, because the DMEPOS suppliers cannot appeal the claims to an ALJ until previous appeal determinations are made.  This lack of accountability and absence of recourse fosters a process hindered by delay and inequality.  As with the delays inherent in the present Initial Determination phase, few, if any, DMEPOS suppliers are able to continue spending resources taking care of current patients, let alone provide equipment to new patients, while waiting through months of delay during Redetermination and Reconsideration to receive payment.  In many circumstances, the time and financial commitment of responding to ADR letters forces the DMEPOS supplier to cease all other business activities.  Clearly, the ability for MACs/QICs to artificially delay the time for them to respond to Redetermination and Reconsideration requests was not the intent of the rules and procedures governing the appellate system. 
	In response to complaints against MACs/QICs for failing to follow the regulatory timelines, the MACs/QICs typically respond by saying they are “overwhelmed” and will respond “as soon as they can.”  While this response is understandable, the same argument can be made on behalf of DMEPOS suppliers.  Nevertheless, DMEPOS suppliers are not afforded the same luxury to respond “as soon as they can.”  To the contrary, DMEPOS suppliers must request appeals to Redetermination and Reconsideration within a required timeframe, otherwise their requests are automatically denied.  MACs/QICs should be held to the same standards.  Strict deadlines will require contractors to focus on pertinent materials within a beneficiary’s medical file.  
	RECOMMENDATION: Enforce regulatory deadlines against MACs/QICs, such that if a MAC/QIC does not respond timely to an appeal request, the claim is automatically approved. 


	3. The Present System Solely Punishes DMEPOS Suppliers for Problems With Medical Documentation By Professionals over Whom They Have No Control.
	Arguably, the most troubling issue with audits is that DMEPOS suppliers are punished for problems with documentation over which they have no control.  Physicians and other healthcare providers (e.g., therapists, nurses, home health agencies, hospice, etc.) are responsible for documenting examinations and other contacts with Medicare patients/beneficiaries.  DMEPOS suppliers are charged with the responsibility of providing equipment to patients whom the physician determines, in their professional medical opinion, have a medical need.  DMEPOS suppliers do not have medical or nursing licenses allowing them to interpret physician medical records in order to determine whether a patient’s medical necessity is established.  Yet, DMEPOS suppliers are punished for not second-guessing the physician’s medical opinion.   Accordingly, DMEPOS suppliers are placed in the untenable position of losing their right to payment unless they act criminally by practicing medicine without a license. 
	The manner in which physicians and other healthcare providers record progress notes is based on their individual medical training and experience.  These providers are not taught to include certain buzz-words in a patient’s medical record for the purpose of prescribing DMEPOS.  Furthermore, without a standardized form or other guidelines, providers can never be sure that the information they include in their records suffices.  For example, according to the NCD/LCD for a semi-electric hospital bed, a physician must first employ the use of “pillows and wedges” before a hospital bed can be prescribed.  If a pillow or wedge will obviously not work, the physician will not, and should not, purposefully try an ineffective remedy first.  Not only does this prolong the patient’s recovery time, but it also requires the patient to spend additional healthcare resources by scheduling another appointment with the physician.  This superfluous extra step is inefficient and has dozens of unintended consequences.  Moreover, even if the physician does try pillows and wedges first, given that the PIM and Supplier Manuals require the physician’s progress notes to contain additional evidence to support all the NCD/LCD requirements, merely stating in the progress notes that “pillows and wedges were tried and ruled out” is not enough.  The physician must indicate why pillows and wedges were tried and ruled out.  Clearly, requiring a physician to explain each and every decision, regardless of how mundane, elevates form over substance, and will result in a significant delay in the number of patients a physician can see in a given day.  
	Do not subject DMEPOS suppliers to overpayments based on documentation issues which are beyond their control.  Use lesser sanctions and provide an opportunity for DMEPOS suppliers to correct documentation problems.   


	4. The Present DMEPOS Competitive Bidding Program and ZPIC Audit Processes are Misaligned, Thereby Creating Unnecessary Conflict; These Processes Should be Integrated.
	The DMEPOS Competitive Bidding Program (“CBP”) was mandated by Congress through Section 302 of the Medicare Prescription Drug, Improvement and Modernization Act of 2003. The DMEPOS CBP requires DMEPOS suppliers to compete to become contract suppliers of certain equipment for 3 years in specific locations (known as “metropolitan statistical areas” or “MSAs”).  On January 1, 2011, CMS launched Round 1 of the CBP in nine different MSAs of the country for nine product categories.  Round 2 of the CBP is slated to take effect in July 2013 in 91 MSAs.  As a result of the DMEPOS CBP, numerous DMEPOS suppliers have gone out of business.  Whereas prior to the CBP, each MSA was represented by hundreds of DMEPOS suppliers, after the CBP, only 356 DMEPOS suppliers were awarded contracts.  Consequently, fewer suppliers are providing equipment to a growing Medicare population.  
	ZPICs use data analysis to identify actual or potential claim payment errors.  Data analysis compares claim characteristics, either individually or in the aggregate.  ZPICs then single out providers with what they term “aberrant billing patterns” by placing them on prepayment audit.  For example, if a DMEPOS supplier’s claim billing rate for walkers in Dallas, TX is higher than the average claim billing rate for all DMEPOS suppliers providing walkers in Dallas, TX, this constitutes an aberrant billing pattern.  In addition, if a DMEPOS supplier’s claim billing rate increases rapidly over a short period of time, this constitutes an aberrant billing pattern as well. 
	When a DMEPOS supplier wins a CBP contract for a particular product category, that supplier's claim billing rate for the relevant product category necessarily increases.  This occurs because of the DMEPOS supplier's increase in volume pursuant to award of the CBP contract, and the decrease in the number of DMEPOS suppliers who can compete for, and provide, the products in the relevant product category.  However, when a CBP winner’s claim billing rate increases, this constitutes an “aberrant billing pattern” that may trigger a ZPIC audit.  This “spike” in claim billing rate is plainly attributable to the increased volume accompanying an award of a competitive bid, yet no mechanism or process is currently in place to account for these spikes.  To the contrary, supposed “spikes” in billing are treated as red-flags by ZPICs which often times trigger audits.   As such, a DMEPOS supplier that is awarded a competitive bid is too often automatically punished by being placed on audit, without justification.  The fact that the DMEPOS supplier’s billings comply with all Medicare rules and procedures is not taken into account for purposes of being placed on prepayment audit.  
	Since CBP product category winners are obligated to provide equipment to all Medicare beneficiaries who request the particular product, DMEPOS CBP winners spend significantly more time and money providing equipment to beneficiaries than non-CBP winners.  Given the economies of scale for these DMEPOS suppliers, CBP winners cannot afford to respond to hundreds or thousands of ADR letters while not receiving payment for months.  In response to complaints from CBP winners about this very issue, the ZPICs indicated they do not communicate with the Competitive Bidding Implementation Contractor (“CBIC”), and the CBIC indicated they do not communicate with the ZPICs.  This lack of communication will cause an even greater problem in Round 2 when DMEPOS suppliers and beneficiaries from 91 MSAs are affected.  
	While “spikes” in billing may, under appropriate circumstances, serve as indicators necessitating additional investigation and inquiry, the mechanism should not be automatically applied to CBP winners.   Requiring DMEPOS suppliers to respond to hundreds, sometimes thousands of ADR requests while concurrently withholding payment from these suppliers for months will force many suppliers to shut their doors,  leaving too few suppliers to satisfy the needs of the Medicare beneficiaries.  In the end, patient care will be negatively impacted.
	RECOMMENDATION: Promulgate policies and procedures that integrate the DMEPOS CBP and audit processes.


	5. The Present Audit Process Fails to Provide Objective Benchmarks For Removal from Prepayment Audit; ZPICs Should Not be Allowed to Prolong the Audit Process Arbitrarily.  
	No statute, regulation or rule, including the PIM, provides clarity or guidance as to how a DMEPOS supplier can be removed from prepayment audit.  To the contrary, the present system allows the ZPIC to determine arbitrarily, without explanation or oversight, if, when and how a DMEPOS supplier is to be removed from prepayment audit.  Consequently, it is possible for a ZPIC to keep a DMEPOS supplier on prepayment audit, for unknown reasons, ad infinitum.  
	Even worse, a DMEPOS supplier may be given instructions or directives regarding how to be released from prepayment audit by one ZPIC investigator, only to have the same (or different) ZPIC investigator impose different requirements later without providing any explanation for the inconsistency.  
	A DMEPOS supplier acting in good faith and properly following Medicare guidelines deserves to have clear and objective benchmarks for being released from prepayment audit.   Forcing a DMEPOS supplier to commit all of its business resources to responding to an audit with no reliable guidelines on how to satisfy the audit is fundamentally unfair and a violation of constitutional due process. 
	Anecdotal evidence among various ZPICs suggests that a DMEPOS supplier can be released from prepayment audit when its percentage of approved claims reaches, approximately, 50%.  However, many DMEPOS suppliers remain on prepayment audit even after their approval percentage reaches 50%.  In one instance, the fraud manager at a ZPIC advised he would not release a DMEPOS supplier from prepayment audit regardless of their approval percentage (which was at or near 50%), further advising that there was nothing the DMEPOS supplier could do to be released from prepayment audit.  Essentially, without any explanation or oversight, the DMEPOS supplier’s business was handed a death sentence.  DMEPOS suppliers should be afforded basic due process rights, rather than prosper or suffer at the whims and fancies of a ZPIC.   
	RECOMMENDATION: From the outset of each prepayment audit, require ZPICs to prepare and notify DMEPOS suppliers of specific and objective actions and benchmarks necessary to be removed from prepayment audit.  


	6. The Present Process Allows ZPICs, MACs and QICs to Deny Claims Without Holding Them Accountable for those Determinations; ZPICs, MACs and QICs Should not be Allowed to "Pass the Buck" and Arbitrarily and Capriciously Deny Claims.
	At the Initial Determination, Redetermination and Reconsideration levels, the ZPICs, MACs and QICs often deny claims despite compelling evidence to the contrary, thus “passing the buck” on to the next level of contractor in the appeals process, rather than admitting that a claim was improperly denied.  Evidence overlooked by the MACs and ZPICs if often only considered at the ALJ level.  Even if the DMEPOS supplier informs the ZPIC, MAC or QIC of the improper denial, the ZPIC, MAC and QIC are well aware that there is no true recourse or accountability for arbitrarily denying a claim.  The only thing the DMEPOS supplier can do is submit the claim to the next level of appeal.  Based on the high rate of anecdotal occurrence, it appears as if the contractor does not properly review the claim (perhaps due to lack of time or resources), and merely denies the claim for a generic reason, hoping that the contractor at the next level of appeal will review the claim more closely. 
	Inappropriate and indiscriminate denials result in a tremendous waste of time and resources for all parties, and forces a DMEPOS supplier to wait unnecessarily for 30, 60, or 90 days or longer before the claim is reviewed at the next level of appeal.  Even worse, at each appeal stage, the MAC or QIC is afforded de novo latitude to advance additional reasons for a claim denial, often times requiring a DMEPOS supplier, who sufficiently and properly refuted the reasons for claim denial at a preceding stage, to start over.  Such a system allows contractors to deny claims arbitrarily and capriciously, and unnecessarily prolongs the audit proces, while taxing the DMEPOS supplier with a tremendous drain on its time and resources.  Without recourse or penalty for such action, the appellate system does not fulfill its intended purpose of just and fair review of claim denials. 
	For example, numerous DMEPOS suppliers’ claims have been denied at Initial Determination for allegedly failing to provide a delivery ticket demonstrating the equipment was provided to the beneficiary on a certain date.  However, the delivery ticket was clearly among the documentation submitted in response to the ZPIC’s ADR letter.  When these DMEPOS suppliers notified the ZPIC and MAC of their failure to see or review this documentation, they were each told to appeal the claim(s) to Redetermination.  Thus, while the ZPIC's allegations regarding the absence of a delivery ticket were unequivocally and undisputedly refuted, the DMEPOS suppliers were forced to continue through the appeals process, with no other recourse.  Consequently, each DMEPOS supplier was forced to wait an additional 60 days before the MAC reviewed the appeal.  At the MAC level, some of the claims were approved, and some were denied, but for inconsistent and arbitrary reasons.  Tellingly, none of the claims were actually overturned or upheld for lack of a delivery ticket; clearly, the ZPIC and/or MAC did not actually review the documentation submitted, electing instead to promulgate new and previously un-raised allegations, and forcing the DMEPOS suppliers to "move on down the line" to the next phase of the appeals process.  
	RECOMMENDATION: Promulgate and enforce rules and procedures that require all alleged claim deficiencies to be identified during Initial Determination, and prohibit ZPICs, MACs, and QICs from denying claims for reasons that were not identified at Initial Determination.   


	7. The Present System Punishes DMEPOS Suppliers That Act Properly; Interest Should Be Paid on Claims that Have Been Improperly Denied. 
	Federal regulations, in accordance with the Federal Claims Collection Act, as amended, require MACs to charge DMEPOS suppliers interest on overpayments.  As a general rule, if an overpayment is not paid in full within 30 days of receiving notice of the overpayment or notice of a written demand for payment, interest begins to accrue on day 31.  Similarly, the regulations require MACs to pay DMEPOS suppliers interest on underpayments.  The purpose of charging interest is to compensate for risk and the opportunity cost of not being able to invest that money.  This is the crux of the idea behind the time value of money: money today is more valuable than money tomorrow.  For example, if the MAC improperly pays the DMEPOS supplier in 2009 and requests an overpayment refund in 2010, the MAC (or the Medicare Trust Fund) has lost the opportunity to invest this money for 1 year and collect associated interest.  Conversely, if the MAC does not pay the DMEPOS supplier the entire amount owed in 2009 and an underpayment request is made in 2010, the DMEPOS supplier has lost the opportunity to invest the extra money for 1 year and collect associated interest. 
	Based on the same principles, whenever claims are improperly denied, and then properly paid to the DMEPOS supplier, there is an opportunity cost of investing that accompanies the delay in payment.  Had the DMEPOS supplier been paid the amount owed, on time, the DMEPOS supplier could have invested the money and collected associated interest. The delay in payment is essentially the same as an underpayment.  
	During the claim determination and appellate process, it is not uncommon for an improperly denied claim to be properly paid a year later.   Clearly, if the claim is overturned, the delay in payment was due to either a mistake made by the ZPIC, MAC or QIC, not the DMEPOS supplier; yet the DMEPOS supplier is the only party that suffers.  Ultimately, there is no penalty for the contractors’ adjudication delays.  Regardless of how long a contractor delays the payment, or how arbitrary the contractors’ reasons are for denial, the DMEPOS supplier can only be paid the same amount originally submitted.  It is fundamentally unfair and prejudicial for the contractors to be able to deny a claim improperly, with no reliable timetable for review, and not be required to pay interest.  
	RECOMMENDATION: Promulgate and enforce regulations that require contractors to pay interest on claims that are improperly denied and then properly paid.  


	8. The Present National Coverage Determination (NCD), Local Coverage Determination (LCD) Requirements and Coverage Provisions in Interpretive Manuals are Vague, Ambiguous, and Subjective As to Documentation Necessary to Establish Medical Necessity; Providers should be Given Concise and Objective Requirements to Establish Medical Necessity.
	The primary authority for all coverage provisions and subsequent policies is the Social Security Act.  Contractors employ Medicare policies found in NCDs, LCDs, and provisions in interpretive manuals, which are promulgated under the Social Security Act. 
	The NCDs are developed by CMS to describe the circumstances for Medicare coverage nationwide for a specific medical service procedure or device.  Once published in a CMS program instruction, an NCD is binding on all ZPICs, MACs, QICs, and ALJs.  An LCD is a guide that specifies under what clinical circumstance a service or device is reasonable and necessary in a specific MAC’s jurisdiction.  Coverage provisions in interpretive manuals are instructions that are used to define further when and under what circumstances services or devices may be covered (or not covered).  
	Most claims are denied by ZPICs, MACs and QICs because the documentation in the beneficiary’s file does not substantiate “medical necessity” for the prescribed piece of DME.  Even though NCDs, LCDs and interpretive manuals require medical necessity to be demonstrated, they do not indicate how it can be established.  The language used is vague and ambiguous.  According to the PIM and CGS Jurisdiction C DMEPOS Supplier Manual “[f]or any DMEPOS item to be covered by Medicare, the patient’s medical record must contain sufficient documentation of the patient’s medical condition to substantiate the necessity for the type and quantity of items ordered and for the frequency of use or replacement (if applicable).” If the information in the patient’s medical record does not adequately support the medical necessity for the item, the supplier is liable for the dollar amount involved.  
	The phrase “sufficient documentation” is unclear and imprecise.  If a physician thinks one medical progress note establishes medical necessity, is it sufficient?  What about two progress notes?  As the professional charged with exercising professional medical judgment, the physician’s interpretation should be the only one that matters.  The DMEPOS supplier is not licensed as a medical professional and, thus, is unable to question whether the physician’s documentation substantiates medical necessity.  For example, requiring a DMEPOS supplier to determine whether a physician’s progress notes provide sufficient information about a beneficiary’s mobility limitation to substantiate the medical necessity for a manual wheelchair, is absurd, and a blatant violation of the state’s medical licensing laws.  In such a circumstance, the contractors are asking the DMEPOS supplier to practice medicine without a license. 
	The vague and ambiguous language in the PIM promulgates improper and inconsistent “medical necessity” denials.  Without specific standards or objective criteria, any claim can be denied based on a difference in interpretation. 
	Furthermore, it is apparent that ZPICs, MACs, and QICs interpret the NCD, LCD and interpretive manual standards differently (even among the clinical staff working for a particular contractor).  In many instances, capped rental items are approved for one month and denied the next, even though the same documentation is submitted for both.  If one ZPIC clinician determines that a manual wheelchair is medically necessary for an 80-year old patient in January, how can the same or different ZPIC clinician determine that the same manual wheelchair is not medically necessary for the 80-year old patient in February, if the same documentation is submitted to both clinicians?  Are we to believe that the patient’s mobility limitations miraculously improved in one month’s time?   Of course not.  Yet, the current Program Integrity system allows the contractors to apply individual subjective interpretations when reviewing documentation.  As a result of this unfettered discretion afforded to contractors: 
	a) ZPICs, MACs and QICs deny and approve the same claim at different levels of review, without rhyme or reason; 
	b) ZPICs, MACs and QICs in different jurisdictions deny and approve similar claims, without rhyme or reason; and 
	c) ZPICs, MACs and QICS approve a capped rental claim in month 1, but deny the capped rental claim for month 2, without rhyme or reason.

	All of these consequences serve to keep hundreds of DMEPOS suppliers on audit, unnecessarily.
	These problems could be avoided if the NCD, LCD and interpretative manual requirements were specific, objective, and promulgated in a template or checklist.  Under these circumstances, all parties would be able to determine, without having to rely on individual interpretations, whether or not the requirements for a specific piece of DME have been met.  Similarly, these problems could be avoided if the PIM provided objective, concrete examples of what constitutes “medical necessity.”
	During a recent audit, dozens of a DMEPOS supplier’s manual wheelchair claims, from 2010 to present, were denied for lack of medical necessity.  At Redetermination and Reconsideration, the contractors denied the claim because, although the documentation indicated the (almost) 90-year old patient suffered from osteoarthritis, hypertension, congestive heart failure, and spinal stenosis, the beneficiary’s physical therapy notes indicated the patient could walk 50 feet with a rolling walker.  The contractors held that beneficiary’s mobility limitation could be sufficiently resolved with use of a walker.  Denial of this claim is absolutely unmerited.  The treating physician employed his professional medical opinion to determine that, although this patient could ambulate a limited distance with the assistance of a support device, the patient still required a manual wheelchair to perform one or more mobility-related activities of daily living (MRADLs).  It cannot, and should not, be the DMEPOS supplier’s responsibility to second-guess the physician’s medical opinion.  
	RECOMMENDATION: Promulgate specific and objective requirements in template or checklist format for each item of DME, and promulgate objective, concrete examples of what constitutes “medical necessity.”    


	9. The Present System Allows Auditors to Take Away a DMEPOS Supplier’s Contractual Right to Medicare Payment Based on Complaints; Providers Should Be Afforded Due Process Before Any Affirmative Step Can Be Taken Against Them.
	One of the ZPIC’s main duties is to investigate allegations of fraud made by beneficiaries, providers, ex-employees, CMS, and other sources.  Most allegations come in the form of complaints.  A complaint is a statement, oral or written, alleging that a DMEPOS supplier “received a Medicare benefit of monetary value, directly or indirectly, overtly or covertly, in cash or in kind, to which he or she is not entitled under current Medicare law, regulations, or policy.”  DMEPOS suppliers support the investigation of complaints as an effective way to curb fraud and abuse in the Medicare system.  The only time this becomes a problem is when the ZPIC takes an affirmative step against a DMEPOS supplier without due process. 
	a) providing notice of an investigation to the DMEPOS supplier; 
	b) providing all exculpatory evidence regarding the investigation to the DMEPOS supplier; and 
	c) allowing the DMEPOS supplier to respond to complaints in a meaningful way at a meaningful time. 


	10. ZPICs Rarely Employ Non-Punitive Sanctions; Education Should Be Incorporated as a Method of Preventing Fraud and Abuse. 
	ZPICs have a variety of corrective actions and sanctions at their disposal to deal with potential fraud and abuse.  According to the PIM, “less severe administrative remedies may precede more punitive sanctions…”  The corrective actions ZPIC should initially consider are: 
	a) provider education and warnings; 
	b) revocation of assignment privileges;
	c) suspension of payments;
	d) recovery of overpayments; and
	e) referral of situations to state licensing boards or medical/professional societies.

	Less severe administrative remedies, like provider education and warnings, foster cooperation and understanding between the DMEPOS supplier and the ZPIC, allowing them to resolve underlying allegations and claim disputes efficiently.  Unfortunately, ZPICs rarely utilize these remedies.  Instead, ZPICs rely, almost exclusively, on more expensive and time-consuming procedures like prepayment audit and payment suspension.  
	Given that one of the goals of the Program Integrity system is to prevent fraud and abuse, educating DMEPOS suppliers is a logical and useful tactic.  ZPICs should not be allowed to choose the most punitive sanctions as a first resort against DMEPOS suppliers without accountability.  Instead, objective criteria should be created that defines when a ZPIC is allowed to impose punitive sanctions.  ZPICs should be required to use less punitive sanctions first.  Furthermore, when less intrusive and more cost-efficient remedies are available, they should be used.
	RECOMMENDATION: Promulgate and enforce objective criteria defining when a ZPIC is allowed to impose punitive sanctions on a DMEPOS supplier; otherwise, non-punitive sanctions should be employed first.  


	11. The Present System Allows Contractors to Reopen Previously Paid Claims Without Justification or Proof; DMEPOS Suppliers Should Be Allowed to Review Any Purported Evidence Utilized to Reopen Claims. 
	A “reopening” is a discretionary remedial action that allows a contractor to change a binding determination or decision.  In other words, under a reopening, a contractor is able to reverse a paid claim.  A reopening may be made by:
	a) the MAC to revise the Initial Determination or Redetermination decision;
	b) a QIC to revise the Reconsideration decision;
	c) an ALJ to revise the hearing decision.

	A contractor may reopen an Initial Determination or Redetermination on its own motion: (a) within 1 year from the date of the Initial Determination or Redetermination, for any reason; or (b) within 4 years from the date of the Initial Determination or Redetermination, for good cause.   “Good cause” is defined as either: (a) new and material evidence that was not available or known at the time of the determination or decision, which may result in a different adjudication; or (b) evidence that was considered in making the determination or decision which shows an obvious error was made.
	In the prepayment context, DMEPOS suppliers have recently seen a proliferation of the following scenario: 
	a) a DMEPOS supplier is placed on prepayment or postpayment audit;
	b) one of the DMEPOS supplier’s claims is denied at Initial Determination; 
	c) the DMEPOS supplier appeals the claim to Redetermination, where it is approved and paid; 
	d) the MAC reopens the claim, thus requiring the DMEPOS supplier to re-appeal the claim to Reconsideration. 

	Since the decision to reopen a claim determination is not an Initial Determination, it cannot be appealed by the DMEPOS supplier. Clearly, reopenings were not intended for contractors to receive a second chance to deny claims.  Yet, this has been their recent function.  Without any recourse or penalty, it is possible for a contractor to reopen any and all claims submitted during the appellate process.  As a result, DMEPOS suppliers are forced to spend time and resources appealing claims (which may cost more to appeal than the claim is worth) rather than providing care to patients.  To this extent, contractors that insist on reopening claims, which were previously adjudicated and paid, should reimburse the DMEPOS supplier the costs to appeal the claims.  Otherwise, reopenings may easily lead to perpetual audits, which will force DMEPOS suppliers to shut their doors.
	Moreover, even though claims from over 4 years ago require “good cause” to be reopened, contractors are not required to provide evidence of the alleged good cause to the DMEPOS supplier.  Specifically, “a contractor’s decision to reopen based on the existence of good cause…is not subject to appeal.”  Without recourse or penalty, the contractor can assert there is good cause to reopen the claim without having to articulate, much less demonstrate, such cause.   Without any method of enforcement, the "good cause" requirement fails in its purpose as a necessary check to preserve the finality of appeals decisions.  The lack of transparency in the system unilaterally favors the contractors and punishes the DMEPOS suppliers. 
	RECOMMENDATION: Promulgate and enforce procedures that require contractors to provide evidence to the DMEPOS supplier prior to reopening a claim; if the reopened claim is approved, appeal costs should be paid by the contractor. 


	12. The Present System Allows Contractors to Unilaterally Dismiss Advanced Determination of Medicare Coverage Determinations; Providers should be Afforded the Benefit of Relying on these Determinations. 
	Section 1834(a)(15)(C) of the Social Security Act provides that, for certain pieces of DME, MACs shall determine in advance of delivery or claim submission if the piece of DME will be covered by Medicare.  This is known as an Advance Determination of Medicare Coverage or ADMC request.  As such, a DMEPOS supplier that, in good faith, seeks to comply with Medicare’s rules and procedures by taking proactive steps to determine claim coverage before submitting a claim, can theoretically avoid subsequent dispute and claim adjudication proceedings prior to filing the claim.
	Requesting an ADMC decision is voluntary. DMEPOS suppliers are not required to submit ADMC requests in order to submit claims to the MAC.  According to the PIM, “an affirmative ADMC decision will provide the [DMEPOS] supplier and the beneficiary assurance that the beneficiary, based on the information submitted with the request, will meet the medical necessity requirements Medicare has established for the item”  (emphasis added).  
	ADMC decisions are especially important for DMEPOS suppliers that provide custom wheelchairs.  For example, a custom wheelchair provided to a patient suffering from Amyotrophic Lateral Sclerosis (ALS), otherwise known as Lou Gehrig’s Disease, can cost a DMEPOS supplier more than $10,000.  Given that the wheelchair is customized to the patient, it cannot be easily transferred to another beneficiary.  Most DMEPOS suppliers cannot risk losing $10,000 as a result of an audit questioning a patient’s medical necessity. Therefore, many DMEPOS suppliers providing custom wheelchairs submit ADMC requests prior to delivery.  This is one of the main reasons why the AMDC process was created.  
	Given that an affirmative ADMC decision is an “assurance” that the beneficiary meets the “medical necessity requirements Medicare has established for the item,” an audited claim should not be denied for failure to demonstrate medical necessity.  Yet, inexplicably, this is often the case.  Based on the treatment given to ADMC decisions by contractors, one can reasonably ascertain that an affirmative ADMC determination carries no weight or precedential value, since the present system allows contractors to unilaterally disregard an ADMC approval.  Common sense dictates that if a DMEPOS supplier is unable to rely on an ADMC determination, that DMEPOS supplier would be foolish to expend the time and resources necessary to obtain an ADMC determination.  This begs the question: if a contractor can audit a claim for which an affirmative ADMC decision is on file, what is the purpose of the ADMC process?  Like many other provisions in the PIM, without any enforcement mechanism, the ADMC process fails in its intended purpose.  
	In order for the ADMC process to work effectively and as intended, procedures and enforcement must dictate that if an ADMC-approved claim is to be audited, the contractor should be required, as a threshold matter, to provide evidence that the original ADMC decision was based on incorrect information.  
	RECOMMENDATION: Promulgate and enforce procedures that prohibit contractors from auditing AMDC-approved claims on the basis of medical necessity.  Promulgate and enforce procedures that require a contractor to provide evidence of incorrect information when auditing an ADMC-approved claim. 


	13. The Present System Fails to Standardize “Continued Medical Need” and “Ongoing Use” For Rental Items; Providers Should not be Punished For Undefined Standards.
	a) medical need is established at the time the DMEPOS item is first ordered; 
	b) “continued medical need” and “ongoing use” are not defined phrases in the regulations, rules, Supplier Manuals, or Medicare interpretative manuals; and
	c) requiring a beneficiary to see a physician in order to establish “continued medical need” and/or “ongoing use,” if not explicitly required in the NCD/LCD for a particular DMEPOS item, places an undue burden on the DMEPOS supplier. 
	Promulgate and enforce procedures that prevent contractors from auditing claims for monthly rental DMEPOS items that have already been initially approved.  ________________________________________________________________________


	14. The Present Postpayment Audit System Encourages and Fosters Extrapolation Findings that are Arbitrary and Unfathomable; Contractors Should Not Employ Methods that are Without Basis in Fact or Statistical Methodology.
	Promulgate and enforce procedures that require contractors to properly justify and support statistical sampling and extrapolation calculations.   

	15. The Present System Requires Accreditation and Audits of DMEPOS Suppliers Which Results in Duplicative, Inconsistent, and Inefficient Expenditures of Resources.
	Promulgate and enforce procedures that distinguish between the roles of audits and accrediting organizations.   _______________________________________________________________________


