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Background: Medicare provider offering services to
nursing home patients filed suit challenging decision
of Secretary of Department of Health and Human
Services (DHHS), determining that provider was
liable for $641,437 in Medicare overpayments. The
United States District Court for the Western District of
Pennsylvania, Arthur J. Schwab, J.,, 2012 WL
6738246, granted Secretary summary judgment. Pro-
vider appealed.

Holdings: The Court of Appeals, Greenberg, Circuit
Judge, held that:

(1) high level of payment error determination was
unreviewable, and

(2) substantial evidence supported Medicare Appeals
Council's overpayments determination.
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Affirmed.
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MAC is not obligated to defer to the outcomes of prior
decisions below. Social Security Act, § 1869(d)(2)(B),
42 US.CA. § 1395ff(d)(2)(B); 42 C.FR. §
405.1110(d).

[3] Health 198H €553

198H Health
198HIII Government Assistance
198HIII(C) Federal Medical Assistance to the
Elderly (Medicare)
198Hk546 Administrative Proceedings
198HKk553 k. Administrative review.
Most Cited Cases

Medicare Appeals Council's (MAC) decision,
sustaining calculations of Medicare auditor and as-
sessing $641,437 overpayment against Medicare pro-
vider, was supported by substantial evidence; MAC's
decision was well-reasoned and well-supported by
citations to administrative record that MAC reviewed
in its entirety, and MAC explained that provider did
not satisfy its heavy burden of showing that auditor's
sample used for extrapolation of overpayments was
statistically invalid. Social Security Act, §§
1869(d)(2)(B),  1893(H)(3), 42 U.S.CA. §
1395ff(d)(2)(B), 1395ddd(f)(3); 42 C.F.R. §
405.1110(d).

*189 On Appeal from the United States District Court
for the Western District of Pennsylvania, (D.C. Civ.
No. 2-12—-cv—00572), Honorable Arthur J. Schwab,
District Judge.Joseph D. Mancano, Esq., Kevin E.
Raphael, Esq., Pietragallo, Gordon, Alfano, Bosick &
Raspanti, Philadelphia, PA, for Appellant.

Rebecca R. Haywood, Esq., Lisa Z. Marcus, Esq.,
Office of United States Attorney, Pittsburgh, PA, for
Secretary U.S. Department of Health and Human
Services.

Before: JORDAN, VANASKIE, and GREENBERG,
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Circuit Judges.

OPINION OF THE COURT
GREENBERG, Circuit Judge.
I. INTRODUCTION

This matter comes on before this Court on an
appeal by John Balko and Associates, Inc. (“Balko”)
from the District Court's order for summary judgment
entered on December 28, 2012, in favor of the Secre-
tary of the Department of Health and Human Services
(the “Secretary”). Balko is a Medicare provider of-
fering services to elderly patients in nursing homes.
SafeGuard Services (“SafeGuard”), a central entity in
this case, is a Medicare contractor undertaking audit-
ing services for Medicare on behalf of the Secretary.
SafeGuard, after initially finding that Balke had been
reimbursed for claims that Medicare did not cover,
audited Balko's claims and confirmed that Medicare
had paid many of Balko's claims that were ineligible
for Medicare payment. In reaching its conclusion
SafeGuard used extrapolation—a statistical method
which notes patterns in a small sample of data and
infers the existence of similar patterns in larger
amounts of data—to calculate the amount of over-
payment that Balko owed.

Following several levels of review, the Secretary
determined that Balko was liable for $641,437 in
Medicare overpayments. Balko unsuccessfully ap-
pealed from this decision to the District Court and it
now appeals from the District Court's order upholding
the Secretary's decision. Balko argues that SafeGuard
failed to satisfy 42 U.S.C. § 1395ddd(f)(3), which
requires an administrative finding that a provider had a
sustained or high level of payment error or a deter-
mination that documented educational intervention
had failed to lead the provider to correct the payment
error, before an auditor can use extrapolation to cal-
culate the overpayment that a provider owes to Med-
icare. Balko also argues that there was not substantial
evidence supporting the Secretary's decision.

We are unpersuaded by Balko's arguments and
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will affirm the District Court's order upholding the
Secretary's decision. We lack jurisdiction under the
plain language of 42 U.S.C. § 1395ddd(f)(3) to review
the determination that a provider had a sustained or
high rate of payment error before an auditor is justified
in using extrapolation. We also conclude that there is
substantial evidence supporting the Secretary's deci-
sion.

*190 II. BACKGROUND

Medicare provides health care benefits to patients
who, for the most part, are over 65 years of age. In
order to expedite claims processing, Medicare reim-
burses providers for services before reviewing the
medical records associated with the claims and veri-
fying that the claims are valid. Medicare contractors,
such as SafeGuard, then review and audit providers to
ensure that payments are made properly. See 42
U.S.C. 13951(e).

This case centers on a post-payment audit of
Balko, a Medicare provider offering certain services
to nursing home residents, in particular services per-
taining to podiatry, audiology, and optometry.™! In
early 2008, SafeGuard observed that Balke was both
the highest-paid provider rendering services to resi-
dents at nursing homes in Pennsylvania, and appeared
to be providing certain services on a scheduled, peri-
odic basis not eligible for Medicare payment. Con-
sequently, SafeGuard made a further investigation of
Balko's claims, during which its representatives vis-
ited Balko's offices and various nursing homes at
which Balko serviced residents. Based on its investi-
gation, SafeGuard concluded that Balke was provid-
ing services that were not eligible for Medicare pay-
ment and, consequently, that Balko must repay Med-
icare to the extent it had been reimbursed for these
ineligible claims.

FNI. Balko submitted its claims to High-
mark Medicare Services, a Medicare fiscal
intermediary, but Highmark is not directly
involved in this case.
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During the auditing process, SafeGuard followed
the procedures laid out in the Medicare Program In-
tegrity Manual (“MPIM”), and used statistical sam-
pling. First, SafeGuard identified a “universe” of
5,445 Medicare beneficiaries associated with partic-
ular claims which it then narrowed to a random sample
of 81 beneficiaries, encompassing a total of 581
claims. SafeGuard then conducted a detailed review of
the medical documentation associated with these
claims, and found that 99.85% of these claims had
been paid improperly. The Department of Health and
Human Services (“HHS”), which oversees the Medi-
care program and the auditing process, understandably
considered 99.85% to be a high error rate and directed
SafeGuard to extrapolate an estimate of the amount
Balko had been overpaid. After adjusting for potential
statistical error, SafeGuard calculated that Medicare
had overpaid Balko $857,109.07.

The auditing process includes several levels of
administrative appeal, and Balko availed itself of all
of them. Balko first requested that Safeguard recon-
sider its determination, a request that met with partial
success as SafeGuard reduced the amount of the
overpayment for which Balko was responsible. Then
Balko appealed this determination to a Medicare
Qualified Independent Contractor. Balko presented
evidence that many of the payments contained in
SafeGuard's sample had been paid properly. Follow-
ing these appeals, the overpayment rate was reduced
to 77% and the demand for repayment was reduced to
$641,437.

Balko appealed from the determination that it
was liable for the reduced amount to an administrative
law judge (“ALJ”). Among other contentions, Balko
argued that SafeGuard improperly had used statistical
extrapolation to calculate its overpayment. Under 42
U.S.C. § 1395ddd(f)(3), Medicare contractors may use
extrapolation to determine an overpayment amount in
only two circumstances: if (1) there is a finding of “a
sustained or high level of payment error,” or (2) there
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is evidence that the provider was informed of the
payment error but failed to correct *191 it. Balko
regarded SafeGuard's use of extrapolation as inap-
propriate because SafeGuard failed to find a high error
rate “prior to conducting the audit”—essentially,
Balko claimed that SafeGuard violated the statute by
using the same sample to determine a high error rate
and then to extrapolate an overpayment amount.
Balko also appealed from the overpayment determi-
nations on specific claims.

The ALJ in an October 20, 2011 decision invali-
dated SafeGuard's use of statistical sampling and
extrapolation, but sustained the overpayment findings
on specific claims. The ALJ reasoned that there was
no documentation to support a finding either that
Balko had a high level of payment error or had been
educated regarding any alleged payment errors prior
to SafeGuard's extrapolation of an overpayment
amount. Accordingly, the ALJ ruled that Balko only
should be liable for the specific overpayments identi-
fied in SafeGuard's sample without extrapolation.

The Medicare Appeals Council (“MAC”) re-
viewed the ALJ's ruling on its own motion.”™ > MAC
reversed the ALJ's holding that SafeGuard's statistical
sampling and extrapolation were invalid. First, MAC
vacated the ALJ's ruling because it found that, under
42 U.S.C. § 1395ddd(f)(3), the ALJ lacked jurisdic-
tion to consider SafeGuard's determination that there
had been a high level of payment error. Second, MAC
found that the original 99.85% error rate was suffi-
cient to permit extrapolation of overpayments, and
explained that the Medicare statute did not require its
contractors to determine that there was a high error
rate before undertaking audits, which can include
statistical sampling. In light of these rulings, MAC
sustained SafeGuard's calculations and assessed a
$641,437 overpayment against Balko.

FN2. 42 C.F.R. § 405.1110(a) authorizes
MAC to review an ALJ's decision on its own
motion, and 42 C.F.R. § 405.1110(b) pro-
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vides that the “[Centers for Medicare and
Medicaid Services] or any of its contractors
may refer a case to the MAC [to] review the
case on its own motion.” MAC earlier had
vacated a prior decision in this case and had
remanded the case to the ALJ for further
proceedings. The ALJ incorporated his va-
cated original decision in his October 20,
2011 opinion.

Balko appealed MAC's determination to the
District Court, which granted summary judgment in
favor of the Secretary on December 28, 2012, up-
holding MAC's determination. The Court concluded
that under 42 U.S.C. § 1395ddd(f)(3) it lacked juris-
diction to review the determination that there had been
a high rate of error. The Court also held that there was
substantial evidence supporting the Secretary's final
decision. Balko then timely appealed to this Court.

III. STATEMENT OF JURISDICTION AND
STANDARD OF REVIEW

The District Court had jurisdiction under 42
U.S.C. § 1395ff(b)(1)(A) and 42 U.S.C. § 405(g), and
we have jurisdiction under 28 U.S.C. § 1291. We
review the District Court's grant of summary judgment
de novo, applying the same standards that the District
Court used in granting summary judgment. Thus, we
may set aside the Secretary's decision “only if it is
‘unsupported by substantial evidence,” is ‘arbitrary,
capricious, an abuse of discretion, or [is] otherwise not
in accordance with law.” ” Mercy Home Health v.
Leavitt, 436 F.3d 370, 377 (3d Cir.2006) (alteration in
original) (quoting 5 U.S.C. § 706(2)(A), (E)). Sub-
stantial evidence requires “more than a mere scintilla,”
and “means such relevant evidence as a reasonable
mind might accept as adequate to support a conclu-
sion.” ¥192A4/bert Einstein Med. Ctr. v. Sebelius, 566
F.3d 368, 372 (3d Cir.2009) (citation and quotation
marks omitted). If a party contends that we do not
have jurisdiction, we apply a de novo standard of
review in considering that contention. See In re Ca-
terbone, 640 F.3d 108, 111 (3d Cir.2011).
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IV. DISCUSSION

Balko advances two principal arguments on ap-
peal. It reads Section 1395ddd(f)(3) to require a
two-step process for using extrapolation to calculate
overpayment amounts: the Medicare contractor first
must find a high error rate, and, if it does, then it can
move on to use extrapolation in making its determi-
nation. In Balko's view, SafeGuard violated this pro-
vision by using the same 81—patient sample for the
dual purposes of calculating a high error rate and
extrapolating the amount of the overpayment. Balko
next contends that there is not substantial evidence to
support MAC's decision, and it challenges MAC's
credibility findings. The Secretary reads Section
1395ddd(f)(3) differently. She argues that the provi-
sion precludes any review of high-error-rate deter-
minations, and further that SafeGuard's use of a single
sample for calculating both high error rate and ex-
trapolation was entirely appropriate. The Secretary
also argues that there is substantial evidence sup-
porting her decision.

We will affirm the December 28, 2012 order that,
by granting the Secretary's motion for summary
judgment, upheld MAC's decision. We are satisfied
that the plain language of Section 1395ddd(f)(3) pre-
cludes judicial review of the Secretary's high-errorrate
determination and, accordingly, that, as was true for
the adjudicators in the administrative proceedings we
have described, we lack jurisdiction to review the
substance of Balke's claims. Finally, we find that
there is substantial evidence in the record to support
MAC's decision.

A. Extrapolation Under 42 U.S.C. § 1395ddd(f)(3)
In 1996, Congress created the Medicare Integrity
Program to strengthen the Secretary's ability to deter
fraud and abuse. See Health Insurance Portability and
Accountability Act of 1996, Pub.L. No. 104-191, §§
201-02, 110 Stat.1936, 1992-98 (codified at 42
U.S.C. §§ 1395i(k)(4), 1395ddd). Under this program,
Medicare providers must maintain records to support
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their claims, and Medicare contractors are authorized
to audit providers in order to determine what payment
is appropriate. 42 U.S.C. § 13951(e). Providers bear
the burden of maintaining and producing information
to support their payment claims. 42 U.S.C. § 13951;
42 C.F.R. § 424.5(a)(6).

In 2003, Congress amended the statutory provi-
sions governing overpayment recovery in the Medi-
care Prescription Drug, Improvement, and Moderni-
zation Act of 2003 (“Medicare Modernization Act”),
Pub.L. No. 108-173, §§ 911, 935, 117 Stat.2066,
2378-86, 2407-11 (codified at 42 U.S.C. §§
1395kk—1, 1395ddd). As relevant to this appeal, the
Medicare Modernization Act placed restrictions on the
circumstances in which contractors could use extrap-
olation to calculate the amount a provider had been
overpaid:

(3) Limitation on use of extrapolation

A medicare contractor may not use extrapolation
to determine overpayment amounts to be recov-
ered by recoupment, offset, or otherwise unless
the Secretary determines that—

(A) there is a sustained or high level of payment
error; or

(B) documented education intervention has failed to
correct the payment error.

*193 There shall be no administrative or judicial
review under section 1395ff of this title, section
139500 of this title, or otherwise, of determina-
tions by the Secretary of sustained or high levels
of payment errors under this paragraph.

42 U.S.C. § 1395ddd(f)(3) (emphasis added).”™?
We agree with the Secretary that this provision pre-
cludes review of the high-error-rate determination.
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FN3. Although the statute states that “the
Secretary” must find that there is a “sustained
or high rate of payment error,” the Secretary
properly may delegate this authority to
Medicare contractors. See 42 U.S.C. §
1395kk(a) (permitting Secretary to perform
“any of his functions” directly or through
contract); Gentiva Healthcare Corp. v.
Sebelius, 723  F3d 292, 29597
(D.C.Cir.2013) (approving Secretary's inter-
pretation that it may delegate determinations
of high payment error to contractors).

[1] As we have indicated, we exercise de novo
review over challenges to our jurisdiction to adjudi-
cate a particular matter. See Caterbone, 640 F.3d at
111. Here, we conclude—as did MAC and the District
Court—that Section 1395ddd(f)(3) unambiguously
bars review the of the “high level of payment error”
that enabled SafeGuard to use extrapolation to calcu-
late overpayment amounts. The statute clearly states
that “[t]here shall be no administrative or judicial
review ... of determinations by the Secretary of sus-
tained or high levels of payment errors.” 42 U.S.C. §
1395ddd(f)(3). We agree with a determination of the
Court of Appeals for the District of Columbia Circuit
that this provision precludes a court of appeals' review
of the Secretary's determination that there has been a
high level of payment error. Gentiva Healthcare Corp.
v. Sebelius, 723 F.3d 292, 297 (D.C.Cir.2013) (“We
read the statute's directive, that ‘[t]here shall be no
administrative or judicial review ...,” as clearly pre-
cluding our review.”).

Balko's attempts to escape the operation of this
jurisdictional bar are unavailing. First, Balke refers to
legislative history but those references are irrelevant
given that the statutory language is unambiguous. See
In re Phila. Newspapers, 599 F.3d 298, 304 (3d
Cir.2010) (“Where the statutory language is unam-
biguous, the court should not consider statutory pur-
pose or legislative history.”)."N* Second, Balko argues
that a determination that there had been a high level of
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payment error in this case is reviewable because
Balko challenges the procedures used in arriving at
the determination rather than the merits of the deter-
mination itself. But we reject that argument because
the statute precludes judicial and administrative re-
view without the qualification that Balko advances.

FN4. Further undermining Balko's argument
is the circumstance that the “legislative his-
tory” to which it cites is a statement from a
witness who was not a member of Congress.
Such statements are not entitled to any
weight in statutory interpretation. See Circuit
City Stores, Inc. v. Adams, 532 U.S. 105, 120,
121 S.Ct. 1302, 1311, 149 L.Ed.2d 234
(2001).

B. Substantial Evidence Supports MAC's Decision
[2] Although Balko challenges MAC's reading of
the record on two grounds with respect to the suffi-
ciency of the evidence, neither is persuasive. First,
Balko claims that MAC unjustifiably “overturned” the
ALJ's credibility determinations. Balko misunder-
stands the review process in these proceedings. Alt-
hough MAC is limited to considering only the record
before it, its review of the ALJ's findings is de novo
and MAC “is not obligated to defer to the outcomes of
prior decisions below.” Almy v. Sebelius, 679 F.3d
297, 310 (4th Cir.2012), cert. denied, *194—— U.S.
——, 133 S.Ct. 841, 184 L.Ed.2d 653 (2013); see also
42 U.S.C. § 13951f(d)(2)(B) (“In reviewing a decision
..., [IMAC] shall review the case de novo.”); 42 C.F.R.
§ 405.1110(d) (explaining that the MAC “may adopt,
modify or reverse the [ALJ's] decision, [or] may re-
mand the case to an ALJ for further proceedings”). I
Therefore even if the ALJ had made credibility find-
ings, MAC justifiably could have reached a different
conclusion under its mandate to apply de novo review.
Indeed, inasmuch as we are concerned on this appeal,
as was the District Court, with a review of MAC's
decision, we do not review the ALJ's findings, and
Balko's arguments addressing those findings are ir-
relevant. See International Rehab. Scis. Inc. v. Sebe-
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lius, 688 F.3d 994, 1001-02 (9th Cir.2012) (confining
appellate review to whether “the agency decision on
direct review” is supported by substantial evidence,
not to compare that “decision with other agency deci-
sions not on review”).

FNS. It is difficult to understand how MAC
could have overturned the ALJ's credibility
findings because, contrary to what Balke
believes, the ALJ did not base his result on
credibility findings. Though we recognize
that two experts who testified were at odds at
the hearing before the ALJ regarding the va-
lidity of the statistical sampling and extrap-
olation methodology, the ALJ based his de-
cision on an evaluation of the record as a
whole, and not on either witness's credibility.
Although Balko indicates in its brief that
“the ALJ's decision was based both on legal
principles and on credibility determinations,”
appellant's br. at 5, arguably it later almost
concedes the point that this is not a witness
credibility case, for it indicates that the ALJ
“had to have implicitly believed Dr. Cox in-
stead of Ms. Bendinsky,” id. at 41, but does
so without identifying specific credibility
findings.

[3] Second, Balko contends that the MAC ruling
was flawed because it did not identify or cite to spe-
cific record evidence to support its conclusion that the
sampling and extrapolation were valid. Contrary to
Balko's assertion, however, MAC's decision is
well-reasoned and well-supported by citations to the
administrative record, which MAC reviewed in its
entirety. Thus, MAC explained that it “reviewed the
record that was before the ALJ, including [ Balko's]
submissions.” JA—ADD-77. Further, because Safe-
Guard complied with applicable Medicare rulings and
the MPIM, Balko bore a heavy burden of showing that
the sample was statistically invalid, and not merely
that “another statistician might construct a different or
more precise sample.” Id. at 93. MAC concluded that
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Balko had failed to carry this burden, and Balke does
not identify any portion of the record which even hints
that this conclusion was erroneous. MAC's decision
accordingly was supported by substantial evidence.

V. CONCLUSION

We conclude that 42 U.S.C. § 1395ddd(f)(3)
precludes any judicial review of the Secretary's de-
termination that Balke had a high rate of payment
error, and the remainder of the MAC's opinion is
supported by substantial evidence in the record. For
these reasons, we will affirm the District Court order
of December 28, 2012.

C.A.3 (Pa.),2014.
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