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The attached final report provides the results of our audit of the medical review of claims for theThe attched final report provides the results of our audit of the medical review of claims for the 
fiscal year (FY) 2006 Comprehensive Error Rate Testing (CERT) program. As part ofthefiscal year (FY) 2006 Comprehensive Error Rate Testing (CERT) program. As par ofthe 
Medicare error rate process, the CERT contractor conducts medical review of a sample of paidMedicare error rate process, the CER T contractor conducts medical review of a sample of paid 
claims for durable medical equipment, prosthetics, orthotics, and supplies (DME). The Centersclaims for durable medical equipment, prosthetics, ortotics, and supplies (DME). The Centers 
for Medicare & Medicaid Services (CMS) requires the CERT contractor to perform medicalfor Medicare & Medicaid Services (CMS) requires the CERT contractor to perform medical 
review in accordance with CMS's written policies.review in accordance with CMS's written policies. 

For the FY 2006 error rate process, CMS's written policies required the CERT contractor toFor the FY 2006 error rate process, CMS's written policies required the CERT contractor to 
review beneficiaries' medical records, including pertinent records from physicians, to supportreview beneficiaries' medical records, including pertinent records from physicians, to support 
claims from DME suppliers. The records requested from DME suppliers included physicians'claims from DME suppliers. The records requested from DME suppliers included physicians' 
orders, certificates of medical necessity, and proof-of-delivery documentation. CMS orallyorders, certificates of medical necessity, and proof-of-delivery documentation. CMS orally 
instructed the CERT contractor to deviate from written policies by (1) making determinationsinstructed the CER T contractor to deviate from written policies by (1) makng determinations 
based primarily on the limited medical records available from suppliers, (2) applying clinicalprimarily on the limited medical records available from suppliers, (2) applying clinicalbased 

inference when reviewing supplier medical records to reasonably infer that the DME providedinference when reviewing supplier medical records to reasonably infer that the DME provided 
proof of delivery as an error ifthat was thewas medically necessary, and (3) not counting lack of proof of delivery as an error if that was thewas medically necessary, and (3) not counting lack of 


only issue with a claim. Based on the CERT contractor's medical review, CMS reported that theonly issue with a claim. Based on the CERT contractor's medical review, CMS reported that the 
FY 2006 DME error rate was 7.5 percent, or about $700 million in improper payments.FY 2006 DME error rate was 7.5 percent, or about $700 milion in improper payments. 

We contracted with KePRO, an independent medical review contractor, to perform two reviewsWe contracted with KePRO, an hidependent medical review contractor, to perform two reviews 
of a sample of363 claims from the CERT sample of7,955 claims that the CERT contractor hadof a sample of363 claims frpm the CERT sample of7,955 claims that the CERT contractor had 
reviewed in determining the FY 2006 DME error rate.reviewed in determining the FY 2006 DME error rate. 

Our objectives were to determine (1) the adequacy of the CERT contractor's FY 2006 medicalOur objectives were to determine (1) the adequacy of the CERT contractor's FY 2006 medical 
review ofDME claims using CMS's procedures, which relied primarily on supplier records; andreview ofDME claims using CMS's procedures, which relied primarily on supplier records; and 
(2) the impact of reviewing additional medical records and conducting beneficiary and provider(2) the impact of reviewing additional medical records and conducting beneficiary and provider
 
interviews on the FY 2006 DME error rate.
interviews on the FY 2006 DME error rate. 
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Using the same procedures and medical records as the CERT contractor, KePRO found that 
medical review was adequate for 324 of the 363 sampled claims, including 23 claims that both 
the CERT contractor and KePRO determined to be erroneous.  However, KePRO identified an 
additional 39 erroneous claims that the CERT contractor had not identified.  The CERT 
contractor agreed with 18 of the additional error determinations and disagreed with 21.  We 
attributed these review discrepancies to the CERT contractor’s inadequate review of available 
documentation and to CMS’s lack of written policies and procedures on the appropriate use of 
clinical inference.  Based on the 23 errors that both the CERT contractor and KePRO found and 
the additional 39 errors that KePRO found, we estimated that the error rate in the FY 2006 CERT 
DME sample was 17.3 percent.   
 
KePRO’s second review, using additional medical records from physicians and other health care 
providers and, in some instances, information obtained from beneficiary and provider interviews, 
confirmed 20 of the 23 errors that the CERT contractor had found and identified 73 errors that 
the CERT contractor had not found.  Specifically, KePRO confirmed 34 of the 39 errors 
identified in its initial review and determined that another 39 claims were erroneous because the 
additional documentation either did not support the items’ medical necessity or delivery or 
showed that the items were not medically necessary.  We attributed these review discrepancies to 
the CERT contractor’s reliance on clinical inference rather than additional medical records 
available from health care providers, CMS’s inconsistent policies regarding proof-of-delivery 
documentation, physicians’ lack of understanding of documentation requirements, and CMS’s 
lack of procedures for obtaining information on high-risk DME items from beneficiaries.  Based 
on the 20 errors that both the CERT contractor and KePRO found and the additional 73 errors 
that KePRO found, we estimated that the error rate in the FY 2006 CERT DME sample was  
28.9 percent.   
 
We recommend that CMS: 
 

• require the CERT contractor to review all available supplier documentation;  
 
• establish a written policy to address the appropriate use of clinical inference; 

 
• require the CERT contractor to review all medical records (including, but not limited to, 

physicians’ records) necessary to determine compliance with applicable requirements on 
medical necessity; 

 
• document oral guidance that conflicts with written policies, such as guidance on the need 

for proof-of-delivery documentation in making medical review determinations;  
 

• instruct its Medicare contractors to provide additional training to physicians that focuses 
on improving their medical record documentation to support ordered DME items; and    

 
• require the CERT contractor to contact the beneficiaries named on high-risk claims, such 

as claims for power mobility devices, to help determine whether the beneficiaries 
received these items and the items were medically necessary.     

 



Page 3 – Kerry Weems  
 
 
In its comments on our draft report, CMS generally concurred with our findings and 
recommendations.   
 
Pursuant to the principles of the Freedom of Information Act, 5 U.S.C. § 552, as amended by 
Public Law 104-231, Office of Inspector General reports generally are made available to the 
public to the extent the information is not subject to exemptions in the Act (45 CFR part 5).  
Accordingly, this report will be posted on the Internet at http://oig.hhs.gov.  
 
Please send us your final management decision, including any action plan, as appropriate, within 
60 days.  If you have any questions or comments about this report, please do not hesitate to call 
me, or your staff may contact Joseph J. Green, Assistant Inspector General for Financial 
Management and Regional Operations, at (202) 619-1157 or through e-mail at 
Joe.Green@oig.hhs.gov.  Please refer to report number A-01-07-00508 in all correspondence.  
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The mission of the Office of Inspector General (OIG), as mandated by Public Law 95-452, as 
amended, is to protect the integrity of the Department of Health and Human Services (HHS) 
programs, as well as the health and welfare of beneficiaries served by those programs.  This 
statutory mission is carried out through a nationwide network of audits, investigations, and 
inspections conducted by the following operating components: 
 
Office of Audit Services 
 
The Office of Audit Services (OAS) provides auditing services for HHS, either by conducting 
audits with its own audit resources or by overseeing audit work done by others.  Audits examine 
the performance of HHS programs and/or its grantees and contractors in carrying out their 
respective responsibilities and are intended to provide independent assessments of HHS 
programs and operations.  These assessments help reduce waste, abuse, and mismanagement and 
promote economy and efficiency throughout HHS. 
 
Office of Evaluation and Inspections 
 
The Office of Evaluation and Inspections (OEI) conducts national evaluations to provide HHS, 
Congress, and the public with timely, useful, and reliable information on significant issues.  
These evaluations focus on preventing fraud, waste, or abuse and promoting economy, 
efficiency, and effectiveness of departmental programs.  To promote impact, OEI reports also 
present practical recommendations for improving program operations. 
 
Office of Investigations 
 
The Office of Investigations (OI) conducts criminal, civil, and administrative investigations of 
fraud and misconduct related to HHS programs, operations, and beneficiaries.  With 
investigators working in all 50 States and the District of Columbia, OI utilizes its resources by 
actively coordinating with the Department of Justice and other Federal, State, and local law 
enforcement authorities.  The investigative efforts of OI often lead to criminal convictions, 
administrative sanctions, and/or civil monetary penalties. 
 
Office of Counsel to the Inspector General 
 
The Office of Counsel to the Inspector General (OCIG) provides general legal services to OIG, 
rendering advice and opinions on HHS programs and operations and providing all legal support 
for OIG’s internal operations.  OCIG represents OIG in all civil and administrative fraud and 
abuse cases involving HHS programs, including False Claims Act, program exclusion, and civil 
monetary penalty cases.  In connection with these cases, OCIG also negotiates and monitors 
corporate integrity agreements.  OCIG renders advisory opinions, issues compliance program 
guidance, publishes fraud alerts, and provides other guidance to the health care industry 
concerning the anti-kickback statute and other OIG enforcement authorities. 

 



Notices
 

THIS REPORT IS AVAILABLE TO THE PUBLIC 
at http://oig.hhs.gov 

Pursuant to the principles of the Freedom of Information Act, 5 U.S.C. 
§ 552, as amended by Public Law 104-231, Office of Inspector General 
reports generally are made available to the public to the extent the 
information is not subject to exemptions in the Act (45 CFR part 5). 

OFFICE OF AUDIT SERVICES FINDINGS AND OPINIONS 

The designation of financial or management practices as questionable, a 
recommendation for the disallowance of costs incurred or claimed, and 
any other conclusions and recommendations in this report represent the 
findings and opinions of OAS. Authorized officials of the HHS operating 
divisions will make final determination on these matters. 



                         

EXECUTIVE SUMMARY 
 
BACKGROUND 
 
The Centers for Medicare & Medicaid Services (CMS) established the Comprehensive Error 
Rate Testing (CERT) program to produce a Medicare error rate for all provider claims other than 
inpatient hospital claims.  To determine the error rate, the CERT contractor conducts medical 
review of a sample of paid claims.  CMS requires the CERT contractor to make medical review 
decisions in accordance with CMS’s written policies.   
 
For the fiscal year (FY) 2006 error rate process, CMS’s written policies required the CERT 
contractor to review beneficiaries’ medical records, including pertinent records from physicians, 
to support claims from suppliers of durable medical equipment, prosthetics, orthotics, and 
supplies (DME).  The records requested from DME suppliers included physicians’ orders, 
certificates of medical necessity, and proof-of-delivery documentation.  CMS orally instructed 
the CERT contractor to deviate from written policies by (1) making determinations based 
primarily on the limited medical records available from suppliers, not the full medical records 
available from physicians; (2) applying clinical inference when reviewing supplier medical 
records to reasonably infer that the DME provided was medically necessary; and (3) not counting 
lack of proof of delivery as an error if that was the only issue with a claim.  Based on the CERT 
contractor’s medical review, CMS reported that the FY 2006 DME error rate was 7.5 percent, or 
about $700 million in improper payments.   
 
We contracted with KePRO, an independent medical review contractor, to perform two reviews 
of a sample of 363 claims from the CERT sample of 7,955 claims that the CERT contractor had 
reviewed in determining the FY 2006 DME error rate.   
 
OBJECTIVES 
 
Our objectives were to determine (1) the adequacy of the CERT contractor’s FY 2006 medical 
review of DME claims using CMS’s procedures, which relied primarily on supplier records; and 
(2) the impact of reviewing additional medical records and conducting beneficiary and provider 
interviews on the FY 2006 DME error rate.  
 
SUMMARY OF FINDINGS 
 
Initial Review:  Using the same procedures and medical records as the CERT contractor, 
KePRO found that medical review was adequate for 324 of the 363 sampled claims, including 23 
claims that both the CERT contractor and KePRO determined to be erroneous.  However, 
KePRO identified an additional 39 erroneous claims that the CERT contractor had not identified.  
The CERT contractor agreed with 18 of the additional error determinations and stated that it had 
not classified these claims as errors because it had not adequately reviewed the available 
documentation.  The CERT contractor did not agree with the remaining 21 additional error 
determinations because it believed that the documentation was sufficient to infer that the DME 
was medically necessary, as CMS had orally authorized.  However, KePRO concluded that the 
documentation provided was not sufficient to make the same clinical inferences.   
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We attributed these review discrepancies to the CERT contractor’s inadequate review of 
available documentation and to CMS’s lack of written policies and procedures on the appropriate 
use of clinical inference.  Based on the 23 errors that both the CERT contractor and KePRO 
found and the additional 39 errors that KePRO found, we estimated that the error rate in the  
FY 2006 CERT DME sample was 17.3 percent.   
 
Second Review:  KePRO’s second review, using additional medical records from physicians and 
other health care providers and, in some instances, information obtained from beneficiary and 
provider interviews, confirmed 20 of the 23 errors that the CERT contractor had found and 
identified 73 errors that the CERT contractor had not found.  Specifically, KePRO confirmed 34 
of the 39 errors identified in its initial review and determined that another 39 claims were 
erroneous because the additional documentation either did not support the items’ medical 
necessity or delivery or showed that the items were not medically necessary. 

 
We attributed these review discrepancies to the CERT contractor’s reliance on clinical inference 
rather than additional medical records available from health care providers, CMS’s inconsistent 
policies regarding proof-of-delivery documentation, physicians’ lack of understanding of 
documentation requirements, and CMS’s lack of procedures for obtaining information on high-
risk DME items from beneficiaries.  Based on the 20 errors that both the CERT contractor and 
KePRO found and the additional 73 errors that KePRO found, we estimated that the error rate in 
the FY 2006 CERT DME sample was 28.9 percent.   
 
RECOMMENDATIONS 
 
We recommend that CMS: 
 

• require the CERT contractor to review all available supplier documentation;  
 
• establish a written policy to address the appropriate use of clinical inference; 

 
• require the CERT contractor to review all medical records (including, but not limited to, 

physicians’ records) necessary to determine compliance with applicable requirements on 
medical necessity; 

 
• document oral guidance that conflicts with written policies, such as guidance on the need 

for proof-of-delivery documentation in making medical review determinations;  
 

• instruct its Medicare contractors to provide additional training to physicians that focuses 
on improving their medical record documentation to support ordered DME items; and    

 
• require the CERT contractor to contact the beneficiaries named on high-risk claims, such 

as claims for power mobility devices, to help determine whether the beneficiaries 
received these items and the items were medically necessary.      
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CENTERS FOR MEDICARE & MEDICAID SERVICES COMMENTS 
  
In comments on our draft report, CMS generally concurred with our findings and 
recommendations.  CMS noted that our recommendations would expand the CERT review 
process significantly and would affect the cost of the CERT program and the time required to 
conduct reviews.  CMS stated that it would like to assess how to best integrate CERT reviews 
with its ongoing integrity reviews to strengthen its fraud-fighting efforts in DME as well as to 
improve its measurement activities.  CMS stated that it would like to explore with us the 
possibility of testing these new review procedures during the FY 2009 review cycle and that it 
would like to work with us in developing a plan to adopt our recommendations.  CMS also 
provided more specific responses to our six recommendations.   
 
Appendix C contains CMS’s comments, excluding technical comments.     
                                                                                                                                                                                   
OFFICE OF INSPECTOR GENERAL RESPONSE 
 
We recognize CMS’s willingness to adopt changes in the CERT program to enhance Medicare 
program integrity efforts, and we would be pleased to review CMS’s corrective action plan to 
adopt our recommendations.  We acknowledge that expanding the review process may increase 
the cost of the CERT program and the time required to conduct reviews but, based on our 
findings, such an expansion is necessary to ensure an accurate measurement of DME payment 
errors.  Accordingly, we continue to recommend that CMS obtain all medical records (including, 
but not limited to, physicians’ records) for DME claims and contact the beneficiaries named on 
high-risk claims.   
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INTRODUCTION 
 
BACKGROUND 
 
Medicare Error Rate Program 
 
In fiscal year (FY) 2000, the Centers for Medicare & Medicaid Services (CMS) initiated two 
programs to develop a Medicare fee-for-service error rate.  The Hospital Payment Monitoring 
Program was established to produce an error rate for inpatient acute-care hospital claims.  The 
Comprehensive Error Rate Testing (CERT) program, which is the subject of this report, was 
established to produce an error rate for all provider claims other than inpatient hospital claims.  
When aggregated, those error rates produce an overall Medicare fee-for-service paid claim error 
rate.  An error is the difference between the amount that Medicare paid to a provider and the 
amount that it should have paid. 
 
Using the results of its error rate programs, CMS annually submits to Congress an estimate of the 
amount of improper payments for Medicare fee-for-service claims pursuant to the Improper 
Payments Information Act of 2002 (Public Law 107-300).      
 
Durable Medical Equipment 
 
Durable medical equipment, prosthetics, orthotics, and supplies (DME) include items such as 
wheelchairs, hospital beds, oxygen, and medical and surgical supplies.  Pursuant to the 
“Medicare Claims Processing Manual,” Publication 100-04, Chapter 20, section 10.1.1, 
Medicare Part B covers DME.  CMS defines DME as equipment that can withstand repeated use, 
is primarily and customarily used to serve a medical purpose, generally is not useful to a person 
in the absence of an illness or injury, and is appropriate for use in the home.   

   
Medical Review of Claims 
 
Medical review is the examination of information on a provider claim and any supporting 
documentation associated with the claim to determine whether a beneficiary’s medical condition 
meets Medicare coverage criteria.  Pursuant to CMS’s “Medicare Program Integrity Manual” 
(Integrity Manual), Publication 100-08, Chapter 3, section 3.4.1.2, when conducting medical 
review, contractors must review and consider all documentation provided.  The documentation 
must support the medical necessity of the item(s) or service(s) provided.  This documentation 
may include physician progress notes, other written physician evaluations, therapist evaluations, 
and other information about a beneficiary’s clinical condition and treatment(s).    
 
Medical Review of Claims in the Comprehensive Error Rate Testing Program  
  
CMS’s CERT contractor is AdvanceMed, a program safeguard contractor (PSC).  As part of the 
Medicare error rate process, the CERT contractor conducts medical review of a sample of paid 
claims.  CMS’s contract requires that the CERT contractor make medical review decisions in 
accordance with the Integrity Manual and section 7 of the PSC Umbrella Statement of Work.  
Section 7 requires PSCs to perform medical review using guidance such as National Coverage 

 



                         

Determinations (NCD), Local Coverage Determinations (LCD), and CMS coding manuals.  
CMS develops NCDs to describe the circumstances for nationwide Medicare coverage of 
specific medical services, procedures, and devices.  Medicare contractors develop LCDs to 
specify the clinical circumstances under which services are considered reasonable and necessary 
in their jurisdictions.      
    
CMS’s contract for FY 2006 and the Integrity Manual required the CERT contractor to review 
beneficiaries’ medical records, including pertinent records from physicians, to support DME 
claims.  However, CMS orally instructed the CERT contractor to deviate from written policies 
by making determinations based primarily on the limited medical records available from 
suppliers (generally the physicians’ orders and certificates of medical necessity1), not the full 
medical records available from physicians, and by applying clinical inference when reviewing 
supplier medical records to reasonably infer that the DME provided was medically necessary.   
 
The CERT contractor issues CMS-approved letters to DME suppliers requesting medical records 
to support sampled claims.  For the FY 2006 error rate period, the letters requested that suppliers 
submit the physician order/prescription, the certificate of medical necessity, proof-of-delivery 
documentation, and any additional documentation to support a claim.  CMS later orally advised 
the CERT contractor not to count lack of proof of delivery as an error if that was the only issue 
with the claim. 
  
Fiscal Year 2006 Medicare Error Rate 
 
In its November 2006 “Improper Fee-for-Service Payments Long Report,” CMS reported that 
the aggregate Medicare fee-for-service error rate for FY 2006 was 4.4 percent and that the DME 
error rate was 7.5 percent, or about $700 million in improper DME payments.2  The FY 2006 
DME error rate represented a decline from the previous 3 years (13.6 percent in FY 2003,  
11.1 percent in FY 2004, and 8.6 percent in FY 2005).  The FY 2007 DME error rate increased 
to 10.3 percent.     
 
OBJECTIVES, SCOPE, AND METHODOLOGY  
 
Objectives 
 
Our objectives were to determine (1) the adequacy of the CERT contractor’s FY 2006 medical 
review of DME claims using CMS’s procedures, which relied primarily on supplier records, and 
(2) the impact of reviewing additional medical records and conducting beneficiary and provider 
interviews on the FY 2006 DME error rate.  
 

                                                 
1The certificate of medical necessity is a form required for specified DME items to help document medical necessity 
and other coverage criteria. 
 
2The FY 2006 CERT error rate was based on claims submitted by providers from April 1, 2005, to March 31, 2006. 
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Scope 
 
We reviewed a sample of 363 claims from the CERT sample of 7,955 paid DME claims that the 
CERT contractor had reviewed in determining the FY 2006 DME error rate (Appendix A).  The 
CERT contractor found that 27 of the 363 claims contained payment errors totaling $37,630.     
 
Our review included determining whether paid claims were for DME that was reasonable, 
medically necessary, sufficiently documented, and correctly coded.  We limited our review of 
internal controls to obtaining an understanding of CMS’s written and oral policies regarding 
medical review, as well as the requirements detailed in the Integrity Manual and the PSC 
Umbrella Statement of Work. 
 
We performed our fieldwork at CMS; the CERT contractor’s location; and various supplier, 
physician, and beneficiary locations nationwide from March through December 2007.  
 
Methodology 
 
To accomplish our objectives, we: 

 
• reviewed applicable Medicare requirements and CMS guidance on medical review;  
 
• selected a stratified random sample of 300 claims from the CERT sample of 7,955 DME 

claims, with the first stratum containing Medicare paid amounts of $0 to $200 and the 
second containing Medicare paid amounts of $200.01 to $1,800; 

 
• selected from two additional strata another 63 claims that comprised all DME claims    

(1) for which the Medicare paid amounts exceeded $1,800 and (2) that included power 
mobility devices, such as power wheelchairs and power-operated vehicles;  

 
• determined that 170 of the 363 selected claims were at high risk of improper payment 

because of the type of DME (e.g., power mobility devices and orthotics), the dollar value 
of the item, or the location of the supplier; 

  
• contracted with KePRO, an independent medical review contractor, to perform two 

reviews of the 363 sampled claims:  an initial review to determine the adequacy of the 
CERT contractor’s medical review using CMS’s existing procedures and limited medical 
records and a second review to determine the impact on the FY 2006 DME error rate of 
reviewing additional medical records from physicians and other providers (and, for the 
170 high-risk claims, the impact of conducting beneficiary, supplier, and physician 
interviews);  

 
• obtained, for KePRO’s initial review of the 363 claims, the medical records and other 

documentation that the CERT contractor used to determine whether the items were 
medically necessary and the Medicare payments were appropriate;  
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• obtained, for KePRO’s second review of the 363 claims, additional medical records and 
other information from physicians and other providers through telephone, facsimile, and 
mail (and, for the 170 high-risk claims, additional information through interviews with 
and site visits to beneficiaries, suppliers, and physicians);   

 
• obtained the CERT contractor’s written comments on KePRO’s initial error 

determinations; 
 
• estimated the effect of the results from both of KePRO’s reviews on the error rate in the 

FY 2006 CERT DME sample (Appendix B); and 
 

• discussed the results of our review with CMS officials. 
 
We conducted this performance audit in accordance with generally accepted government 
auditing standards.  Those standards require that we plan and perform the audit to obtain 
sufficient, appropriate evidence to provide a reasonable basis for our findings and conclusions 
based on our audit objectives.  We believe that the evidence obtained provides a reasonable basis 
for our findings and conclusions based on our audit objectives.   
 

FINDINGS AND RECOMMENDATIONS 
 
Initial Review:  Using the same procedures and medical records as the CERT contractor, 
KePRO found that medical review was adequate for 324 of the 363 sampled claims, including 23 
claims that both the CERT contractor and KePRO determined to be erroneous.  However, 
KePRO identified an additional 39 erroneous claims that the CERT contractor had not identified.  
The CERT contractor agreed with 18 of the additional error determinations and stated that it had 
not classified these claims as errors because it had not adequately reviewed the available 
documentation.  The CERT contractor did not agree with the remaining 21 additional error 
determinations because it believed that the documentation was sufficient to infer that the DME 
was medically necessary, as CMS had orally authorized.  However, KePRO concluded that the 
documentation provided was not sufficient to make the same clinical inferences.   
 
We attributed these review discrepancies to the CERT contractor’s inadequate review of 
available documentation and to CMS’s lack of written policies and procedures on the appropriate 
use of clinical inference.  Based on the 23 errors that both the CERT contractor and KePRO 
found and the additional 39 errors that KePRO found, we estimated that the error rate in the  
FY 2006 CERT DME sample was 17.3 percent.   
 
Second Review:  KePRO’s second review, using additional medical records from physicians and 
other health care providers and, in some instances, information obtained from beneficiary and 
provider interviews, confirmed 20 of the 23 errors that the CERT contractor had found and 
identified 73 errors that the CERT contractor had not found.  Specifically, KePRO confirmed 34 
of the 39 errors identified in its initial review and determined that another 39 claims were 
erroneous because the additional documentation either did not support the items’ medical 
necessity or delivery or showed that the items were not medically necessary. 
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We attributed these review discrepancies to the CERT contractor’s reliance on clinical inference 
rather than additional medical records available from health care providers, CMS’s inconsistent 
policies regarding proof-of-delivery documentation, physicians’ lack of understanding of 
documentation requirements, and CMS’s lack of procedures for obtaining information on high-
risk DME items from beneficiaries.  Based on the 20 errors that both the CERT contractor and 
KePRO found and the additional 73 errors that KePRO found, we estimated that the error rate in 
the FY 2006 CERT DME sample was 28.9 percent.   
 
PROGRAM REQUIREMENTS 
 
Medicare Payment Requirements 
 
Section 1862(a)(1)(A) of the Social Security Act states that no Medicare payment may be made 
for items or services that are not reasonable and necessary for the diagnosis or treatment of 
illness or injury or to improve the functioning of a malformed body member.   
 
Pursuant to 42 CFR § 424.57(c)(12), the Integrity Manual, and supplier manuals, suppliers must 
maintain documentation showing that items were delivered to the beneficiaries.  Suppliers must 
make proof-of-delivery documentation available upon request.  The Integrity Manual states that 
any DME claim that does not have proof of delivery from the supplier should be denied and the 
overpayment recovered.  Suppliers that consistently do not provide documentation to support 
services or items may be referred to the Office of Inspector General (OIG) for investigation 
and/or imposition of sanctions.   
 
Medical Review of Durable Medical Equipment Claims 
 
Pursuant to the Integrity Manual, Chapter 5, section 5.7, for any DME item to be covered by 
Medicare, the medical record must contain sufficient documentation of the beneficiary’s medical 
condition to substantiate the necessity for the type and quantity of items ordered and for the 
frequency of use or replacement.  The information should include the beneficiary’s diagnosis and 
other pertinent information, including, but not limited to, duration of the condition, clinical 
course, prognosis, nature and extent of functional limitations, other therapeutic interventions and 
results, and past experience with related items.  Neither a physician’s order nor a certificate of 
medical necessity by itself provides sufficient documentation of medical necessity, even though 
it is signed by the treating physician.  Information in the medical record must support the item’s 
medical necessity and substantiate the answers on the certificate of medical necessity. 
 
CMS’s contract requires that the CERT contractor make medical review decisions in accordance 
with the Integrity Manual.  The CERT contractor is also required to comply with section 7 of the 
PSC Umbrella Statement of Work, which states that PSCs will perform medical review using 
guidance such as NCDs, LCDs, and CMS coding manuals.    
 
CMS’s written policies require the CERT contractor to review beneficiaries’ medical records, 
including pertinent records from physicians, to support DME claims.  CMS’s oral guidance 
deviated from its written policies by instructing the CERT contractor to (1) make determinations 
based primarily on the limited medical records available from suppliers (generally the 
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physicians’ orders and certificates of medical necessity), not the full medical records available 
from physicians; (2) consider the available supplier medical records and apply clinical inference 
to reasonably infer that the DME provided was medically necessary; and (3) not to count lack of 
proof of delivery as an error if that was the only issue with a claim.   
 
INITIAL REVIEW:  ADEQUACY OF MEDICAL REVIEW USING  
EXISTING PROCEDURES AND LIMITED MEDICAL RECORDS 
 
Using the same procedures and medical records as the CERT contractor, KePRO found that 
medical review was adequate for 324 of the 363 sampled DME claims, including 23 claims that 
both the CERT contractor and KePRO determined to be erroneous.3  However, KePRO 
identified an additional 39 erroneous claims that the CERT contractor had not identified.  In 
response to our request to review KePRO’s determinations on the 39 claims, the CERT 
contractor agreed with 18 determinations and disagreed with 21.   
 
Agreement on 18 Claims 
 
For the 18 claims on which it concurred with KePRO’s determinations, the CERT contractor told 
us that it had not classified these claims as errors because it had not adequately reviewed the 
supporting documentation.  Specifically, the CERT contractor agreed that: 
 

• Thirteen claims for items such as power mobility devices, hospital bed accessories, and 
nebulizer drugs had insufficient documentation to support the medical necessity and/or 
utilization requirements specified by the applicable LCDs. 

 
• Five claims for items such as diabetic testing supplies and drugs were not accompanied 

by valid physician orders (i.e., the orders were missing, not signed, or not updated).   
 
Clinical Inference of Medical Necessity Disputed on 21 Claims 
 
For the 21 claims on which the CERT contractor disagreed with KePRO’s determinations, the 
main area of dispute involved reliance on clinical inference instead of the specific medical 
records required by CMS written policies.  The CERT contractor did not dispute that these 
claims lacked the medical records required by applicable LCDs.  However, the CERT contractor 
maintained that the available documentation (e.g., physicians’ orders, certificates of medical 
necessity, or beneficiary claim histories) was sufficient to infer, as CMS had orally authorized, 
that the DME was medically necessary under applicable LCD requirements.  CMS’s policy 
manuals and Integrity Manual do not address the extent to which the CERT contractor should 
use clinical inference in the absence of required documentation.    
 
We asked KePRO to review the CERT contractor’s written response to the 21 error 
determinations and to determine whether it agreed that clinical inference could be used instead of 
the specific documentation required by the LCDs to support the medical necessity of the DME.  

                                                 
3The CERT contractor identified 27 erroneous claims, but KePRO disagreed with 4 of the CERT contractor’s error 
determinations.  
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KePRO concluded that the documentation provided for the 21 claims was not sufficient to meet 
applicable LCD requirements or to make the clinical inference of medical necessity.4  
 
The 21 disputed claims comprised 8 claims for oxygen and/or equipment; 5 claims for diabetic 
testing supplies; 3 claims for nebulizers and/or supplies; and 1 claim each for parenteral/enteral 
nutrition, diabetic shoes/inserts, prosthetics or orthotics, eyeglasses (lenses and frames), and 
wheelchairs.  Following are details and examples from the three largest categories:  oxygen 
and/or equipment, diabetic testing supplies, and nebulizers and/or supplies.5    
 
Oxygen and/or Equipment 
 
CMS’s “Coverage Issue Manual,” part 60-4, and LCD requirements for oxygen and oxygen 
equipment specify that claims for oxygen must be supported by documentation in the 
beneficiary’s medical record that specifies the diagnosis of the disease requiring home use of 
oxygen; the oxygen flow rate; and an estimate of the frequency of use, duration of use, and 
duration of need.  The LCD also states that the certificate of medical necessity may act as a 
substitute for a written physician’s order only if it contains sufficient detail (e.g., the means of 
oxygen delivery and the specifics of varying oxygen flow rates).  Without this detail, the order is 
incomplete.  
 
KePRO found that for 8 of the 21 claims, the physicians’ orders and/or certificates of medical 
necessity did not sufficiently document the flow rate, frequency, or means of oxygen delivery.  
For example, for one claim that had no physician’s order, KePRO determined that the certificate 
of medical necessity was not an acceptable substitute for a physician’s order because it did not 
include the means of oxygen delivery or the varying oxygen flow rates.  The CERT contractor 
believed that diagnostic codes in the beneficiary’s claim history could reasonably be used to infer 
the medical necessity for oxygen.  KePRO responded that clinical inference should not be 
applied to an incomplete order.   
 
Diabetic Testing Supplies 
 
The LCD requires that refills of diabetic testing supplies be supported by documentation in the 
physician’s or supplier’s records that specifies the required frequency of testing to justify the 
quantity of supplies ordered.  The LCD also requires that the medical records document that the 
physician evaluated the beneficiary within 6 months before ordering quantities of testing supplies 
that exceed the utilization guidelines.   
 
KePRO determined that five claims for diabetic testing supplies were erroneous because the 
claims were not accompanied by updated physicians’ orders that specified the frequency of 
testing or by evidence that the physician had evaluated the beneficiary in the last 6 months.  For 
example, KePRO classified one claim as erroneous because the physician order did not specify 
the required frequency of testing.  The CERT contractor stated that it was able to infer that the 

                                                 
4KePRO’s second review using additional medical records sustained 18 of the 21 disputed errors.  
 
5For the examples provided in this report, the LCDs that KePRO used to determine reasonableness and medical 
necessity applied to DME suppliers nationwide.  
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physician intended the beneficiary to test her blood glucose levels at the accepted schedule for an 
insulin-dependent patient because the signed physican order indicated that the beneficiary was 
insulin dependent and because the testing supplies ordered did not exceed the LCD guidelines for 
an insulin-dependent patient.  KePRO responded that the LCD specifically states that orders for 
diabetic testing supplies must include the frequency of testing.  

 
Nebulizers and/or Supplies 
 
According to the LCD, Medicare covers nebulizers when they are medically necessary for 
administering drugs to manage conditions such as chronic pulmonary disease.  The LCD  
requires that the supplier receive a written, signed, and dated physician’s order before submitting 
a nebulizer claim.  
 
KePRO determined that the documentation was insufficient to determine the medical necessity 
of two claims for nebulizer rentals and that the physician’s order was inadequate to support one 
claim for nebulizer drugs.  For example, for one claim for a nebulizer rental, KePRO determined 
from its review of the beneficiary’s claim history in the National Claims History File that the 
rental was not medically necessary because the beneficiary had not received any nebulizer drugs 
for at least 3 years.  The CERT contractor maintained that as part of its medical review, it would 
have reviewed the beneficiary’s claim history in CMS’s Common Working File (which is based 
on the same data as the National Claims History File) for covered drugs to support the medical 
necessity of the nebulizer rental.  The CERT contractor also stated that the claim history from the 
Common Working File was archived and that it no longer had access to the archived claims.  We 
reviewed the 3 years of claim history that KePRO reviewed and did not identify any nebulizer 
drugs billed to Medicare.   
 
Causes of Initial Review Discrepancies 
 
We attributed the initial review discrepancies to the CERT contractor’s inadequate review of 
available documentation and CMS’s lack of written policies and procedures on the appropriate 
use of clinical inference. 
 
Effect of Initial Review Determinations on Error Rate 
 
Based on the 23 errors that both the CERT contractor and KePRO found and the additional 39 
errors that KePRO found, we estimated that the error rate in the FY 2006 CERT DME sample 
was 17.3 percent.   
 
SECOND REVIEW:  IMPACT OF REVIEWING  
ADDITIONAL MEDICAL RECORDS  
 
The FY 2006 DME error rate likely would have been significantly higher if the CERT contractor 
had reviewed additional medical records from physicians and other health care providers and, in 
some instances, information obtained from beneficiary interviews.  The additional 
documentation included physicians’ progress notes, diagnostic test results, and therapy 
evaluations.  KePRO’s review of this additional documentation confirmed 20 of the 23 errors 
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that the CERT contractor had found and identified 73 erroneous claims that the CERT contractor 
had not found.  Specifically, KePRO confirmed 34 of its initial 39 error determinations and 
identified another 39 errors for which the additional documentation either did not support the 
items’ medical necessity or delivery or showed that the items were not medically necessary.   
 
Confirmation of Most Initial Error Determinations 
 
During its second review using additional medical records, KePRO confirmed 34 of the 39 error 
determinations made during its initial review.  For these 34 claims, KePRO concluded that the 
physicians’ orders, certificates of medical necessity, and beneficiary medical records did not 
contain sufficient documentation to support the CERT contractor’s clinical inferences that the 
items were medically necessary.  Specifically, 18 of the 21 claims on which the CERT contractor 
did not agree and 16 of the 18 claims on which the CERT contractor agreed with KePRO’s initial 
error determinations remained errors because the additional documentation did not support the 
medical need or utilization requirements for the items as defined by LCDs.  KePRO attributed 
the insufficient medical records to physicians’ lack of understanding of the type and extent of 
documentation required to substantiate the need for DME items.  KePRO reversed its 
determinations on 5 of the 39 claims that it had initially found to be errors because the additional 
medical records clearly justified the medical need for the items.  
 
Additional Error Determinations 
 
Based on its review of additional documentation, KePRO determined that an additional 39 
claims that it had initially determined to be proper were actually erroneous because the items 
were not medically necessary or lacked proof of delivery.   
 
Clinical Inference of Medical Necessity Not Supported 
 
KePRO classified 34 of the 39 claims as errors because the additional medical records obtained 
from physicians did not support the CERT contractor’s clinical inferences that the DME was 
medically necessary under applicable LCD requirements.  We are most concerned about the 
significant number of claims for which clinical inference, rather than actual medical records, was 
used to determine medical necessity.  Without adequate guidance on the extent to which clinical 
inference should be used as an acceptable substitute for actual medical records, CMS cannot 
ensure that DME medical review determinations are consistent.  As a result, the DME error rate 
could be compromised.   
 
The 34 claims comprised 15 claims for oxygen and/or equipment, 4 claims for power mobility 
devices, 3 claims for enteral/parenteral nutrition, 3 claims for diabetic testing supplies, and  
9 claims for other types of DME.  Following are details and examples from the four largest 
categories:  oxygen and/or equipment, power mobility devices, enteral/parenteral nutrition, and 
diabetic testing supplies. 
 

Oxygen and/or Equipment:  One LCD requires that certificates of medical necessity for 
beneficiaries who qualify for oxygen based only on a sleep oximetry study must contain 
the lowest oxygen saturation value identified by the sleep study.  Another LCD requires 

 9



                         

that, for oxygen to be covered based on an oxygen study obtained during exercise, three 
oxygen studies must be documented in the beneficiary’s medical record.    
 
KePRO classified 15 oxygen and/or accessory claims as errors because the medical 
records did not support the information provided on the certificates of medical necessity.  
For one claim, for example, the oxygen saturation level recorded on the certificate of 
medical necessity met the requirements for oxygen coverage.  However, the medical 
records contained no evidence of an oximetry study.  As a result, KePRO concluded that 
the medical records did not support the clinical inference that the CERT contractor made 
based on the information on the certificate of medical necessity.  

  
Power Mobility Devices:  The LCD requires that beneficiaries who receive power 
mobility devices, such as electric wheelchairs, have a mobility limitation that 
significantly impairs their ability to participate in mobility-related activities of daily 
living, such as eating, dressing, and bathing.   

 
KePRO classified four claims for power mobility devices as errors because information 
from our interviews with the providers and beneficiaries did not support the items’ 
medical necessity.  For example, for one claim for a power wheelchair, the ordering 
physician, as identified by the billing supplier, denied ordering the wheelchair and had no 
knowledge of the beneficiary or the supplier.  The beneficiary told us that he knew 
neither the ordering physician nor the supplier.  He also showed us a second power 
wheelchair that had been prescribed for his wife.  The beneficiary and his wife were both 
ambulatory and had never used the wheelchairs.   

 
Enteral/Parenteral Nutrition:  The LCD requires that, to support the medical necessity of 
enteral/parenteral nutrition, beneficiaries’ medical records must document a permanent 
nonfunction or disease that restricts food consumption.   

 
KePRO classified three claims for enteral/parenteral nutrition as errors because the 
additional documentation did not support medical necessity.  For example, the certificate 
of medical necessity for one claim for enteral nutrition stated that the beneficiary had a 
diagnosis of dysphagia (inability to swallow).  However, the physician progress notes 
indicated that the beneficiary was able to eat but ate little because of behavioral 
disturbances.  Because the medical records did not support the diagnosis of dysphagia, 
KePRO concluded that enteral nutrition was not medically necessary.   

 
Diabetic Testing Supplies:  The LCD requires that refills of diabetic testing supplies be 
supported by documentation in the physician’s or supplier’s records that specifies the 
required frequency of testing to justify the quantity of supplies ordered.  The LCD also 
requires that the medical records document that the physician evaluated the beneficiary 
within 6 months before ordering quantities of testing supplies that exceed the utilization 
guidelines.   
 
KePRO classified three claims for diabetic testing supplies as errors because the 
additional medical records did not meet LCD requirements.  For example, for one claim 
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for diabetic testing supplies, the documentation did not support the frequency of testing 
recorded on the physician’s order.  As a result, KePRO determined that the supplies were 
not medically necessary.   

 
Lack of Proof of Delivery 
 
KePRO classified 5 of the 39 claims as errors because the claims had no proof-of-delivery 
documentation or other support to confirm delivery of the DME to the beneficiary.6  The CERT 
contractor did not consider these claims to be in error because, inconsistent with CMS’s written 
policy, CMS had orally advised the CERT contractor not to count lack of proof of delivery as an 
error if that was the only issue with a claim. 
 
Identification of Potential Fraud 
 
Medicare claims from DME suppliers have historically been more vulnerable to billing fraud and 
abuse than claims from other providers because of weak Medicare payment controls and 
inadequate oversight to ensure that suppliers are legitimate.  During our site visits to collect 
medical records and information on the 170 high-risk claims, we identified 11 claims that may 
have involved billing fraud.  Seven of these claims were for expensive DME items, such as 
power mobility devices and collagen dressings.  We identified the potential fraud through 
unannounced visits to the billing suppliers and ordering physicians and through beneficiary 
interviews.  For 8 of the 11 claims, the beneficiary stated that he or she did not know the 
physician whose name was on the order.  For five of the claims, the beneficiary stated that he or 
she never received the item.  We referred the 11 claims to the OIG Office of Investigations.   
 
Causes of Second Review Discrepancies 
 
We attributed the second review discrepancies to the CERT contractor’s reliance on clinical 
inference rather than additional medical records available from health care providers, CMS’s 
inconsistent policies regarding proof-of-delivery documentation, physicians’ lack of 
understanding of documentation requirements, and CMS’s lack of procedures for obtaining 
information on high-risk DME items from beneficiaries.  
 
Effect of Second Review Determinations on Error Rate  
 
Based on the 20 errors that both the CERT contractor and KePRO found and the additional 73 
errors that KePRO found, we estimated that the error rate in the FY 2006 CERT DME sample 
was 28.9 percent.   
 
RECOMMENDATIONS 
 
We recommend that CMS: 
 

• require the CERT contractor to review all available supplier documentation; 
 

                                                 
6This issue was the subject of a memorandum that we issued to CMS on March 17, 2008. 
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• establish a written policy to address the appropriate use of clinical inference; 
 

• require the CERT contractor to review all medical records (including, but not limited to, 
physicians’ records) necessary to determine compliance with applicable requirements on 
medical necessity; 

 
• document oral guidance that conflicts with written policies, such as guidance on the need 

for proof-of-delivery documentation in making medical review determinations;  
 
• instruct its Medicare contractors to provide additional training to physicians that focuses 

on improving their medical record documentation to support ordered DME items; and    
 

• require the CERT contractor to contact the beneficiaries named on high-risk claims, such 
as claims for power mobility devices, to help determine whether the beneficiaries 
received these items and the items were medically necessary.  

 
CENTERS FOR MEDICARE & MEDICAID SERVICES COMMENTS 
  
In comments on our draft report, CMS generally concurred with our findings and 
recommendations.  CMS noted that our recommendations would expand the CERT review 
process significantly and would affect the cost of the CERT program and the time required to 
conduct reviews.  CMS stated that it would like to assess how to best integrate CERT reviews 
with its ongoing integrity reviews to strengthen its fraud-fighting efforts in DME as well as to 
improve its measurement activities.  CMS stated that it would like to explore with us the 
possibility of testing these new review procedures during the FY 2009 review cycle and that it 
would like to work with us in developing a plan to adopt our recommendations.  CMS also 
provided more specific responses to our six recommendations.   
 
Appendix C contains CMS’s comments, excluding technical comments.                                                                 
 
OFFICE OF INSPECTOR GENERAL RESPONSE 
 
We recognize CMS’s willingness to adopt changes in the CERT program to enhance Medicare 
program integrity efforts, and we would be pleased to review CMS’s corrective action plan to 
adopt our recommendations.  We acknowledge that expanding the review process may increase 
the cost of the CERT program and the time required to conduct reviews but, based on our 
findings, such an expansion is necessary to ensure an accurate measurement of DME payment 
errors.  Accordingly, we continue to recommend that CMS obtain all medical records (including, 
but not limited to, physicians’ records) for DME claims and contact the beneficiaries named on 
high-risk claims.   
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APPENDIX A 
 

SAMPLING METHODOLOGY 
 
SAMPLING OBJECTIVES 
 
Our objectives were to determine (1) the adequacy of the Comprehensive Error Rate Testing  
(CERT) contractor’s fiscal year (FY) 2006 medical review of claims for durable medical 
equipment, prosthetics, orthotics, and supplies (DME) using Centers for Medicare & Medicaid 
Services procedures, which relied primarily on supplier records; and (2) the impact of reviewing 
additional medical records and conducting beneficiary and provider interviews on the FY 2006 
CERT sample error rate.    
 
SAMPLING FRAME  
 
The sampling frame consisted of 7,955 DME claims valued at $1,213,093 that the CERT 
contractor had reviewed in determining the FY 2006 DME error rate. 
 
SAMPLE DESIGN 
 
We designed a random sample by dividing our frame into two strata.  The first stratum consisted 
of DME claims for which Medicare paid $0 to $200.  The second stratum consisted of DME 
claims for which Medicare paid $200.01 to $1,800.  Additionally, we reviewed all claims for 
which Medicare payments exceeded $1,800 (stratum 3) or that contained a Healthcare Common 
Procedure Coding System code representing power mobility devices (stratum 4). 
 

Sample Design 

Stratum Description 
Number of 

Claims 
Paid  

Amounts 
1 Payments of $0 to $200.00 5,776   $343,727 
2 Payments of $200.01 to $1,800 2,116   677,104 
3 Payments greater than $1,800 33               103,353    
4 Claims for power mobility devices 30                 88,909 

     Total  7,955    $1,213,093 
              

SAMPLE SIZE 
 
The sample consisted of 363 DME claims:  135 claims from the first stratum, 165 claims from 
the second stratum, 33 claims from the third stratum, and 30 claims from the fourth stratum. 
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SAMPLE RESULTS AND ESTIMATES 

 
 

CERT Contractor Sample Results 

Sample 
 Size 

Value of 
Sampling  

Frame 

Number of 
Claims  

in Error 

Value of  
Claims  

in Error 

Error Rate  
(Value of Claims in 

Error/Value of  
Sampling Frame) 

7,955 $1,213,093 479 
 

$80,954 
 

6.7%1

     
 

 
KePRO and CERT Contractor Sample Results 

Number of Claims  
in Error 

 
Value of Claims 

 in Error 

Stratum 
Sample  

Size 
Value of 
Sample Errors Found by 

Initial  
Review 

Second 
Review 

Initial  
Review 

Second 
Review 

Payments of $0 to 
$200.00 135 $7,844 

KePRO 
CERT contractor 

15 
16 

17 
13 

$1,057 
810

$1,147 
478

Payments of 
$200.01 to $1,800 165 51,659 

KePRO 
CERT contractor 

19 
3 

44 
3 

6,101 
1,335

15,700 
1,335

Payments greater 
than $1,800 33 103,353 

KePRO 
CERT contractor 

2 
3 

5 
3 

5,458 
15,564

14,351 
15,564

Claims for power 
mobility devices 30 88,909 

KePRO 
CERT contractor 

3 
1 

7 
1 

7,752 
5,589

26,766 
5,665

     Total 363 $251,765  622 933 $43,666 $81,006
 

                                                 
1The 6.7 percent is the percentage of dollars reviewed by the CERT contractor that were found to be in error.  To 
obtain the FY 2006 DME error rate of 7.5 percent, the errors found in the sample were weighted consistent with the 
CERT sample design.  The two percentages are not directly comparable. 
 
2The 62 claims consisted of 23 claims that the CERT contractor found to be in error and that KePRO confirmed, 
plus 39 additional claims that KePRO found to be in error. 
 
3The 93 claims consisted of 20 claims that the CERT contractor found to be in error and that KePRO confirmed,  
34 claims that KePRO found to be in error in its first review and confirmed in its second review, and 39 additional 
claims that KePRO found to be in error in its second review. 
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Estimated Value of Erroneous Claims Identified in Initial Review 

(Limits Calculated for a 90-Percent Confidence Interval) 
    

 
Estimated Improper 
Payments in Frame 

of 7,955 Claims 

Estimated Error Rate 
in Frame  

(Estimated Improper 
Payments/Value of  
Sampling Frame) 

Point estimate $209,600 17.3% 
Lower limit  $163,262 13.5% 
Upper limit  $255,938 21.1% 

 
 

Estimated Value of Erroneous Claims Identified in Second Review 
(Limits Calculated for a 90-Percent Confidence Interval) 

 

 
Estimated Improper 
Payments in Frame 

of 7,955 Claims 

Estimated Error Rate 
in Frame  

(Estimated Improper 
Payments/Value of 
Sampling Frame) 

Point estimate $350,334 28.9% 
Lower limit  $285,309 23.5% 
Upper limit  $415,358 34.2% 
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SUB.JECf:	 OfficeOffice ofInspectorof Inspector Gl~~~OIG)G~rav\OIG) DraftDraft Report:Report: "Medical"Medical Review ofClaims forforSUBJECf: RcviewofCla-ims 
the 2006'tlhe FiscalFiscal YearYear 2006 rehensiverehensive ErrorError RateRate TestingTesting Program,"Program," 
(A~OJ "(}7-00508)(A-OI-07-00508) 

OlG ~'MedicalThankThank youyou forfor thethe opportunityopportunity toto reviewreview andand commentcomment onon thethe OIG draftdraft reportreport entitledentitled "'Medical 
(CERY)ReviewReview ofof ClaimsClaims forfor thethe FiscalFiscal YearYear 20062006 ComprehensiveComprehensive ErrorError RateRate TestingTesting (CERn 

ProgrdlTl."Program." WeWe appreciateappreciate thethe efforteffort thatthat wentwent intointo draftingdrafting thisthis report,report, andand thethe recommendationsrecommendations 
mademade byby OIGOIG onon howhow itit seessees improvementimprovement couldcould bebe mademade toto thethe CERTCERT program.program. 

oHheThisThis reportreport evaluatedevaluated thethe adequacyadequacy of the eERYeERY contractor'scontractor's fiscalfiscal yearyear (FY)(FY) 20062006 medicalmedical 
reviewreview ofofdurabledurable medicalmedical equipmentequipment (DME)(DME) claimsclaims usingusing thethe CentersCenters forfor MedicareMedicare && MedicaidMedicaid 
Services' (CMS) procedures,procedures, determineddetermined 1he potentialpotential impactimpact ofof reviewingreviewing additionaladditional medicalmedicalServices'(eMS) "the 

!'dte.records,records, andand conductedconducted beneficiarybeneficiary andand providerprovider interviewsinterviews onon thethe FYFY 20062006 DMEDME errorerror !"dte. 
010 IIUsingUsing anan independentindependent medicalmedical reviewreview contractor,contractor, thethe OIG completedcompleted twotwo levelslevels ofof reviewreview onon 8. 

:;amplesample ofof 363363 DMEDME claimsclaims thatthat hadhad beenbeen reviewedreviewed byby thethe CERTCERT contractor.contractor. oraFirst,First, thethe OIG 
reviewedreviewed thethe sampledsampled claimsclaims usingusing thethe medicalmedical recordsrecords submittedsubmitted toto thethe CERTCERT contractor.contractor. 

010Second,Second, thethe OIG reviewedreviewed thethe claimsclaims usingusing additionaladditional recordsrecords fromfrom physiciansphysicians andand otherother carecare 
oroprovidersproviders andand beneficiarybeneficiary int,,:rviews.int,,:rviews. OIG identifiedidentified 3939 errorserrors thatthat ha.dha.d notnot beenbeen identifiedidentified byby thethe 

ofreviewCERTCERT contractorcontractor atat thethe firstfirst levellevel ofofreview.review. TheThe levellevel ofreview confirmedconfirmed 3434 ofofthethe 3939 errorserrors 
identified DIGandand identified. anan additionaladditional 3939 erroneouserroneous claims.claims. TheThe 01G estimatedestimated thatthat thethe additionaladditional errorserrors 

wouldwould havehave inc.reasedinc.reased thethe FYFY 20062006 DMEDME errorerror raterate byby 2424 percentagepercentage points,points, fromfrom 7.57.5 percentpercent toto 
010 reliance31.531.5 percent.percent. OIG attributedattributed thesethese discrepanciesdiscrepancies toto thethe CERTCERT contractor'scontractor's :reliance onon clinicalclinical 

inferenceinference ratherrather thanthan medicalmedical recordrecord documentation,documentation, eMS'eMS' inconsistentinconsistent policiespolicies regardingregarding proof~proof~ 

Qf-deHvery aboutQf-cleHvery documentation,documentation, physicians'physicians' lack.lack. ofof understandingunderstanding shout documentationdocumentation requirements,requirements, 
high-risk.andand eMS'eMS' JackJack ofofproceduresprocedures forfor obtainingobtaining informationinformation onon high-risk DMEDME itemsitems fromfrom 

beneficiaries.beneficiaries. 

know, ,reliesAsAs youyou know; eMSeMS relies onon thethe CERTCERT programprogram toto fulfilJfulfilJ twotwo veryvery importantimportant misl:'iions.misl:'iions. First,First, itit 
allowsallows usus toto meetmeet thethe compliancecompliance requirementsrequirements ofof thethe lmproperlmproper PaymentsPayments InformationInformation AC1AC1 ofof 
2002,2002, vv....hichhich requiresrequires Medi(:3feMedi(:3fe toto publishpublish aa fee~for~servicefee~for~service nationalnational etrotetrot rate.rate. Second,Second, itit 
providesprovides eMSeMS withwith substantialsubstantial performanceperformance infonnationinfonnation atat thethe contractorcontractor andand benefitbenefit categorycategory 
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levellevel toto helphelp usus determinedetermine howhow wenwen OUTOUT contractorscontractors areare processingprocessing claimsclaims andand wherewhere particularparticular 
'program'program vulnerabilitiesvulnerabilities mightmight exist.exist. InIn fact,fact, thethe abilityability toto estimateestimate thethe DMEDME specificspecificerrorerror raterate isis 
a directdirect resultresult ofCMS'ofCMS' implementationimplementation ofofthethe CERTCERT program.program.a 

GivenGiven itsits centralitycentrality 1010 eMS'eMS' financialfinancial oversightoversight mission,mission, wewe areare eagereager toto adoptadopt anyany meaningfulmeaningful 
changeschanges toto thethe programprogram thatthat willwill helphelp enhanceenhance measurementmeasurement effortsefforts inin particular,particular, andandourour overalloverall 
pMgratnpMgratn integrityintegrity effortsefforts inin general.general. 

lbus,lbus, wewe wouldwould likelike toto workwork withwith youyou toto developdevelop aa planplan toto adoptadopt youryour recommendationsrecommendations ininthethe 
mostmost efficientefficient mannermanner possible.possible. AsAs youyou cancan imagine,imagine, youryour recommendationsrecommendations expandexpand thethe currentcurrent 
CERTCERT reviewreview processprocess significantlysignificantly andand willwill impactimpact thethe costcost ofof thethe CERTCERT programprogram asas welJwelJ asas thethe 
timetime wewe havehave kJkJ conductconduct reviews.reviews. WhileWhile wewe emmotemmot QuantifyQuantify howhow muchmuch longerlonger itit willwill taketake toto 
completecomplete reviewsreviews usingusing )'our)'our recommendations,recommendations, wewe cancan estimateestimate thatthat inin termsterms ofofcost,cost, wewe wouldwould 
bebe lookinglooking atat aa 10·2010·20 percentpercent increase,increase, oror $1.25-$2.5$1.25-$2.5 million,million, inin oW'oW' eERTeERT budgetbudget toto implementimplement 
thesethese changes.changes. 

WeWe wouldwould likelike 1010 exploreexplore withwith youyou thethe possibilitypossibility ofof testingtesting thesethese newnew reviewreview proceduresprocedures duringduring 
thethe FYFY 20092009 re'viewre'view cycle,cycle, toto determinedetermine theirtheir impactimpact onon costcost andand timelinesstimeliness andand toto assessassess howhow toto 
bestbest integrateintegrate eERTeERT reviewsreviews -- whichwhich areare conductedconducted onon aa randomrandom samplesample ofofclaimsclaims -- withwith ourour 
ongoingongoing integrityintegrity reviewsreviews inin highhigh vulnerabilityvulnerability geographicgeographic areasareas likelike LosLos AngelesAngeles andand SouthernSouthern 
Florida.Florida. TheThe bestbest outcomeoutcome isis 1010 strengthenstrengthen ourour :fraud:fraud fightingfighting effortsefforts inin DME,DME, asas wellwell asas improveimprove 
ourour measurt..1Jlentmeasurt..1Jlent activities.activities. ToTo thatthat end,end, wewe wantwant toto ensureensure thatthat anyany newnew programprogram integrityintegrity 
investmentsinvestments areare directeddirected atat highlyhighly vulnerablevulnerable providersproviders andand geographicgeographic areasareas andand leverageleverage 
enrollmentenrollment andand enforcementenforcement activities,activities, inin additionaddition toto measurementmeasurement activities,activities, 

AsAs youyou know,know, eMSeMS hashas beenbeen quitequite aggressiveaggressive overover thethe pastpast 33 yearsyears inin ourour effortsefforts toto combatcombat 
unscrupulousunscrupulous DMEDME providers.providers. WeWe issuedissued regulationsregulations thatthat clarifyclarify andand strengthenstrengthen providerprovider 
enroHmentenroHment requirementsrequirements andand standardsstandards andand increasedincreased effortsefforts toto deactivatedeactivate OfOfj 

whenwhen necessary,necessary, 
revokerevoke billingbilling privilegesprivileges forfor pTOviderspTOviders andand supplierssuppliers thatthat areare ina.c1iveina.c1ive oror dodo notnot meetmeet programprogram 
requirements,requirements, AdditiQnaIly,AdditiQnaIly, wewe havehave initiatedinitiated threethree demonstrationdemonstration projectsprojects thatthat targettarget fraudulentfraudulent 
DMEDME businessbusiness practices.practices. TheThe demonstrationsdemonstrations fucusfucus onon billingbilling byby supplierssuppliers ofDME,ofDME, prosthetics,prosthetics, 
orthotics,orthotics, andand suppliessupplies inin FloridaFlorida andand southernsouthern California,California, homehome healthhealth agenciesagencies inin thethe greatergreater 
LosLos Angeles.Angeles. andand HoustonHouston areas.,areas., andand infusioninfusion therapytherapy providersproviders inin southsouth Florida.Florida. Overall,Overall, thesethese 
effortsefforts havehave resuhedresuhed inin thethe revocationrevocation ofof nearlynearly 900900 providerprovider numbersnumbers \.Vith\.Vith billingsbillings of$157of$157 
miJIion,miJIion, andand improvedimproved thethe public'spublic's confidenceconfidence inin ourour abilityability toto addressaddress thisthis growinggrowing threat.threat. 
Finally.Finally. wewe areare reorganizjngreorganizjng ourour DMEDME oversightoversight effortsefforts toto betterbetter focusfocus andand alignalign ourourresourcesresources inin 
reactionreaction toto vulnerabilitiesvulnerabilities identifiedidentified byby ourour ownown datadata analysis,analysis, MedicareMedicare contractorcontractorfindings,findings, andand 
resultsresults fromfrom thethe CERTCERT report.report. 

j 

ListedListed belowbelow areare moremore detaileddetailed commentscomments onon yowyow recommendations.recommendations. InIn addition,addition, wewe havehave 
indudedinduded oneone technicaltechnical commentcomment thatthat addressesaddresses howhow 01G01G arrivedarrived atat calculatingcalculating aa DMEDME elTorelTor raterate 
basedbased onon itsits newnew findings.findings. 

Q1DQ1D RecommendationsRecommendations 

•• RequireRequire thethe CERTCERT contractorcontractor toto reviewreview allall availableavailable suppliersupplier documentation.documentation. 
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••	 RequireRequire thethe CERTCERT contractorcontractor toto reviewreview allall medicalmedical recordsrecords (including,(including, butbutnotnot limitedlimited to,to, 
physicians'physicians' records)records) necessarynecessary toto determinedetermine compliancecompliance withwith applicableapplicable requirement.:;requirement.:;onon 
medicalmedical necessity.necessity. 

••	 RequireRequire thethe CERTCERT contractorcontractor \0\0 contactcontact thethe beneficiariesbeneficiaries namednamed onon high-riskhigh-risk claims,claims, suchsuch 
asas claimsclaims forfor powerpower roobUityroobUity devices,devices, toto helphelp determinedetermine whetherwhether thethe beneficiariesbeneficiaries 
receivedreceived thesethese itemsitems andand thethe itemsitems werewere medicallymedically necessary.necessary. 

eMSeMS ResponseResponse 

TheThe eMSeMS concursconcurs inin part.part. LateLate illill 2006.2006. eMSeMS revisedrevised thethe CERTCERT processprocess fOTfOT DMEDME reviews.reviews.
 
FromFrom 2003-2006,2003-2006, CERTCERT diddid notnot requestrequest additionaladditional infonnationinfonnation fromfrom orderingordering physicians.physicians.
 
Instead,Instead, CERTCERT requestedrequested aa certificatecertificate ofof medicalmedical necessitynecessity (CMN)(CMN) fromfrom supplierssuppliers whowho submittedsubmitted
 
DMEDME claims.claims. TheThe CMNCMN waswas designeddesigned toto reducereduce documentationdocumentation requirementsrequirements onon physicians;physicians; itit
 
includedincluded informationinformation neededneeded toto assessassess compliancecompliance withwith MedicareMedicare paymentpayment andand coveragecoverage rules.rules.
 
ByBy 2007.2007. eMS'eMS' requirementsrequirements forfor CMNsCMNs hadhad ~en~en eliminatedeliminated inin favorfavor ofofensuringensuring thatthat orderingordering
 
physiciansphysicians maintainedmaintained d()(:umentationd()(:umentation neededneeded toto supportsupport coveragecoverage andand paymentpayment forfor DME.DME.
 
BeginningBeginning withwith thethe 20072007 improperimproper paymentpayment reportreport period,period, CERTCERT hashas beenbeen askingasking physicians,physicians, asas
 
wenwen asas thethe supplier,supplier, forfor supportingsupporting infonnationinfonnation onon DMEDME claims.claims.
 

AsAs mentionedmentioned above,above, therethere areare timingtiming andand co..<;tco..<;t conside.rationsconside.rations surroundingsurrounding thesethese expansiveexpansive
 
reviews,reviews, includingincluding interviewinginterviewing beneficiaries.beneficiaries. However,However, youryour findingsfindings makemake aa strongstrong argumentargument
 
forfor testingtesting thethe validityvalidity ofof thisthis re<:ormnendfltionre<:ormnendfltion onon aa nationalnational scale.scale. Therefore,Therefore, beginningbeginning withwith thethe
 
20092009 measurementmeasurement cycle,cycle, wewe intendintend toto adoptadopt thisthis recommendationrecommendation forfor thethe reviewreview ofofclaimsclaims forfor
 
diabeticdiabetic testtest strips,strips, oxygen,oxygen, andand poweredpowered mobilitymobility devices.devices. WeWe willwill publishpublish thethe resultsresults ofofourour
 
findingsfindings inin thethe 20092009 atulUalatulUal CERTCERT report.report. WeWe wouldwould likelike t(lt(l workwork togethertogether withwith youryourstaffstaffinin
 
planningplanning thethe bestbest implementationimplementation planplan forfor thisthis test.test.
 

orooro RecommendationRecommendation 

EstablishEstablish aa writtenwritten policypolicy toto addressaddress thethe appropriateappropriate useuse ofofclinical.clinical. inference.inference. 

eMSeMS ResoonseResoonse 

WeWe concur.concur. eMSeMS issuedissued directiondirection onon thethe useuse ofof clinicalclinical inferenceinference inin thethe ProgramProgram IntegrityIntegrity 
ManualManual andand viavia trainingtraining toto contractorcontractor medicalmedical reviewreview staff.staff. 

TheThe ProgramProgram IntegrityIntegrity Manual,Manual, 10M10M 100-08,100-08, 3.4.5.C,3.4.5.C, states,states, "While"While thethe medicalmedical reviewreview staffstaff 
mustmust foJlowfoJlow nationalnational coveragecoverage deten:ninationsdeten:ninations andand locallocal coveragecoverage determinations.determinations. theythey areare 
expectedexpected toto useuse theirtheir expertiseexpertise toto mak.emak.e clinicalclinical judgmentsjudgments whenwhen makingmaking medicalmedical reviewreview 
determinations.determinations. TheyThey mustmust taketake intointo considerationconsideration thethe clinicalclinical conditioncondition ofofthethe beneficiarybeneficiary asas 
indicatedindicated b)'b)' thethe beneficiary'sbeneficiary's diagnosisdiagnosis andand medicalmedical historyhistory whenwhen makingmaking thesethese determinations."determinations." 

InIn 2004,2004, eMSeMS providedprovided trainingtraining toto contractorcontractor medicalmedical reviewreview staff,staff, includingincluding thethe eERTeERT 
contractor.contractor. onon thethe useuse ofof clinicalclinical judgmentjudgment inin medicalmedical claimsclaims review.review. ReviewersReviewers werewere instructedinstructed 
dtatdtat medicalmedical recordrecord documentativl1:documentativl1: mustmust reflectreflect thethe carecare provided;provided; isis notnot expectedexpected toto recordrecord 

aeveryevery aspectaspect ofof thethe carecare provided;provided; and,and, atat aa minimum,minimum, mustmust enableenable a clinicalclinical reviewerreviewer toto 
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reasonablyreasonably inferinfer thethe carecare thatthat waswas provided.provided. ReasonableReasonable inferenceinference waswas defineddefined as:as: 1)1) 88 

conclusionconclusion mademade byby aa reviewerreviewer withwith clinicalclinical experienceexperience inin thethe areaarea underunder review;review; andand 2)2) anan 
interpretationinterpretation ofof thethe claimclaim afterafter consideringconsidering thethe totalitytotality ofof thethe circumstances.circumstances. 

DIGDIG RecommendationRecommendation 

DocumentDocument ora)ora) guidanceguidance thatthat conflictsconflicts withwith writtenwritten policies,policies, suchsuch asas guidanceguidance OilOil thethe needneed fOTfOT 

proof-of-deliveryproof-of-delivery documentationdocumentation inin makingmaking medicalmedical reviewreview determinations.determinations. 

eMseMs ResponseResponse 

WeWe concur.concur. eMSeMS agreesagrees thatthat guidanceguidance toto thethe CERTCERT contractorcontractor shouldshould bebe consistentconsistent williwilli writtenwritten 
policypolicy andand documenteddocumented inin thethe appropriateappropriate programprogram and/orand/or <xmtract<xmtract documents.documents. WeWe willwill ensureensure 
thatthat allall oraloral guidance,guidance, polkypolky clarifications.clarifications. andand technicaltechnical directiondirection isis folJewedfolJewed byby writtenwritten 
direction.direction. 

lnstructlnstruct itsits MedicareMedicare contractorscontractors toto provideprovide additionaladditional trainingtraining toto physiciansphysicians thatthat focusfocus OilOil 

improvingimproving theirtheir medicalmedical recordrecord documentationdocumentation toto supportsupport orderedordered DMEDME item's.item's. 

CMSCMS ResponseResponse 

WeWe concur.concur. AsAs partpart ofof eMS'eMS' correctivecorrective actionaction planplan toto reducereduce paymentpayment errors,errors, eMSeMS requiresrequires the­the­
MedicareMedicare claimsclaims processingprocessing contractorscontractors toto reducereduce thethe errorerror raterate byby givinggiving MedicareMedicare providersproviders thethe 
informationinformation theythey needneed toto understandunderstand thethe program,program, bebe infonnedinfonned timelytimely aboutabout changeschanges andand billbill 
oorrec.tly.oorrec.tly. WeWe givegive contractorscontractors aa fairfair bitbit ofof flexibilityflexibility toto allowallow themthem toto bebe creativecreative andand targettarget 
educationaleducational effortsefforts onon problemsproblems inin theirtheir jurisdictionjurisdiction thatthat areare identifiedidentified byby CERTCERT andand otherother 
monitoringmonitoring activities.activities. 
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