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ALJ Appeal Number 

1-828654453 
Beneficiary (if not the Appellant)   List attached 

 

ALJ Decision Date 

June 8, 2012 
Health Insurance Claim Number (HICN)* 

 

Specific Item(s) OR Service(s) 

Chiropractic services 
Provider, Practitioner OR Supplier 

Schuldt Chiropractic Wellness Center, PC 
  Part A   Part B  

Basis for referral 

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 

Pre-BIPA 

   Decision not supported by 

substantial evidence 

   Abuse of discretion 

Rationale for Referral:  

Wisconsin Physicians Service (WPS), a Medicare zone program integrity contractor 

(ZPIC) conducted a postpayment audit of a sample of the claims for chiropractic 

services furnished by Schuldt Chiropractic Wellness Center, PC (Appellant), resulting in 

an extrapolated overpayment. The Part B contractor and the QIC upheld the 

overpayment determination on appeal.  

The Appellant requested an Administrative Law Judge (ALJ) hearing to dispute the 

individual claim denials as well as the validity of the sample and use of extrapolation. 

The ALJ conducted a hearing, which was attended by a Dr. Bruce Kardon, Ph.D., a 

statistician representing the Appellant, and Dr. John Adams, Ph.D., a statistician 

appearing on behalf of the court. Subsequently, the ALJ issued a partially favorable 

decision in upholding the some of the claims in the sample. Regarding the extrapolated 

overpayment, he found the found the “methodology employed by the Medicare 

Contractor was not sufficiently valid and reliable for use in determining the 

overpayment.”  Id. at 18. Specifically, the ALJ relied on testimony by Dr. Kardon and 

(purportedly) Dr. Adams that the beneficiary, and not the claim, should have been used 

as the sampling unit due to the potential high correlation of claims per beneficiary in the 

sample, thereby calling into question the independence of the sampling units.  

 The ALJ erred in invalidating the extrapolation for this reason. The PSC defined its 

sampling unit and sampling frame consistent with Medicare Program Integrity Manual 

(MPIM) (CMS Pub 100-8) sampling instructions, which for Part B claims provide “The 

universe shall consist of all fully and partially paid claims submitted by the supplier for 

the period selected for review and for the sampling units to be reviewed.” Section 

8.4.3.2.1. MPIM instructions expressly state sampling units may be individual claims. Id. 

at 8.4.3.2.2. Furthermore, “In principle, any type of sampling unit is permissible as long 

as the total aggregate of such units covers the population of potential mis-paid 

amounts.” Id. HCFA Ruling 86-1, among other authorities, place the burden on the 
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challenging party to demonstrate that the extrapolated overpayment is invalid. Pursuant 

to Program Integrity Manual instructions, assertions that the contractor should have 

used a different sampling methodology, a larger sample or a different sampling unit do 

not demonstrate that the sampling methodology was invalid or otherwise provide a 

basis for invalidating the extrapolation.  

 

Background:  

This request for review involves an appeal of an overpayment determination issued by 

WPS. The Appellant, a chiropractic office, submitted claims for chiropractic 

manipulations provided between dates of service January 1, 2008 and March 31, 2010.  

On January 24, 2011, WPS notified the Appellant that it had been overpaid based on 

review of sampled claims. Exh 13 a 1. WPS indicated it had conducted a review of 

codes 98940 (chiropractic manipulative treatment; spinal, 1-2 regions), 98941 

(chiropractic manipulative treatment; spinal, 3-4 regions) and 98942 (chiropractic 

manipulative treatment; spinal, 5 regions) billed with the “AT” modifier. Id. WPS 

reviewed 445 services on 214 claims for 75 beneficiaries.1 Exh 13 at 10. Of the 445 

services reviewed, 2 were allowed as billed, 384 (86.29%) were deemed not medically 

necessary, and 23 (5.17%) were denied for lacking documentation and 36 services, or 

8.09% were adjusted because of billing issue. Id. at 10-15.   

WPS’s notice of overpayment listed multiple reasons for the denials: 

 Documentation did not support the medical necessity of the AT modifier. 

 Documentation was not received for the billed date of service. 

 Documentation did not support the medical necessity of the level of service billed as 

the examination and/or treatment plan was missing. 

 Documentation did not support the level of service billed. 

Id. at 11-16.  

On February 7, 2011, WPS notified the Appellant that it had been overpaid 

$126,0431.31. Exh 14 at 1.   

In its request for redetermination, the Appellant wrote “I do not agree that the visits were 

not medically necessary and the requirements documentation wasn’t there. I do not 

agree that the claim error rate can be universally applied to all claims.” Exh 15 at 2.  

On May 4, 2011, NGS issued an unfavorable redetermination decision, in which several 

determinations were made: 

 The overpayment calculation was valid. The amount of overpayment, however, 

increased because 36 previously paid claims should have denied.   

                                            
1
 Seven pages of enclosures located behind the October 11, 2010 WPS letter are enclosures for the 

January 24, 2011 WPS letter, located at Exh 13 at 1, as the footer note includes a Modified Date of 
1/17/11 (after October 11, 2010). Exh 13 at 10-16.   
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 The submitted documentation does not support use of the AT modifier. 

 Documentation was not received for the beneficiary or documentation was received 

for the beneficiary but not for the date of service billed.  

Exh 16 at 1. Since the overpayment amount had increased, the provider was sent a 

corrected overpayment letter on May 10, 2011, indicating that the new amount owed 

was $133,158.85 plus $2,017.74 interest. Exh 17 at 1. 

On June 1, 2011, the Appellant requested a reconsideration, contending “the records 

fulfill all the requirements for documentation that are contained in the Medicare 

guidelines.”2 Exh 18 at 3. On August 4, 2011, the QIC issued an unfavorable decision 

based on three findings:   

1. An absence of complete treatment plan. The plans were not updated as the patient 

improved. 

2. Many of the services were considered maintenance care. Due to the prolonged nature of 

the treatment the lack of a more aggressive level of care, those services were identified 

as maintenance. 

3. Although documentation was submitted for each patient, on some occasions a specific 

date of service was not included. There was no indication of symptoms or physical 

findings that would justify the performance of the services in accordance with Medicare 

guidelines.  

Exh 22 at 5-7. The QIC cited Local Coverage Determination L26621. The QIC also 

determined that WPS “defined a valid sample and the estimated overpayment was 

reasonable.” Id. at 7. 

In its request for ALJ hearing, the Appellant argued that the dates of service were 

medically necessary and all required documentation submitted, pursuant to LCD 

CHIRO-001. Exh 231 at 1.3 The Appellant submitted a prehearing brief, in which he sets 

forth multiple contentions: 

1. Exhibits will show that PWS’s original audit review simply down-coded (did not outright 

deny) approximately 46 out of the 218 claims reviewed. That is, approximately 18% of the 

original audited claims required a minimal overpayment or none at all. 

2. The sampling methodology utilized by this audit is flawed and that the audit is not in 

compliance with the Program Integrity Manual (PIM). Thus, it is not possible to provide 

accurate projections or salvage the use of the equations that have been used.  

Exh 31 at 1-2. The Appellant also noted that Bruce Kardon, Ph.D. would present 

testimony during the hearing. Id.   

                                            
2
 The Appellant hired Counsel to represent him at the QIC level of appeal. The Appointment of 

Representative form, however, was not signed and dated until September 1, 2011, well after the date of 
the QIC’s decision, August 4, 2011. The QIC acknowledges receipt of the letter from Attorney John P. 
Weis on page 5 of its decision letter. Exh 22 at 5. 
3
 The stamp at the bottom middle of the page reflects Exhibit 231, page … The Tab in front of the Exhibit, 

however, indicates that it’s Exhibit 23. 
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The ALJ conducted a pre-hearing conference on December 6, 2011, after which he 

determined that “lacking participation of the audit entity or the QIC, it is not possible to 

ascertain whether the Appellant has received the backup records, worksheets, sampling 

protocols and formulae necessary to understand the actions taken and to prosecute the 

appeal. I advised the Appellant that I would attempt to have the auditors send all 

relevant records to the Appellant’s attorney.” Exh 27 at 1.On December 20, 2011, WPS 

faxed requested documentation to the ALJ. Exh 28 at 1. 

Dr. Kardon reviewed the statistical sample and compiled his findings in a March 17, 

2012 report, summarized as follows:  

A. The contractor chose a stratified random sample design with no explanation in the 

documentation. 

B. The contractor did not choose the correct primary sampling unit. 

C. The method of determining the sample size is incorrect as is the sample size. 

D. The denied dollars is the incorrect variable in an attempt to ‘short cut’ the correct 

process. 

E. The 95% 2-sided confidence should be used to insure the reliability of the results. 

F. There was no exploratory data analysis documented. 

G. The data is not normally distributed (i.e. not bell-shaped). 

H. No quality assurance was performed. 

I. The data is peaked and skewed contributing to the non-normality. 

J. There was no accounting for correlation among claims. 

K. There was no accounting for difference in the paid amounts between months of service. 

L. The contractor has not complied with various provisions of the PIM. 

M. The contractor used the incorrect variable to determine the overpayment. 

N.  A statistical probe sample was not conducted per the documentation. 

O. The universe is not correctly defined. The reason for the choice of the time period 

studied was not documented. 

P. The variance is understated and the precision is overstated. 

Q. The data was incomplete and not provided in a usable and timely fashion. 

R. The random numbers were not provided.  

Exh 31 at 13-14. Of particular relevance is his argument that claims are not a reliable 

sampling unit: 

J. There was no accounting for correlation among claims for the same beneficiary. This is 

critical.  Since a patient can be in more than one claim and in several claim lines within a 

claim, it is a clear violation of the Central Limit Theorem which is the foundation of sampling 

as the observations are not independent. Claims for the same beneficiary are not 

independent. Furthermore, several procedure codes were combined in this audit and no 

adjustment was made for them. See Chart 5 below. There is a significant difference 

between the average paid amount per procedure code (p<.000001). A p-value less than .05 

is deemed significant. Also see the discussion for related data in Cochran’s Sampling 

Techniques, 1977, page 64. It is also discussed in Law and Kelton [11]. 



 

 

  Page 5 of 11  

 

Id. at 10 (emphasis in orignal). 

 

On April 26, 2012, the ALJ conducted a telephonic hearing. Present for the hearing was 

the Appellant, who was represented by John Weis, Esq., Bruce Kardon, Ph.D., 

appearing as a statistical expert on behalf of the Appellant and John Adams, Ph. D. who 

appeared as the statistical expert for the court. ALJ decision at 1-2. 

In his June 8, 2012 Partially Favorable decision, the ALJ stated the issues as: 

1. Whether the statistical sampling methods and results obtained from the use of the 

sample are valid in accordance with Medicare regulations; 

2. Whether Medicare reimbursement can be made for the acute chiropractic spinal 

manipulations” 1 to 2 regions (CPT code 98940-AT); 3 to 4 regions (CPT code 

98941-AT) and 5 regions (CPT code 98942-AT) provided to multiple beneficiaries 

on various dates of service; and  

3. If not reasonable and necessary, whether the limitation of liability provisions of 

Section 1879 and/or Section 1870 of Title XVIII of the Social Security Act (the “Act”) 

apply, and if so, to whom.   

The ALJ addressed all three of the QIC’s reason for denial, finding some claims covered 

and others not covered. For a missing or incomplete treatment plan, the ALJ partially 

agreed with the QIC, finding that “in some cases, the treatment note was not supported 

by a related plan of treatment.” ALJ decision at 20. For maintenance care, the ALJ 

disagreed with the QIC and found that “there is no evidence to support a conclusory 

judgment that the treatments were more for the purpose of prevention and maintaining 

function than for treatment that would lead to actual functional improvements.”4 ALJ 

decision at 21. With regard to the lack of documentation, the ALJ found good cause for 

Dr. Schuldt to submit additional records, “based on Dr. Schuldt’s credible explanation.” 

Id. The ALJ partially agreed with the QIC on missing documentation, determining that 

some claims should be repaid while others remain denied.5 

With regards to the statistical sampling and extrapolation, the ALJ found the 

“methodology employed by the Medicare Contractor was not sufficiently valid and 

reliable for use in determining the overpayment.”  Id. at 18. In particular, the ALJ relied 

on testimony by Dr. Kardon and Dr. Adams that the beneficiary, and not the claim, 

should have been used as the sampling unit: 

Dr. Adams initially found that the primary sampling unit could have been claims, had 

adequate consideration been given to the problems inherent in the use of this sampling unit, 

where there were multiple similar claims for the same beneficiary in the sample. Dr. Adams 

                                            
4
 The ALJ appears to find in favor of the Appellant, but the table at the back of his decision letter indicates 

that for several beneficiaries for which services were denied due to maintenance therapy, the ALJ finds 
unfavorably for the Appellant. See e.g., Exh 21 at p 99, beneficiary M.R. and p 108, beneficiary W.S.   
5
 The body of his decision only states that he reviewed the newly submitted documentation. His decisions 

are noted, however, in the table found at the back of his decision letter. See Reason for QIC denial “No 
Documentation” for approval and denial reasons.  
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felt that the sample size was appropriate, but modified his answer when he became aware 

of the scope of the correlation issue raised by Dr. Kardon. Dr. Adams amended his position 

upon learning that many beneficiaries in the same sample had multiple similar claims. He 

then agreed with the Appellant that the sampling methodology used in this case was not 

reliable and could not be used for purposes of extrapolating the findings as the samples 

under review, without further calculations and analysis to ascertain the correlation and its 

implications for the sample size. I agree with the conclusions of both statistical experts who 

offered testimony in this case that the sampling methodology was not reliable. Accordingly, 

its results cannot be used for an extrapolation. This means that the individual claims must 

be evaluated against Medicare requirements noted above, but that any unfavorable findings 

cannot be extrapolated to a larger universe  

ALJ decision at 18-19. 

For services he denied, the ALJ found the Appellant’s liability may not be waived under 

§ 1879 of the Act because “Appellant accepted a payment which he knew or could have 

been expected to know was incorrect.” Id. at 45-46.  

 

Applicable Law, Regulation, and Medicare Policy:  

HCFA Ruling 86-1 sets forth CMS’s policy regarding use of statistical sampling, 

including its authority and rationale for conducting sampling as well as certain rights and 

remedies afforded providers when sampling is used. Ruling 86-1 also maintains the 

providers right to challenge the sampling methodology, noting that the burden is on the 

provider to demonstrate that the sample is not statistically valid: 

Sampling does not deprive a provider of its right to challenge the sample, nor of its rights to 

procedural due process. Sampling only creates a presumption of validity as to the amount of 

an overpayment which may be used as the basis for recoupment. The burden then shifts to 

the provider to take the next step. The 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.  

Chapter 8 (formerly Chapter 3, §§ 3.10-3.10.11.2) of the Medicare Program Integrity 

Manual (MPIM) (CMS Pub 100-08), set forth CMS’ instructions to contractors regarding 

statistical sampling for overpayment estimation. According to the manual, 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.” Section 8.4.1.1. 

Section 8.4.1.1 explains that the manual instructions provide a “sufficient process” for 

“conducting statistical sampling to project overpayments,” such that “an appeal 

challenging the validity of the sampling methodology must be predicated on the actual 

statistical validity of the sample as drawn and conducted.” While failure to follow one of 

more of the manual’s requirements may result in CMS’s review of a contractor’s 

performance, it “should not be construed as necessarily affecting the validity of the 

statistical sampling and/or the projection of the overpayment.” 
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Section 8.4.1.3 (formerly Section 3.10.1.3) outlines the major steps involved in statistical 

sampling: 

(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. 

Section 8.4.3.2.1 (formerly Section 3.10.3.2.1) instructs contractors on how to define the 

universe. For Part B claims: 

The universe shall consist of all fully and partially paid claims submitted by the supplier for 

the period selected for review and for the sampling units to be reviewed. For example, if the 

review is of Physician X for the period January 1, 2002 through March 31, 2002, and 

laboratory and other diagnostic tests have been selected for review, the universe would 

include all fully and partially paid claims for laboratory and diagnostic tests billed by that 

physician for the selected time period. For some reviews, the period of review may best be 

defined in terms of the date(s) of service because changes in coverage policy may have 

occurred.  

Section 8.4.3.2.3 states, similarly, the “sampling frame” is the list of all possible 

sampling units in the universe. “The frame may be, for example, a list of all beneficiaries 

receiving items from a selected supplier, a list of all claims for which fully or partially 

favorable determinations have been issued, or a list of all the line items for specific 

items or services for which fully or partially favorable determinations have been issued.” 

Sampling units may include, among other things, individual claims, individual claim 

lines, or clusters of claim (e.g., a beneficiary). Id. at § 8.4.3.2.2 (formerly § 3.10.3.2.2).  

CMS sampling instructions provide a method for determining an overpayment amount 

that is not dependent on the size of the sample or the precision of the sampling 

methodology. While there were early efforts to develop statistically valid random 

samples upon which to base precise overpayment projections, CMS revised its 

procedures in 2001 to allow valid projections of overpayments without requiring the 

large sample sizes of the earlier methods. Transmittal B-01-01, January 8, 2001, "Use 

of Statistical Sampling for Overpayment Estimation When Performing Administrative 

Reviews of Part B Claims," at www.cms.hhs.gov/transmittals/downloads/B0101.pdf. 

CMS recognized that smaller sample sizes and less precise point estimates would 

result in less precision and, therefore, instructed contractors to assess the overpayment 

at the lower limit of a one-sided 90 percent confidence interval. As CMS explained, 

“This procedure, which, through confidence interval estimation, incorporates the 

http://www.cms.hhs.gov/transmittals/downloads/B0101.pdf
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uncertainty inherent in the sample design, is a conservative method that works to the 

financial advantage of the provider or supplier.” MPIM § 8.4.5.1 (formerly § 3.10.5.1).  

Where a sampling procedure results in a properly executed probability sample:  

then assertions that the sample and its resulting estimates are "not statistically valid" cannot 

legitimately be made. In other words, a probability sample and its results are always "valid." 

Because of differences in the choice of a design, the level of available resources, and the 

method of estimation, however, some procedures lead to higher precision (smaller 

confidence intervals) than other methods. A feature of probability sampling is that the level 

of uncertainty can be incorporated into the estimate of overpayment….  

MPIM, § 8.4.2 (formerly § 3.10.2). While different sample designs and sizes may lead to 

a higher precision than others, a properly executed “probability sample and its results 

are always ‘valid.’” Id.  

Section 8.4.4.1 (formerly § 3.10.4.1) and succeeding subsections discuss common 

sampling designs that Medicare contractors may use, including “simple random 

sampling, systematic sampling, stratified sampling, and cluster sampling, or a 

combination of these.” Stratified sampling is a design that “involves classifying the 

sampling units in the frame into nonoverlapping groups, or strata.” MPIM § 8.4.4.1.3 

(formerly § 3.10.4.1.3). The objectives are “to define the strata in a way that will reduce 

the margin of error in the estimate below that which would be attained by other sampling 

methods, as well as to obtain an unbiased estimate or an estimate with an acceptable 

bias.” Id. The MPIM indicates that “the independent random samples from the strata 

need not have the same selection rates.” Id. Stratified sampling is discussed further in § 

8.4.11.1 (formerly § 3.10.11.1) of the MPIM.  

Section 8.4.4.3 (formerly § 3.10.4.3) discusses considerations specific to selecting the 

sample size: 

A determination of sample size may take into account many things, including the method of 

sample selection, the estimator of overpayment, and prior knowledge (based on experience) 

of the variability of the possible overpayments that may be contained in the total population 

of sampling units.  

In addition to the above considerations, real-world economic constraints shall be taken into 

account. As stated earlier, sampling is used when it is not administratively feasible to review 

every sampling unit in the target population. In determining the sample size to be used, the 

ZPIC BI unit or the contractor MR unit shall also consider their available resources. That 

does not mean, however, that the resulting estimate of overpayment is not valid, so long as 

proper procedures for the execution of probability sampling have been followed. A challenge 

to the validity of the sample that is sometimes made is that the particular sample size is too 

small to yield meaningful results. Such a challenge is without merit as it fails to take into 

account all of the other factors that are involved in the sample design.  
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Section 8.4.4.4.1 (formerly § 3.10.4.4.1) of the MPIM sets forth documentation 

requirements for Medicare contractors regarding the sampling methodology and 

universe and frame used by the contractor. In particular, contractors must keep:  

An explicit statement of how the universe is defined and elements included shall be made 

and maintained in writing. Further, the form of the frame and specific details as to the period 

covered, definition of the sampling unit(s), identifiers for the sampling units (e.g., claim 

numbers, carrier control numbers), and dates of service and source shall be specified and 

recorded in your record of how the sampling was done. A record shall be kept of the random 

numbers actually used in the sample and how they were selected. Sufficient documentation 

shall be kept so that the sampling frame can be re-created, should the methodology be 

challenged. The ZPIC BI units or the contractor MR units shall keep a copy of the frame.  

According to § 8.4.7.1. (formerly § 3.10.7.1) of the MPIM, when a contractor sends an 

overpayment demand letter to the provider, it must include “information about the review 

and statistical sampling methodology that was followed.” The explanation must include: 

• a description of the universe, the frame, and the sample design;  

• a definition of the sampling unit,  

• the sample selection procedure followed, and the numbers and definitions of the strata and 

size of the sample, including allocations, if stratified;  

• the time period under review;  

• the sample results, including the overpayment estimation methodology and the calculated 

sampling error as estimated from the sample results; and  

• the amount of the actual overpayment/underpayment from each of the claims reviewed. 

 

Discussion:  

This request for review addresses only the ALJ decision that the statistical sample is 

invalid.  

Dr. Kardon identified numerous alleged deficiencies in the ZPIC’s sampling procedures. 

See Exh 31 at 4-14. At the hearing, Dr. Kardon reiterated many of these arguments, 

particularly that the sample was inadequately stratified and the sample size was too 

small. However, much of testimony about the sampling regarded Dr. Kardon’s allegation 

that the claim was an improper sampling unit. Specifically, Dr. Kardon believed the 

sampling unit should have been the beneficiary rather than the claim. Because using 

the claim as a sampling unit could result in a sample with multiple claims from the same 

beneficiary, Dr. Kardon opined, the sampling units were not independent, since claims 

for the same beneficiary are usually very similar and highly correlated. Hearing CD. Dr. 

Adams acknowledged that the correlation could be problematic, but disagreed with Dr. 

Kardon that sampling claims instead of beneficiaries invalidated the sample.   

The ALJ noted that Dr. Adams initially found the sampling unit could have been claims, 

but he subsequently: 
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amended his position upon learning that many beneficiaries in the same sample had 

multiple similar claims. He then agreed with the Appellant that the sampling methodology 

used in this case was not reliable and could not be used for purposes of extrapolating the 

findings as the samples under review, without further calculations and analysis to ascertain 

the correlation and its implications for the sample size.6  

ALJ decision at 18-19. Based on the testimony of Dr. Kardon and Dr. Adams, the ALJ 

found the sampling methodology unreliable and thus “its results cannot be used for an 

extrapolation.” Id. at 19. The ALJ erred in voiding the extrapolated overpayment on the 

basis that claims—and not beneficiaries—were used as the sampling unit in this case.  

Section 8.4.1.3 of the MPIM sets forth the major steps in conducting statistical sampling. 

After selecting the provider and the period to be reviewed, the next major step involves 

“defining the universe, the sampling unit, and the sampling frame.” Succeeding sections 

discuss these steps in greater detail. Section 8.4.3.2.1, “Composition of the Universe,” 

provides that, for Part B claims, “The universe shall consist of all fully and partially paid 

claims submitted by the supplier for the period selected for review and for the sampling 

units to be reviewed.”  

Section 8.4.3.2.2 indicates that sampling units: 

may be an individual line(s) within claims, individual claims, or clusters of claims (e.g., a 

beneficiary). For example, possible sampling units may include specific beneficiaries seen 

by a physician during the time period under review; or, claims for a specific item or service. 

In certain circumstances, e.g., multi-stage sample designs, other types of clusters of 

payments may be used. In principle, any type of sampling unit is permissible as long as the 

total aggregate of such units covers the population of potential mis-paid amounts.  

Emphasis added. Similarly, § 8.4.3.2.3 provides that the “sampling frame” is the list of 

all possible sampling units in the universe. The MPIM continues:  

The frame may be, for example, a list of all beneficiaries receiving items from a selected 

supplier, a list of all claims for which fully or partially favorable determinations have been 

issued, or a list of all the line items for specific items or services for which fully or partially 

favorable determinations have been issued.  

                                            
6
 In its Closing Statement, the Appellant contends, “both experts agreed that the statistical sampling 

methodology utilized could not be salvaged to produce accurate results due to the effect the correlation 
error had on producing an inaccurate sampling unit.” Exh 33 at 2. The ALJ similarly appears to rely on Dr. 
Adams’ purported concurrence that the sampling methodology was not reliable and could not be used. 
We believe this substantially misrepresents Dr. Adams’ position. Although he found some merit in the 
Appellant’s correlation argument, in his final statement Dr. Adams expressly disagreed that claims could 
not be an appropriate sampling unit: 

I disagree with Dr. Kardon that this had to be sampled at the beneficiary level. I do agree that 
sampling in a way that captured more beneficiaries would help the sample size problem . . . but it is 
truly possible to do this by sampling claims. But, you do need to be cognizant of this correlation 
problem if you are going to do that and make sure you sample enough claims that even after you 
adjust for the correlation that you have an adequate sample size."   

Hearing CD at 11:29.  
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The ZPIC defined its sampling unit as a claim and defined its universe as all claims for 

procedure codes 98940-98942AT. Exh 28 at 4. This is consistent with MPIM 

instructions.  

Dr. Kardon reasoned that claims for one beneficiary are usually the same or similar; if 

one claim is sampled it likely represents many claims for that beneficiary. Thus, he 

stated, “Claims for the same beneficiary are not independent.” Exh 31 at 10. However, 

the fact that Medicare covers (or denies) some services furnished to a beneficiary does 

not mean that all services to that beneficiary will be covered (or denied). Each claim for 

service must be independently supported. Pursuant to § 1833(e) of the Act, the 

Appellant has the burden to show that each service should be covered by Medicare.  

Consistent with MPIM instructions, there is no reason why the individual claims cannot 

serve as independent sampling units as long as each claim has an equal probability of 

being selected. The fact that a single beneficiary may have been represented by more 

than one claim in the sample does not mean the claims are not independent or the 

sampling units were not randomly selected from the universe of claims.  

The Appellant’s assertions that the sampling unit was inappropriate, that the sample 

was too small, or that the appropriate sampling design would have been cluster 

sampling instead of stratified sampling are all speculative. In this case, the ZPIC 

identified 3,413 claims for chiropractic services billed with CPT codes 98940-98942AT 

that comprise the sampling frame for a total paid amount of $138,281.16. Exh 28 at 4. 

The ZPIC created a stratified sample with 57 claims in stratum 1 and 157 claims in 

stratum 2. Id. In extrapolating the results of the overpayment, the ZPIC reduced the 

amount requested from the point estimate of 135,811 to the lower bound of the 90% 

confidence interval amount of $133,158. Id. at 2.  

HCFA Ruling 86-1 explains that sampling provides an estimate of an overpayment 

amount. From there, the appellant has the obligation of demonstrating how that 

estimate is wrong. Section 8.4.1.1 of the PIM provides that “an appeal challenging the 

validity of the sampling methodology must be predicated on the actual statistical validity 

of the sample as drawn and conducted.” The Appellant’s arguments that the sample 

was improperly designed substitute conjecture for evidence and do not demonstrate 

that the sample was not randomly drawn or not statistically valid or that the extrapolated 

overpayment amount in fact overestimated the amount due to Medicare. In this case, 

the ZPIC’s sampling design conforms with PIM instructions regarding definition of the 

universe, frame and sampling units and the calculation of the total overpayment, and is 

sufficient to provide a valid estimation of the overpayment. 

 

 
 


