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Any Case 

   Error of law material to the outcome of the claim  

   Broad policy or procedural issue of public interest 

CMS as a Participant 
   Decision not supported by the preponderance of evidence 

   Abuse of discretion 

Rationale for Referral:  

Medic Ambulance Services (Appellant) submitted claims to Medicare for basic life support, 
ambulance transportation, and associated mileage services furnished to Medicare beneficiaries 
from January 9, 2006 through November 28, 2009. Medicare initially paid these claims. 
However, SafeGuard Services, LLC (SGS), the Program Integrity Contractor (ZPIC) for Zone 
71, conducted a post-payment review of a statistical sample of the Appellant’s claims that 
resulted in an extrapolated overpayment amount of $1,518,248.21. The sample contained 100 
claims from 20 different beneficiaries out of a universe of 3,486 claims. The Medicare 
contractors on both redetermination and reconsideration upheld the denials and the extrapolated 
overpayment.  

The Appellant requested a hearing before an Administrative Law Judge (ALJ). The ALJ issued a 
decision after holding a telephone conference, upholding the denials for the claims for all but one 
of the 20 beneficiaries in the sample. Although the validity of the sample has not been an issue at 
any level of appeal, the ALJ found that the ZPIC’s statistical sampling and subsequent 
extrapolation methodologies were valid.  

However, the ALJ ordered that “the extrapolated overpayment … be abandoned in this case,” 
limiting the Appellant’s overpayment to the non-covered ambulance claims in the sample.” ALJ 
at 20. Where claims for ambulance services are denied pursuant to § 1861(s)(7) of the Social 
Security Act (the Act), § 1879 of the Act cannot protect beneficiaries from liability. The ALJ 

                                            
1 ZPIC Zone 7 consists of Florida, Puerto Rico and the U.S. Virgin Islands. 
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reasoned that, because the sampled claims do not meet the requirements of § 1861(s)(7), it is 
“presume[d] that a proportionate number within the universe would also” be non-covered for the 
same reason. ALJ at 16. Thus, the ALJ found that beneficiaries in the sample and in the universe 
of claims therefore had a financial interest in the outcome of the decision. However, unlike the 
beneficiaries in the sample, “the set of beneficiaries [in the universe] whose financial interests 
may be adversely affected by the outcome” of the case is “indeterminate,” which means that the 
beneficiaries in the universe cannot feasibly be afforded notice and an opportunity to appeal 
pursuant to 42 CFR §§ 405.1020(c) and 405.1046(a). Id at 17. Consequently, the ALJ 
determined, due process and related policy concerns require limiting recoupment to payment in 
the sampled claims.  

The ALJ erred as a matter of law in finding that the beneficiaries in the universe (outside of the 
sample) are parties to the appeal and entitled to notice pursuant to 42 CFR §§ 405.1020(c) and 
405.1046(a). Unlike the 100 claims for 20 beneficiaries in the sample that are at issue in the 
present appeal, the remaining paid claims in the universe have not been reopened and revised. 
For the beneficiaries outside of the sample, the initial determinations allowing payment for their 
claims are binding and not subject to the present appeal. 42 CFR § 405.928(b). As a result, the 
beneficiaries outside of the sample are not parties to this case.  

The ALJ erred further in finding that “each beneficiary in the universe may have a financial 
interest in jeopardy” because claims in the sample were denied pursuant to § 1861(s)(7). ALJ at 
17. Section 1834(l) of the Act, which incorporates by reference "[t]he provisions of subpara-
graphs (A) and (B) of section 1842(b)(18),” provides that an ambulance supplier “may not bill 
(or collect any amount from) the individual or another person for any [ambulance service made 
on a fee schedule basis], except for deductible and coinsurance amounts.” Moreover, “[n]o 
person is liable for payment of any amounts billed for such a service in violation of the previous 
sentence.” Id; see also 42 CFR § 414.610(b). Since the initial determinations for the paid claims 
in the universe are binding, as a matter of law the beneficiaries outside of the sample are not 
liable for, and the Appellant cannot collect, more than the applicable deductible and coinsurance 
amounts.  

The ALJ also erred in finding that an extrapolated overpayment results in a “specific [but 
undefined] set of beneficiaries in the universe whose services are projected to be non-covered 
under § 1861(s)(7),” such that some beneficiaries in the universe may have financial liability due 
to the claim denials in the sample. ALJ at 17. Extrapolation projects only an overpayment 
amount owed by a provider or supplier. See Ruling 86-1 (explaining that “statistical sampling [is 
used] to project overpayments … when a case-by-case review is not administratively feasible”); 
see also Medicare Program Integrity Manual (MPIM), ch 8 § 8.4.1.2 (“The purpose of statistical 
sampling is “to calculate and project (i.e., extrapolate) the amount of overpayment(s) made on 
claims.”) The extrapolation has no legal effect on the paid claims in the universe and cannot 
affect the liability of beneficiaries whose paid claims are in the universe.  An ALJ is bound by 
statutes, regulations, and rulings by the Centers for Medicare & Medicaid Services (CMS). 42 
CFR §§ 405.1060(a)(4), 405.1063. Although not bound by CMS program guidance such as 
program memoranda and manual instructions, an ALJ “will give substantial deference to these 
policies if they are applicable to a particular case.” 42 CFR § 405.1062(a). If an ALJ chooses to 
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deviate from CMS’s manual instructions in a particular case, he or she must explain his 
reasoning for doing so. 42 CFR § 405.1062(b).  

Additionally, broad policy and procedural issues of public interest support own motion review in 
this case. Ruling 86-1 emphasizes “the Government's right to recover Medicare Trust Funds by 
reasonable means from those who have no right to retain them” and concludes that sampling 
provides the only feasible means for protecting the Medicare Trust Fund in situations in which 
“claims are voluminous and reflect a pattern of erroneous billing or overutilization and when a 
case-by-case review is not administratively feasible.” Federal courts have repeatedly and 
consistently upheld the Secretary’s right to use sampling. Congress has expressly affirmed 
CMS’s2 longstanding use of sampling, though limiting its use to cases such as the present one 
where “there is a sustained or high level of payment error; or … documented educational 
intervention has failed to correct the payment error.”3 § 1893(f)(3) of the Act. In the roughly 45-
year history of audit sampling in Medicare cases, extrapolation has been used often in ambulance 
cases. While issues regarding the statistical validity of the sample in those cases have been 
strongly contested,4 we are unaware of any cases finding extrapolation improper because of an 
unspecified potential financial jeopardy of an indeterminate set of beneficiaries in the universe. 
An affidavit from the Director of Investigations and Audits Group in the Center for Program 
Integrity (CPI) at CMS submitted with this request for review describes Medicare’s vulnerability 
to overpayments involving ambulance transports and attests to the ongoing need to use sampling 
to address this vulnerability. See Declaration of Mark Majestic at 2. 

The ALJ’s decision would effectively preclude CMS from using sampling in ambulance service 
cases. The ALJ has not identified any demonstrable financial interest that would be jeopardized 
by extrapolation, any beneficiary whose financial interest is in fact at risk, or any meaningful 
remedy that could result from providing appeal rights to a speculative at risk beneficiary. In 
Chaves v. Sullivan, the DC Circuit found that "the private interest at stake is easily outweighed 
by the government's interest in minimizing administrative burden, in light of the fairly low risk 
of error; so long as the extrapolation is made from a representative sample and is statistically 
significant, the government's interest predominates." The ALJ’s concern for the due process 
rights of beneficiaries is too speculative to overcome the government’s paramount authority to 
recoup improperly paid funds. 

 

Background:  

The Appellant submitted claims to Medicare Part B for basic life support, ground transportation 
services, and associated mileage, for dates of service from January 9, 2006 through November 

                                            
2 CMS refers also to its predecessor, the Health Care Financing Administration (HCFA).  
3 The Secretary’s determination of “sustained or high levels of payment errors” is not administratively or judicially 
reviewable under §§ 1869 or 1878 of the Act.  Section 1893(f)(3). 
4 See for example Transyd Entrs., L.L.C. v. Sebelius, No. 09 Misc. 292, 2012 WL 1067561, at *6 (SDTex March 27, 
2012), Maxxim Care EMS, Inc. v. Sebelius, 2011 WL 5977666, *1 (SD Tex Nov. 29, 2011). 



 

 
  Page 4 of 20  
 

28, 2009. See Exh 1 at 206–213.5 Medicare Part B initially reimbursed the Appellant for these 
claims. See id at 207. The ZPIC selected the Appellant for a post-payment statistical sampling 
review of the ambulance claims. See id. The investigation was “predicated on an anonymous 
complaint alleging that this ambulance company transport [sic] renal patients that can walk or do 
not meet Medicare criteria.” Id. Data analysis also showed the Appellant among the top 
providers billing for non-emergency transports. See id at 228. On October 20, 2010, the ZPIC 
requested ambulance transportation records for twenty (20) beneficiaries and one-hundred (100) 
claims. See id at 241. On April 3, 2012, the ZPIC issued a Notice of Overpayment Findings6 to 
the Appellant which was based on the sampling results. See id at 228 (stating the purpose of the 
letter “is to describe the steps involved in this audit process and the results, highlight billing 
discrepancies, and provide educational information to assist with your future claims for Medicare 
reimbursement”). The results showed a payment error rate of 100% within the sample. See id at 
205. The resulting extrapolated overpayment amount was $1,518,248.21 from an actual 
overpayment of $50,462.77. Id. The ZPIC explained in an overpayment summary: 

Claims were selected for review for medical review [sic] as a result of a postpayment 
review conducted by the ZPIC. Medical review was used to determine if the claims and 
the submitted documentation met Medicare requirements set forth by federal statue (Title 
XVIII of the Social Security Act) and regulations, the Medicare Program Integrity 
Manual, and the Puerto Rico Carrier’s Local Coverage Determinations). Twenty (20) 
Medicare beneficiaries’ medical records that contained paid claims were subjected to 
detailed medical review. All relevant documents and pertinent information were 
subjected to detailed medical review. All specific rules, regulations and guidelines 
utilized for this review were in effect when the review service was performed. 

The medical review determined that of the 100 claims and 3,486 units of service 
reviewed, 100 percent were denied. These services were denied for the following reasons: 

• The provider/supplier did not submit documentation to substantiate that services billed 
were covered. 

• The provider/supplier did not submit documentation to substantiate that it performed the 
services billed where there is a question as to whether the services were performed. 

• Documentation submitted does not support service/item billed. 

• Documentation contained conflicting information. 

• Medical record (Physician Certification Statements (PCS), ambulance trip sheets) not 
received.  

Id at 229. 

                                            
5 Exh 1 is not paginated and thus we cite to the Bates stamp for the page number. 
6 An additional Notice of Overpayment Findings appears in the record, dated March 30, 2012, and is addressed to 
H.R., President of Movimed PR Ambulance Inc. See Exh 1 at 275. 
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First Coast Options, Inc., the Medicare Administrative Contractor (MAC), issued a demand letter 
to the Appellant for the full extrapolated amount on April 23, 2012. See id at 194. The Appellant 
sent a statement of rebuttal to the MAC dated May 7, 2012, arguing that the cases were reopened 
in excess of the timeframe allowed for reopening cases. See id at 190. The Appellant also argued 
that “the ZPIC never solicited any additional information for us to provided [sic] that would 
clarify any doubts with any service rendered or provided.” Id at 193. The Appellant also noted 
the small number of sampled claims (100) in comparison with the total units of service (3486). 
See id. 

The Appellant requested a redetermination from the MAC. See id at 109. The Appellant did not 
contest the validity of the sample. See id at 249–254. The MAC issued an unfavorable decision, 
finding that an overpayment occurred and the Appellant was responsible for repayment of the 
claims. See id at 111. The MAC found that the medical information did not support that the 
services were reasonable and necessary. See id. The MAC also stated that the extrapolated 
amount was determined from a Statistically Valid Random Sample (SVRS). Id at 110. The MAC 
specifically reasoned that 

• The available medical record failed to demonstrate that the beneficiary is 
 Unable to get up from bed without assistance 
 Unable to ambulate; and 
 Unable to sit in a chair or wheelchair. 

• The provider failed to submit documentation to substantiate that the services 
billed were covered. 

• Documentation submitted does not support the service billed. Documentation 
does evidence that other means of transportation were contraindicated. 

• In many instances, the certificate of medical necessity and/or the ambulance 
run sheets were not received. 

• Documentation contained conflicting information. 

Id at 111.  

The Appellant requested a reconsideration from Q2 Administrators, LLC, the Qualified 
Independent Contractor (QIC), which upheld the MAC’s unfavorable decision. See id at 85.  The 
QIC found that both the actual and extrapolated amounts were valid and that Appellant was 
liable for repayment of the extrapolated amount. Id. In sum, the QIC found that the submitted 
documentation for 38 of the 100 claims did “not support that transports by other means would 
have endangered the patients’ health.” Id at 90. The QIC also denied coverage for 62 of the 100 
claims on the basis that documentation was not received or was incomplete. See id. The QIC also 
found that the extrapolation payment amount based on the statistical sampling process was valid. 
See id at 90–92. The QIC further found that the claims were properly reopened and that a waiver 
of liability under § 1870 of the Act was inapplicable. See id at 92–95. 

The Appellant requested a hearing before an ALJ. Exh 3 at 1. The QIC submitted a position 
paper before the ALJ hearing stating its position that the “facts of this case do not support that 
the beneficiary’s presenting condition was such that other means of travel were contraindicated.” 
See Exh 1 at 105.  
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The ALJ held a pre-conference hearing attended by counsel for the Appellant. ALJ at 2. The ALJ 
later held a telephonic hearing attended by counsel for the Appellant and two others testifying on 
behalf of the Appellant.7 Id. Two ZPIC staff represented the ZPIC as a non-party participant. Id. 
The Appellant did not contest the validity of the sample at the hearing. Id at 13. The ALJ 
subsequently issued a decision on April 29, 2016.8 

Although the ALJ found that the statistical sampling and extrapolation processes were valid, she 
raised procedural due process concerns to limit the Appellant’s overpayment responsibility to the 
ambulance claims identified in the sample. See id at 15–19. Specifically, the ALJ found that 
since § 1861(s)(7) of the Act was the basis for denial a limitation on liability pursuant to § 1879 
of the Act did not apply to protect the beneficiaries in this case, thus each beneficiary had a 
financial interest in jeopardy. Id at 16. The ALJ further reasoned that having a financial interest 
in jeopardy entitled the beneficiaries to notice and opportunity to participate in the ALJ hearing, 
as well as a copy of the ALJ decision. Id.  The ALJ found that “two distinct problems present in 
this case. First, this process cannot fully comply with 42 C.F.R. § 405.1020(c) or 405.1046(a), 
which adversely affects beneficiary procedural due process” because “the precise identities of 
potentially affected beneficiaries are unknown.” Id at 17. The ALJ explained: 

there is no manner in which one can determine which specific claims in the universe were 
projected by the CMS contractors as non-covered, and therefore overpaid, pursuant to § 
1861(s)(7) of the Act. There is therefore an indeterminate set of beneficiaries whose 
financial interests may be adversely affected by the outcome of the present appeal. 
Because there are no means by which these individuals can be identified, notice of 
hearing to which they are entitled cannot be afforded to them. This deprives these 
unspecified beneficiaries of an opportunity to participate in the hearing process and, 
consequently, to protect their financial interests. Moreover, these individuals cannot 
receive a copy of the final ALJ decision, which, if delivered, would inform them of their 
potential liability and the avenue through which they could obtain further administrative 
review. 

Id. The second problem arising from this situation, according to the ALJ, is that even if all 
potentially affected beneficiaries could be identified, the administrative efficiency of using 
sampling to project the overpayment is lost when ALJs and other adjudicators must provide 
notice of the denials and appeal rights to the affected beneficiaries. Id at 18. The ALJ determined 
that the only viable remedy for these problems is to set aside the extrapolated overpayment and 
limit recoupment to the claims in the sample. Id at 19.  

                                            
7 The pre-hearing conference and the hearing were conducted in Spanish.  
8 The ALJ decision states that “the sample beneficiaries have been afforded notice of hearing, an opportunity to 
participate in the appeal, and will be furnished with a copy of the ALJ decision.” ALJ at 19. However, the Notice of 
Decision does not indicate that any beneficiaries received copies. Neither the ZPIC, MAC, nor QIC appear to have 
sent notices or copies of decisions to the beneficiaries. We were unable to locate verifiable addresses for the sample 
beneficiaries in the administrative record or in the Medicare Appeals System database. We note further that the ALJ 
stated none of the beneficiaries elected to attend the hearing and some were deceased. ALJ at 2. For these reasons, 
and consistent with 42 CFR § 405.1110 (b)(2), we are sending copies of the referral only to the ALJ  and to the 
Appellant and Appellant’s representative, as identified in the ALJ’s Notice of Decision.    



 

 
  Page 7 of 20  
 

In all, the ALJ concluded that  

1. Pursuant to § 1893 of the [Social Security Act (the Act], HCFA Ruling 86-1, 
and the [Medicare Program Integrity Manual9] MPIM, Ch. 3, the ZPIC’s 
statistical sampling and subsequent extrapolation methodologies were valid. 
However, the extrapolated overpayment will be abandoned in this case; 
therefore, the Appellant’s overpayment will be limited to any non-covered 
ambulance claims identified in the sample. 

2. Medicare Part B covers a portion of the ambulance transportation and mileage 
claims because the Appellant’s documentation satisfied applicable coverage 
criteria; however, the remaining claims are non-covered pursuant to § 
1861(s)(7) of the Act because the use of other methods of transportation were 
not contraindicated by the beneficiaries’ conditions. [] 

3. Pursuant to § 1879 of the Act and HCFA Ruling 95-1, limitation on liability 
does not apply to any of the non-covered ambulance services at issue. 

4. Pursuant to § 1870 of the Act, recovery of the Appellant’s remaining 
overpayment amounts may not be waived because the Appellant was at fault 
for causing or accepting the Part B overpayment specified in the Beneficiary-
specific decisions. 

ALJ at 20–21 (emphasis added). The ALJ issued 20 beneficiary-specific decisions, all of which 
were unfavorable to the Appellant except for one decision.10 Id at 22–75. 

 

Applicable Law, Regulation, and Medicare Policy11:  

I. ALJ Review 

A party dissatisfied with a QIC’s decision on reconsideration may request a hearing before an 
ALJ. 42 CFR § 405.1000(a). “The issues before the ALJ include all the issues brought out in the 
initial determination, redetermination, or reconsideration that were not decided entirely in a 
party’s favor.” 42 CFR § 405.1032(a).  

The ALJ “conducts a de novo review and issues a decision based on the record.” 42 CFR 
§ 405.1000(d). An ALJ’s “decision must be based on evidence offered at the hearing or 
otherwise admitted into the record.” 42 CFR § 405.1046(a). An ALJ is bound by statutes, 
regulations, National Coverage Determinations (NCDs), and rulings by CMS. 42 CFR 
§§ 405.1060(a)(4), 405.1063. Although not bound by contractor Local Coverage Determinations 

                                            
9 CMS manuals are available online at http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Internet-
Only-Manuals-IOMs.html (visited June 19, 2016). 
10 The 20 beneficiary-specific decisions were organized alphabetically,  A–T. Each beneficiary-specific appeal was 
decided unfavorably for the Appellant except for the case of beneficiary L [O.M.]. See ALJ at 48, 51. The 
Attachment A spreadsheet that accompanies the ALJ’s decision contains what we believe to be a clerical error, 
showing beneficiary M [O.N.] to be the only favorable decision, when in fact beneficiary L is the only favorable 
decision. See ALJ at 48,51, 73. 
11 Additional law and policy is set forth as appropriate in the “Discussion” below.  
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(LCDs), Local Medical Review Policies (LMRPs), or CMS program guidance such as program 
memoranda and manual instructions, an ALJ “will give substantial deference to these policies if 
they are applicable to a particular case.” 42 CFR § 405.1062(a). If an ALJ chooses to deviate 
from CMS’s manual instructions in a particular case, he must explain his reasoning for doing so. 
42 CFR § 405.1062(b). 

The Medicare Appeals Council (Council) may decide on its own motion to review an ALJ’s 
decision. 42 CFR § 405.1110(a). CMS or its contractors may refer an ALJ’s decision to the 
Council for own motion review “if, in their view, the decision or dismissal contains an error of 
law material to the outcome of the claim” or if “(i) CMS or its contractor participated in the 
appeal at the ALJ level; and (ii) In CMS’ view, the ALJ’s decision or dismissal is not supported 
by the preponderance of evidence in the record or the ALJ abused his or her discretion.” 42 CFR 
§ 405.1110(b)(1). “In deciding whether to accept review under this standard, the [Council] will 
limit its consideration of the ALJ’s action to those exceptions raised by CMS.” 42 CFR 
§ 405.1110(c). Nevertheless, the Council’s review of an ALJ’s decision is de novo. 42 CFR 
§ 405.1100(c).  

Congressional Authority through the Social Security Act 

Congress established the Medicare Integrity Program “under which the Secretary shall promote 
the integrity of the [M]edicare program by entering into contracts in accordance with this section 
with eligible entities, or otherwise, to carry out the activities described in subsection (b).” § 
1893(a). Activities authorized to promote the integrity of the Medicare program include, but are 
not limited to the 

 [r]eview of activities of providers…furnishing items and services for which payment 
may be made, including medical and utilization review and fraud review…audit of cost 
reports, determinations as to whether payment should not be, or should not have been, 
made…and recovery of payments that should not have been made, and education of 
providers of services, beneficiaries, and other persons with respect to payment integrity 
and benefit quality assurance issues. 

§ 1893(b)(1)–(4) of the Act.  

Congress has authorized the use of extrapolation when “the Secretary determines that (A) there is 
a sustained or high level of payment error; or (B) documented educational intervention has failed 
to correct the payment error.” § 1893(f)(3). Congress precludes “administrative or judicial 
review under section 1869, section 1878, or otherwise, of determinations by the Secretary of 
sustained or high levels of payment errors.” Id. 

CMS Ruling: HCFA 86-1 

CMS, formerly the Health Care Financing Administration (HCFA), Ruling 86-1 sets forth 
CMS’s policy regarding use of statistical sampling, including its authority and rationale for 
conducting sampling. The purpose of Ruling 86-1 is to allow for the use of statistical sampling 
“to project overpayments to providers and suppliers when claims are voluminous and reflect a 
pattern of erroneous billing or overutilization and when a case-by-case review is not 
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administratively feasible.” HCFA Ruling 86-1. The Ruling reiterates public policy 
considerations: 

The Government’s common law right to recoupment, and its corollary power of recovery 
by offset, are based on strong considerations of public policy. All funds at the disposal of 
the Government belong to the public. As custodian of these funds, a Federal agency has 
the fundamental obligation to ensure that Federal funds are spent only for those purposes 
permitted by law. Accordingly, if the public’s money has been expended in a manner not 
authorized by statute, the agency’s obligation requires it to take administrative actions 
necessary to prevent an unjust enrichment by the recipient at the expense of the Federal 
treasury. 

Id  at 86-1-4 (internal citations omitted).  Ruling 86-1 explains that since 

contractors process vast numbers of Medicare claims…an interpretation that…the Act 
mandates that a 100 percent review of cases be conducted before [CMS] or its contractors 
can determine that providers or suppliers have been overpaid would make it virtually 
impossible for [CMS] to implement these stator provisions in many cases. A case-by-case 
review could require a significant diversion of staff from the ongoing claims process, and 
the cost of determining the amount of an overpayment would be prohibitively high unless 
a sampling method were used. To fulfill the congressional intent, [CMS] must adopt 
realistic and practical auditing procedures. The alternative is to conclude that the intent of 
Congress was that, if case-by-case overpayment determinations are not administratively 
feasible, the Medicare Trust Funds must forego restitution of funds improperly obtained 
by providers and suppliers. We do not believe that was Congress’ intent. 

Id at 86-1-6. 

In cases where coverage is denied under a provision that allows a limitation on the beneficiary’s 
liability under § 1879 of the Act, “the use of sampling to determine overpayments for medically 
unnecessary services or custodial care does not deprive a provider of its right to bill those 
beneficiaries who knew or should have known that they were receiving these services. Id at 86-1-
7.  Providers may, in order to “bill individual beneficiaries not included in the sample…identify 
those individuals who were previously informed that they were receiving noncovered services by 
inquiring of the intermediary…as to whether it sent a notice to the individual.” Id at 86-1-8. 
However,  

[e]ven if we assume that a provider is effectively precluded from billing a beneficiary in 
certain cases, this assumption would not bar the Government from its fundamental 
obligation to ensure that Federal funds are spent only for those purposes permitted by 
law. As between the provider and the Government, strong considerations of public policy 
favor recovery. 

Id (emphasis added). 

Ruling 86-1 also maintains the provider’s right to challenge the sampling methodology, noting 
that the burden is on the provider to demonstrate that the sample is not statistically valid or to 
“challenge the correctness of the determination in specific cases identified by the sample.” Id.  
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CMS Policy Regarding the Medicare Program Integrity Program 

The MPIM “reflects the principles, values, and priorities of the Medicare Integrity Program 
(MIP). The primary principle of Program Integrity (PI) is to pay claims correctly.” MPIM ch 4 § 
4.1. CMS, as the administrator of the Federal Medicare program, emphasizes “[a]ddressing 
improper payments in the Medicare-fee-for-service (FFS) program and promoting compliance 
with Medicare coverage and coding rules as a top priority.” Id at ch 1 § 1.3. This endeavor 
requires effective coordination with various types of Medicare contractors and providers. Id.  

CMS also contracts with program safeguard contractors (PSCs) and zone program integrity 
contractors (ZPICs) to indentify and stop potential fraud. Id at § 1.7. Their main goal is to 
identify cases of suspected fraud and develop them so that action can be taken to protect the 
Medicare Trust Fund. Id. These contractors employ data analysis as a general method of review 
or in response to information concerning complaints. Id at ch 2 § 2.1C. 

Data analysis is a tool for identifying actual or potential claim payment errors. Data 
analysis applies well-established statistical methods to claim information and other 
related data to identify potential errors and potential fraud by claim characteristics (e.g., 
diagnoses, procedures, providers, or beneficiaries) individually or at an aggregate level. 

Id. at B. “High error rate and/or potential overutilization, identified by data analysis, are reasons 
to perform postpayment review and represent sufficient cause to reopen claims in accordance 
with 42 CFR 405.986.” Id at ch 3 § 3.5.1.  

The Medicare Financial Management Manual (MFMM) describes policy with respect to 
overpayments:  

Once a determination of an overpayment has been made, the amount is a debt owed by 
the debtor to the United States Government.  

Under the Federal Claims Collection Act of 1966, as amended, each agency of the 
Federal Government (pursuant to regulations jointly promulgated by the Attorney 
General and the Comptroller General of the U.S.) must attempt collection of claims of the 
Federal Government for money arising out of the activities of the agency. The FI or 
carrier will not be liable for overpayments it makes to debtors in the absence of fraud or 
gross negligence on its part, however once an intermediary or carrier determines an 
overpayment has been made it must attempt recovery of overpayments in accordance 
with CMS regulations.  

The Federal Claims Collection Act requires timely and aggressive efforts to recover 
overpayments, including efforts to locate the debtor where necessary, demands for 
repayment, and establishment of repayment schedules, suspension of interim payments 
by intermediaries to institutional providers, and recoupment or setoff, where appropriate.  

In addition, The Debt Collection Improvement Act of 1996 requires Federal agencies to 
refer eligible delinquent debt to a Treasury designated Debt Collection Center (DCC) for 
cross servicing and offset. CMS is mandated to refer all eligible debt over 180 days 
delinquent for cross servicing and offset. 
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Id at ch 3 § 10. 

Case Law 

The Supreme Court has long recognized the Federal Government’s inherent right to recover 
monies erroneously paid out. See United States v. Carr, 132 US 644, 650 (1890). The Federal 
Government may enforce its right of recoupment by reasonable means, and it may exercise that 
right without resorting to litigation by offsetting the amount against sums otherwise due. See 
United States v. Munsey Trust Co., 332 US 234, 239–40 (1947). Federal courts have also 
specifically recognized policy considerations behind statistical sampling and extrapolation.  The 
D.C. Circuit recognized that “the Secretary generally has the duty and power to protect against 
overpayments to providers.” Chaves County Home Health v. Sullivan, 931 F.2d 914 (D.C. Cir. 
1991) (upholding the legality of statistical sampling). The court further stated that “it is not 
apparent to us that the regulatory scheme becomes invalid simply because it requires the 
protesting provider rather than the agency to bear the burden.” Id (speaking to provider’s burden 
to challenge the validity of the extrapolation). “Absent an explicit provision in the statute that 
requires individualized claims adjudications for overpayment assessments against providers, the 
private interest at stake is easily outweighed by the government interest in minimizing 
administrative burdens.” Id (citing Mathews v. Eldridge, 424 US 319, 335 (1976)).  

 

Discussion:  

Because these claims for ambulance services were denied pursuant to § 1861(s)(7) of the Act, the 
limitation on liability provision of § 1879 of the Act does not apply to protect beneficiaries from 
liability. The ALJ found that this lack of protection creates a financial interest not only for the 
beneficiaries in the sample but also for the unidentified set of beneficiaries in the universe whose 
financial liability is potentially in jeopardy. Because this indeterminate set of beneficiaries in the 
universe cannot feasibly be afforded an opportunity to appeal pursuant to 42 CFR §§ 
405.1020(c) and 405.1046(a), the ALJ found that due process and related policy concerns 
necessitate limiting recoupment to payment in the sampled claims. This request for review 
addresses only the ALJ’s decision to setting aside the extrapolated overpayment resulting from a 
postpayment review of the Appellant’s claims for ambulance services. 

I. The beneficiaries in the universe are not parties to the appeal because their paid 
claims have not been reopened and revised. 

Initial determinations and appeals relating to a claim for benefits under Part A or B. 

The Medicare claims appeals process is limited to specific types of Medicare determinations, 
such as coverage and payment of claims, which have been properly appealed by a party. 42 CFR 
§ 405 Subpart I establishes, in pertinent part, “the requirements for appeals of initial 
determinations for benefits under Part A or Part B of Medicare, including … [a]ny … initial 
determination relating to a claim for benefits under Part A or Part B.” 42 CFR § 405.900(b)(3) 
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(emphasis added).12 The regulations outline the claims appeal process generally and explain that 
the operation begins when, “The Medicare contractor makes an initial determination when a 
claim for Medicare benefits under Part A or Part B is submitted.” 42 CFR § 405.904(a)(2). Next, 
“A beneficiary who is dissatisfied with the initial determination may request that the contractor 
perform a redetermination of the claim if the requirements for obtaining a redetermination are 
met.” Id. 

42 CFR § 405.924(b) provides a non-comprehensive list of the kinds of actions that constitute 
initial determinations in the claims appeal process, including, for example, “[i]f the items and/or 
services furnished are covered under title XVIII [and] [i]n the case of determinations on the basis 
of section 1879(b) or (c) of the Act, if the beneficiary, or supplier who accepts assignment” are 
liable for non-covered services. See also the Medicare Claims Processing Manual (MCPM), ch 
29 § 200. Actions that are not initial determinations are not appealable under 42 CFR § 405 
Subpart I. 42 CFR § 405.926. Initial determinations on claims for services that have been paid 
are binding unless appealed or reopened and revised. 42 CFR § 405.928(b).  

Payment for ambulance services. 

Section 1834(l) of the Act establishes that ambulance services will be paid on a fee schedule. See 
also 42 CFR § 414.601. Section 1834(l) also incorporates by reference certain beneficiary 
liability protections by providing that, "[t]he provisions of subparagraphs (A) and (B) of section 
1842(b)(18) shall apply to ambulance services for which payment is made under this subsection 
in the same manner as they apply to services provided by a practitioner described in section 
1842(b)(18)(C)." § 1834(1)(6). Section 1842(b)(18) of the Act provides as follows: 

(A) Payment for any service furnished by a practitioner described in subparagraph (C) 
and for which payment may be made under this part on a reasonable charge or fee 
schedule basis may only be made under this part on an assignment-related basis. 

(B) A practitioner described in subparagraph (C) or other person may not bill (or collect 
any amount from) the individual or another person for any service described in 
subparagraph (A), except for deductible and coinsurance amounts applicable under 
this part. No person is liable for payment of any amounts billed for such a service in 
violation of the previous sentence. 

Emphasis added. 42 CFR § 414.610(b) provides that, with implementation of the ambulance fee 
schedule in 2002, “all payments made for ambulance services are made only on an assignment-
related basis.” As a basis for payment, “Ambulance suppliers must accept the Medicare allowed 
charge as payment in full and may not bill or collect from the beneficiary any amount other than 
the unmet Part B deductible and Part B coinsurance amounts.” Id (emphasis added). 
Furthermore, “Violations of this requirement may subject the provider or supplier to sanctions, 
as provided by law (part 402 of this chapter).”  

 Sampling procedures and appeals of cases involving sampling.  

                                            
12 42 CFR § 405.900(b)(1) and (2) regard initial determinations and appeals of an individual’s entitlement to benefits 
and  the amount of benefits available to an individual, respectively. Neither applies in the present appeal. 



 

 
  Page 13 of 20  
 

When using statistical sampling to estimate the overpayment amount, the contractor reopens a 
sample of the supplier’s claims and issues revised initial determinations on the denied claims in 
the sample. The contractor does not review or revise claims outside of the sample, and the 
recoupment of the estimated overpayment as applied to the universe of claims has no legal effect 
on the claims in the universe. 

Chapter 8 of the MPIM sets forth CMS’s policies and procedures regarding sampling. The major 
steps in sampling include “(1) Selecting the provider or supplier; (2) Selecting the period to be 
reviewed; (3) Defining the universe, the sampling unit, and the sampling frame; (4) Designing 
the sampling plan and selecting the sample; (5) Reviewing each of the sampling units and 
determining if there was an overpayment or an underpayment; and, as applicable, (6) Estimating 
the overpayment.” MPIM, ch 8 § 8.4.1.3. Once a PSC or ZPIC determines an overpayment 
exists, it notifies the provider or supplier and forwards the case to the MAC to issue a demand 
letter for recoupment. Id at § 8.4.7.1. On appeal, “If the decision issued … contains either a 
finding that the sampling methodology was not valid, and/or reverses the revised initial claim 
determination, [the contractor] shall take appropriate action to adjust the extrapolation of 
overpayment.” Id at § 8.4.9 (emphasis added). See also id at § 8.4.9.2 (“If the decision on appeal 
upholds the sampling methodology but reverses one or more of the revised initial claim 
determinations, the estimate of overpayment shall be recomputed and a revised projection of 
overpayment issued.”) These program instructions are consistent with Ruling 86-1, which 
explains that, when appealing an extrapolated overpayment, “[t]he provider could attack the 
statistical validity of the sample, or it could challenge the correctness of the determination in 
specific cases identified by the sample (including waiver of liability where medical necessity or 
custodial care is at issue).”13 Neither the Ruling nor the MPIM describes any consequence that 
extrapolation has on paid claims in the universe or contemplates that challenging an extrapolated 
overpayment would implicate appeals of claims not in the sample.  

 

In the present case, the ZPIC conducted a postpayment medical review on a statistically valid 
random sample of 100 paid claims for ambulance services furnished to 20 Medicare 
beneficiaries. The ZPIC reopened the initial determinations in those cases and the MAC issued 
revised initial determinations denying payment for those claims. The 100 claims for those 20 
beneficiaries are at issue in the present appeal. The Appellant challenged the revised initial claim 
determinations but not the validity of the statistical sampling. The ALJ reversed the claim for one 
beneficiary and found that the ZPIC’s sampling methodology was statistically valid. ALJ at 48–
50 and 14.  

The ALJ noted correctly that each beneficiary in the universe has had a claim for ambulance 
services made on his or her behalf; ZPIC documentation in the record explains that the sample of 
100 claims was derived from Medicare beneficiaries whose 3486 claims had been paid. See Exh 
1 at 205, 207, and 309–310. The initial determinations allowing payment in those cases are 
binding and not subject to the present appeal. 42 CFR § 405.928. Unlike the 100 claims in the 

                                            
13 Ruling 86-1does not consider a beneficiary’s right to appeal a sampling case. 
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sample, claims outside of the sample have not been reopened and revised and are not subject to 
the present appeal. Accordingly, beneficiaries whose claims are all outside of the sample are not 
parties to the case.  

Because paid claims outside of the sample have not been reopened and revised, the beneficiaries 
in the universe have no liability. Pursuant to § 1834(1)(6), incorporating by reference § 
1842(b)(18)(A) and (B), an ambulance supplier “may not bill (or collect any amount from) the 
individual or another person for any [ambulance service made on a fee schedule basis], except 
for deductible and coinsurance amounts …. No person is liable for payment of any amounts 
billed for such a service in violation of the previous sentence.” See also 42 CFR § 414.610(b). 
Furthermore, “Violations of this requirement may subject the provider or supplier to sanctions, 
as provided by law (part 402 of this chapter).” 42 CFR § 414.610(b).  

The ALJ found that, “where the protections against liability do not apply, it follows that each 
beneficiary in the universe may have a financial interest in jeopardy when the sample ambulance 
services are excluded from coverage pursuant to § 1861 (s)(7) of the Act.” See ALJ at 17. The 
ALJ’s determination is contrary to Medicare law. Beneficiaries in the universe whose paid 
claims have not been reopened and revised have no financial interest that may be affected by the 
ALJ’s decision. Because the initial determinations for those paid claims are binding, 
beneficiaries are protected from liability.  

The ALJ’s conclusion that the beneficiaries outside of the sample have a financial interest in the 
appeal rests on the presumption that an extrapolated overpayment produces (or describes) a 
“specific [but undefined] set of beneficiaries in the universe whose services are projected to be 
non-covered under § 1861(s)(7).” Id at 17. That is, ALJ infers that extrapolation projects not only 
an overpayment amount but also non-coverage to “a proportionate number [of claims] within the 
universe.” Id at 16. The ALJ reasoned that this financial interest extends to all beneficiaries in 
the universe as follows: 

The underlying law and policy that authorized SGS’s extrapolation from a sample 
medical necessity analysis assumes that because the sample claims sufficiently represent 
the claims universe, the legal basis upon which the sample units are deemed non-covered, 
and therefore overpaid, is rightfully projected by CMS or its contractors as the legal basis 
underlying the estimated overpayment across the universe. In the present case, 
application of this principle would mean that because the Appellant’s sample units failed 
to satisfy the Act § 1861(s)(7) definition of “ambulance service,” SGS is permitted by law 
to forego individual scrutiny of all 3486 ambulance units and to presume that a 
proportionate number within the universe would also fail to satisfy this definition. In this 
way, § 1861(s)(7) served as the projected legal basis for non-coverage upon which the 
Appellant’s estimated overpayment was premised. 

Id at 16 (emphasis added).  

The ALJ’s decision that an indeterminate set of beneficiaries in the universe are parties to an 
indeterminate set of claims that have been or should be denied misconstrues the operation and 
effect of sampling and extrapolation. Contrary to the ALJ’s description, extrapolation does not 
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result in specific but indeterminate set of beneficiaries in the universe whose services are 
projected to be non-covered. Extrapolation merely produces an estimated overpayment amount. 
See MPIM, ch 8 § 8.4.1.2. (“The purpose of statistical sampling is “to calculate and project (i.e., 
extrapolate) the amount of overpayment(s) made on claims.”). As discussed above, when using 
sampling to estimate the overpayment, contractors do not review or revise claims outside of the 
sample, and recoupment of the estimated overpayment as applied to the universe of claims has 
no legal effect on the claims in the universe. 

In Chaves County Home Health Service v. Sullivan, a 1991 case upholding the Secretary’s right 
to use sampling for overpayment estimation, the provider-appellants argued that sampling “is 
unauthorized because their right to appeal specific claim denials has been foreclosed.” The US 
Court of Appeals for the DC Circuit directly addressed the question of “what ‘determination’ 
was made in these cases that could be subject to appeal.” The Court held, “Sample adjudication 
is not … a determination that some particular, though unidentified claims outside the sample 
should have been denied; instead, it is a monetized estimate of the scope of a provider's 
overcharges derived from a sample.” 931 F.2d 921 (DC Cir 1991). The Court’s determination is 
consistent with Ruling 86-1 and MPIM sampling guidelines, as well as with the regulatory 
scheme regarding adjudication and appeals of initial determinations of claims for services.  

The ALJ also cites Ruling 86-1 for the proposition that CMS “expressly contemplates that 
liability may apply to beneficiaries in the sample and the universe alike.”14 ALJ at 16. The ALJ 
reasons that, since “beneficiaries in the universe may potentially be held liable for services 
projected to be medically unnecessary or custodial where the protections against liability do not 
apply, it follows that each beneficiary in the universe may have a financial interest in jeopardy 
when the sample ambulance services are excluded from coverage pursuant to § 1861 (s)(7) of the 
Act.” ALJ at 16. The portion of Ruling 86-1 upon which the ALJ relied is inapposite to the 
present case.  

Ruling 86-1 explains that, in cases where § 1879 does apply (e.g., § 1862(a)(1)(A) denials), and 
a beneficiary not in the sample has received actual notice that services might be non-covered, the 
provider may bill the beneficiary. Section 1879 of the Act provides a mechanism for assigning 
liability for a denied claim to a provider or supplier or a beneficiary, or waiving liability if 
neither the provider or supplier nor the beneficiary knew or could have reasonably been expected 
to know that services were not covered. If the beneficiary has received notice of non-coverage, 
then liability shifts from the provider or supplier to the beneficiary. That situation does not exist 
in this case. Claims in the universe were paid to an ambulance supplier pursuant to § 1834(1)(6) 
of the Act, according to which the supplier is precluded from billing beneficiaries for more than 
the applicable deductible and coinsurance. 42 CFR § 414.610(b). As a matter of law, absent a 

                                            
14 The passage in Ruling 86-1 to which the ALJ refers states: 

The use of sampling to determine overpayments for medically unnecessary services or custodial care does 
not deprive a provider of its right to bill those beneficiaries who knew or should have known that they were 
receiving these services.... [A] provider that wishes to bill individual beneficiaries not included in the 
sample can identify those individuals who were previously informed that they were receiving non-covered 
services by inquiring of the intermediary or PRO as to whether it sent a notice to the individual. 
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reopening of claims in the universe resulting in § 1861(s)(7) denials, the beneficiaries in the 
universe have no financial interest in jeopardy. 

Ruling 86-1 frames the Secretary’s justification for using sampling largely in the context of 
responding to several specific objections to sampling made by a particular provider, including 
the related arguments that “[s]ection 1879 of [the Act] contemplates that medical necessity and 
custodial care coverage determinations will be made only by means of a case-by-case review,” 
and “[w]hen sampling is used, providers are not able to bill individual beneficiaries not in the 
sample group for the services determined to be noncovered,” thus depriving the provider of due 
process. Ruling 86-1. CMS responded that, “that the statutory provisions limiting provider or 
beneficiary liability preclude the use of sampling.” Id. In cases where § 1879 generally applies, a 
beneficiary would only be liable if the provider, a Peer Review Organization (PRO) or a 
Medicare contractor had notified the beneficiary in writing that the service would likely not be 
covered. Id. CMS explained that “a provider that wishes to bill individual beneficiaries not 
included in the sample can identify those individuals who were previously informed that they 
were receiving noncovered services by inquiring of the intermediary or PRO as to whether it sent 
a notice to the individual,” adding that the provider would likely not have billed Medicare if it 
had notified the beneficiary that services were not covered. Id.  

Although the Ruling addresses the provider’s rights under § 1879 generally, it does not address 
the rights of beneficiaries in an extrapolated overpayment case, nor does the Ruling explain how 
a provider’s recoupment from a beneficiary in the above scenario would be effectuated or what 
procedures would apply. Presumably, at the request of the provider, the contractor would reopen 
and revise those beneficiaries’ claims, which would result in new initial determinations and 
appeal rights for those denials. We do not read Ruling 86-1 to mean that a provider could, on its 
own initiative, start billing beneficiaries whose claims have been paid and whom the provider 
believes “should have known” that services would not be covered without those beneficiaries 
being granted an opportunity to appeal. Regardless, Ruling 86-1 does not purport that 
extrapolation results in denials of claims outside of the sample; it does not authorize suppliers to 
treat paid claims in the universe as denied claims; and it does not consider liability of 
beneficiaries in the universe other than those who have received actual notice that services would 
be denied. Accordingly, the ALJ relied in error on Ruling 86-1 as a basis for finding that, in this 
case, beneficiaries have a financial interest in jeopardy.  

 

II. The ALJ’s decision presents broad policy and procedural issues because it 
improperly precludes the Federal Government from recouping improperly paid 
funds.  

Medicare’s ability to recoup money overpaid by the Medicare Trust Funds is paramount. The 
ALJ’s decision has the effect of severely restricting CMS’s ability to recover money held in 
public trust. 

Ruling 86-1, effective in 1986, acknowledged the “Government’s common law right to recover 
overpayments” that had been established many years prior to the ruling. The ruling further 
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reaffirmed CMS’s policy of using statistical sampling as consistent with the government’s right 
to recover overpayments. Numerous federal courts have consistently upheld the government’s 
right to employ sampling. See, for example, Chaves County Home Health v. Sullivan, 931 F.2d 
914 (DC Cir 1991). Congress also passed legislation expressly authorizing sampling through § 
1893 of the Act. CMS has published program instruction setting forth its policy concerning 
statistical sampling and extrapolation. See MPIM ch 8.  

Importantly, sampling has been used routinely in ambulance cases. In the 45-year history of 
sampling in Medicare cases, neither Congress nor CMS has suggested that extrapolation is not 
appropriate for cases involving § 1861(s)(7) denials. We are unaware of any federal court 
decision in which an extrapolated overpayment involving § 1861(s)(7) denials was challenged on 
the basis that sampling implicates the due process rights of beneficiaries outside of the sample. 
The general premise of whether CMS can use statistical sampling in such cases has never been 
an issue. See, for example, Transyd Enterprises, LLC v. Sebelius, 2012 WL 1067561 (SD TX 
March 27, 2012).  

The purpose of Ruling 86-1 is to allow for the use of statistical sampling “to project 
overpayments to providers and suppliers when claims are voluminous and reflect a pattern of 
erroneous billing or overutilization and when a case-by-case review is not administratively 
feasible.” Ruling 86-1. As a matter of public policy, Medicare funds at the disposal of the 
Government belong to the public. See id.  CMS, as custodian of these funds, “has the 
fundamental obligation to ensure that Federal funds are spent only for those purposes permitted 
by law,” and it must “take administrative actions necessary to prevent an unjust enrichment by 
the recipient at the expense of the Federal treasury.” Id at 86-1-4. CMS states that sampling 
furthers Congressional intent because the alternative—requiring administratively burdensome 
case-by-case determinations—would result in allowing “the Medicare Trust Funds [to] forego 
restitution of funds improperly obtained by providers and suppliers. We do not believe that was 
Congress’ intent.” Id. at 86-1-6. In cases where sampling would result in a provider’s inability to 
bill a beneficiary for services recouped, “this assumption would not bar the Government from its 
fundamental obligation to ensure that Federal funds are spent only for those purposes permitted 
by law. As between the provider and the Government, strong considerations of public policy 
favor recovery.” Id at 86-1-8. 

In Chaves, the DC Circuit upheld an overpayment amount based on statistical sampling and 
extrapolation. Chaves County Home Health v. Sullivan, 931 F.2d 914 (DC Cir 1991). The court 
found that procedural due process was not violated, and, weighing the interests involved, stated 
“[a]bsent an explicit provision in the statute that requires individualized claims adjudications for 
overpayment assessments against providers, the private interest at stake is easily outweighed by 
the government interest in minimizing administrative burdens.” Id. Numerous other federal cases 
have upheld statistical sampling and extrapolation in calculating Medicare overpayments. See 
Mile High Therapy Centers, Inc. v. Bowen 735 F. Supp. 984 (D. Colo. 1988); Ratanasen v. Calif. 
Dept of Health Services, 11 F.3d 1467 (9th Cir 1993); Webb v. Shalala, 49 F. Supp. 2d 1114 
(WD AR 1999); and United States v. Cabrera-Diaz and Arbona 106 F. Supp. 2d 234 (D PR 
2000). Furthermore, statistical sampling and extrapolation have been employed regularly in 
ambulance cases and the general premise of whether CMS can use statistical sampling in such 
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cases has never been an issue. While the statistical validity of the sample has been challenged in 
such cases, questions regarding potential liability of beneficiaries in the universe have not arisen. 
See, for example, Transyd Enterprises, LLC v. Sebelius, 2012 WL 1067561 (SD TX March 27, 
2012). 

Congress enacted section 1893 of the Act, establishing the Medicare Integrity Program. 
Activities authorized to promote the integrity of the Medicare program include, but are not 
limited to the 

 [r]eview of activities of providers…furnishing items and services for which payment 
may be made, including medical and utilization review and fraud review…audit of cost 
reports, determinations as to whether payment should not be, or should not have been, 
made…and recovery of payments that should not have been made, and education of 
providers of services, beneficiaries, and other persons with respect to payment integrity 
and benefit quality assurance issues. 

§ 1893(b)(1)–(4) of the Act. Congress limited the use of extrapolation to situations in which “the 
Secretary determines that (A) there is a sustained or high level of payment error; or 
(B) documented educational intervention has failed to correct the payment error.” § 1893(f)(3) of 
the Act. Further, the Act precludes “administrative or judicial review under section 1869, 
section 1878, or otherwise, of determinations by the Secretary of sustained or high levels of 
payment errors under this paragraph.” Id. 

CMS’s manual guidance “reflects the principles, values, and priorities of the Medicare Integrity 
Program (MIP). The primary principle of Program Integrity (PI) is to pay claims correctly.” 
MPIM ch 4 § 4.1. CMS emphasizes “[a]ddressing improper payments in the Medicare-fee-for-
service (FFS) program and promoting compliance with Medicare coverage and coding rules as a 
top priority.” Id at ch 1 § 1.3. This endeavor requires effective coordination with various types of 
Medicare contractors, providers, and suppliers. Id. CMS contracts with program safeguard 
contractors (PSCs) and zone program integrity contractors (ZPICs). Id at § 1.7. These contractors 
employ data analysis as a general method of review or in response to information concerning 
complaints. Id at ch 2 § 2.1C. 

Data analysis is a tool for identifying actual or potential claim payment errors. Data 
analysis applies well-established statistical methods to claim information and other 
related data to identify potential errors and potential fraud by claim characteristics (e.g., 
diagnoses, procedures, providers, or beneficiaries) individually or at an aggregate level. 

Id. at B. “High error rate and/or potential overutilization, identified by data analysis, are reasons 
to perform postpayment review and represent sufficient cause to reopen claims in accordance 
with 42 CFR 405.986.” Id at ch 3 § 3.5.1. 

The MACs, Recovery Auditors, and ZPICs have the discretion to select cases for 
postpayment review on a claim-by-claim basis or use statistical sampling for 
overpayment estimation. 
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 o When MACs, Recovery Auditors, and ZPICs conduct claim-by-claim postpayment 
review, they shall only collect or refund the actual overpayment or underpayment 
amount.  

o When MACs, Recovery Auditors, and ZPICs conduct statistical sampling for 
overpayment estimation as specified in PIM chapter 8, they shall extrapolate the 
sampling results to the known universe of similar claims when calculating the projected 
overpayment or underpayment amount. 

Id at § 3.5.2 (emphasis added).  The MFMM further describes the broad policy concerning 
overpayments by stating that “[o]nce a determination of an overpayment has been made, the 
amount is a debt owed by the debtor to the United States Government,” and that federal agencies 
that have issued overpayments “must attempt recovery in accordance with CMS regulations.” 
Ch. 3 § 10.  

CMS also published specific guidelines with respect to statistical sampling and extrapolation. 
According to the MPIM, the purpose of the instructions is “to ensure that a statistically valid 
sample is drawn and that statistically valid methods are used to project an overpayment where 
the results of the review indicate that overpayments have been made.” MPIM, ch 8 § 8.4.1.1 
(formerly ch 3 § 10.1.5).  

CMS submits with this referral the attestation of Mark Majestic, Director of Investigations and 
Audits Group in the Center for Program Integrity (CPI). The attestation addresses why sampling 
in ambulance cases is necessary to accomplish the objectives of the Medicare Integrity Program, 
generally and in this case. Importantly, the attestation describes Medicare’s vulnerability to 
overpayments involving ambulance transports and concludes that “[i]f there is no practical way 
for CMS or its contractors to extrapolate ambulance overpayments, a large program integrity 
vulnerability will exist.” Declaration of Mark Majestic at 2. 

The ALJ in this case found that the ZPIC’s methodology used in conducting the statistical 
sample and extrapolated overpayment calculations was valid and that the Appellant failed to 
meet its burden to invalidate the overpayment total. See ALJ at 14. However, the ALJ’s ultimate 
conclusion on this issue effectively precludes Medicare from recouping the extrapolated 
overpayment due. See id at 15–19 (citing procedural due process concerns). The ALJ 
acknowledges that “[s]ampling and extrapolation methodologies are therefore not only consistent 
with the government’s right to recover overpayments; they are a necessary means by which the 
government exercises that right.” Id at 18. Yet, she fails to fully apply this policy in finding that 
“the administrative efficiency created by sampling and extrapolation methodologies is lost when 
applied to post payment ambulance reviews…” Id. She bases such reasoning on a flawed 
understanding of the liability within the beneficiary universe (supra Section I of Discussion).  On 
the one hand, the ALJ upholds the use of statistical sampling, extrapolation, and the policy 
reasons for it. On the other hand, she simultaneously renders the process useless in achieving the 
government’s longstanding policy aims reiterated in the Medicare Integrity Program and its 
history. Thus, the ALJ reaches an absurd result that contradicts the well-established policy 
behind the statistical sampling and extrapolation process.  
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In weighing the Government’s interest against the private interests in this case, the scales clearly 
favor the governmental interest. See Chaves, 931 F.2d 914 (D.C. Cir. 1991) (finding that “the 
private interest at stake is easily outweighed by the government interest in minimizing 
administrative burdens”). The ALJ’s finding of potential liability or financial interest for 
beneficiaries in the universe is too abstract to favor setting aside longstanding governmental 
policy in recouping overpayments. The ALJ admits that “given the nature of the CMS approved 
extrapolation methodologies SGS employed, the precise identities of potentially affected 
beneficiaries are unknown.” ALJ at 17. Yet, the ALJ reaches a conclusion that favors a potential 
financial interest in undefined beneficiaries over the administrative burden of conducting case-
by-case reviews in such cases or the alternative drain on Medicare monies held in public trust 
where recoupment is limited to only those beneficiaries in the sample. It is well-known in both 
common law and CMS policy that in large overpayment cases such as the present one, 
“statistical sampling is the only feasible method available.” See Chaves, 931 F.2d 914 (D.C. Cir. 
1991) (citing Illinois Physicians Union v. Miller, 675 F.2d 151 (7th Cir. 1982)); see also Ruling 
86-1 (stating in its purpose that statistical sampling may be used when “case-by-case review is 
not administratively feasible.”). The ALJ’s decision effectively frustrates the purpose of 
statistical sampling and extrapolation and this goes against public policy. 

 

Conclusion:  

The ALJ erred as a matter of law in setting aside the extrapolated overpayment on the basis that 
all beneficiaries in the universe must be afforded notice pursuant to 42 CFR §§ 405.1020(c) and 
405.1046(a) when the basis for denial is § 1861(s)(7) of the Act. Under the regulatory scheme 
governing initial determinations and appeals of Medicare claims, the initial determinations on the 
paid claims in the universe have not been reopened and revised and are therefore binding. 42 
CFR § 405.928(b). Pursuant to § 1834(1)(6) of the Act, the Appellant may not charge the 
beneficiaries more than the applicable coinsurance and deductible for any paid claims in the 
universe.  

Based on the foregoing, the ALJ’s decision contains errors of law material to the outcome of the 
claim as well as broad policy and procedural issues of public interest. Therefore, we refer the 
ALJ’s decision to the Council and request own motion review. 
 




