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I. FRAUD AND ABUSE ENFORCEMENT UPDATE

A. Enforcement Trends – 2001 stats.

1. How are health care providers doing?

In FY 2001, Medicare reduced its rate of improper payments to 6.3% of
total Medicare fee-for-service payments, down from 14% in 1996.  OIG
Report No. A-17-01-02002 (Feb. 21, 2002). The provider error rate
includes both payment errors (documentation errors 42.9%, medical
necessity 43.2%, coding errors 17.0% of incorrect payments) and fraud.  It
is quite surprising that providers are able to get it right 93.7% of the time
given the ambiguities and complexities of the Medicare system.

2. How are carriers doing?

a. Two recent GAO Reports found that carrier bulletins were unclear,
untimely, and that carrier responses were often inaccurate,
inconsistent or incomplete.  Fifty-three percent of the responses
were incomplete, 32% were entirely incorrect, and only 15% of the
answers were complete and accurate.  GAO-01-1141T (Sept. 25,
2001); GAO-02-249 (Feb. 2002).

b. At least fourteen Medicare contractors have been convicted of
criminal offenses, fined or entered into settlements since 1993.
Testimony of Acting Inspector General Michael Mangano (June
28, 2001); GAO Reports OSI-99-174 (Sept. 9, 1999), 99-7 (July
1999).  Contractor fraud fell into the following categories:



2

i. improperly screening, processing and paying Medicare
claims in order to receive more than the justified payment
(B.S. Calif.)

ii. improperly destroying claims in order to eliminate backlogs
(BCBS Ill.)

iii. failing to collect Medicare overpayments and interest, and
attempting to conceal this by falsifying records (BCBS Mi.)

iv. falsifying performance documentation and reports to HCFA
(BCBS Ill., BS Calif.)

v. improperly altering or hiding files that involved incorrectly
processed or paid claims and inadequately performed
contractor audits of Medicare providers (BS Calif.)

vi. conspiring to obstruct federal audit (BCBS Colo., BCBS
NM)

B. The Good News For Health Care Providers Facing Fraud and Abuse Allegations

1. A physician and his wife convicted of mail fraud were granted a new
trial on the basis of trial testimony by a Medicaid auditor that the
district court found was “false to a dramatic degree.”

In U.S. v. Mitrione, Judge Scott granted Dr. Mitrione and his wife a new
trial after three days of testimony regarding the government’s presentation
of audit findings.  The court determined that the Medicaid auditor was a
material witness and her trial testimony that 1,178 undocumented claims
did not include hospital services was false to a dramatic degree.  The
auditor’s trial testimony that she had personally performed the audit
likewise was false.  The audit exhibits were given to the defense too close
to trial for the preparation that would be needed to have a witness ready to
refute it a trial.  (Hearing Transcript, Aug. 23, 2002)

2. Government must prove beyond a reasonable doubt that the
defendant’s statement is not a reasonable interpretation of the law.

In United States v. Whiteside, 2002 US App LEXIS 4610  (11 th Cir. 2002),
a three judge panel of the Eleventh Circuit reversed the false statement and
conspiracy convictions of former HCA executives for Medicare cost
report fraud (interest expenses classification).  The Whiteside court held
that where truth or falsity of a statement centers on an interpretive
question of law, the government must meet its burden of proving beyond a
reasonable doubt that the defendant’s statement is not a reasonable
interpretation of the law; otherwise the statements could not be considered
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knowingly and willingly false.  Since the Medicare interest expense rule
and interpretations were not clear, the convictions and sentences were
reversed.

3. A physician’s certification on the Medicare claim form can only be
false if the certification is to compliance with a law or rule that is a
condition to government payment.

In Mikes v. Strauss, 274 F.3d 687  (2 nd Cir. 2001), the Second Circuit
upheld the dismissal of a qui tam relator action under the False Claims Act
(FCA) based on the tainted claims theory.  A  former employee of the
practice brought a qui tam case alleging that since the doctors did not
properly calibrate spirometers, the spirometry results were so unreliable as
to create false claims to Medicare.  Her theory was that American
Thoracic Surgery (ATS) guidelines for spirometry testing recommended
daily calibrations, that medical assistants performed the tests without
proper training and calibration, and that by signing the claim form
certification that the services were medically necessary and performed by
the physician or under the physician’s supervision by an employee, the
physicians certified that spirometry tests had been performed according to
the standard of care, i.e., the ATS Guidelines.  T he Second Circuit joined
four other circuits in ruling that a claim can only be “false” if the
physician certifies compliance with a law or rule that is a condition to
government payment.  Under the implied false certification theory, a
plaintiff must rely on a statute or rule expressly stating that the provider
must comply to get paid.  Since the claim form certification on the HCFA-
1500 did not relate to the quality of the test and no Medicare rule
expressly requires a particular standard of care to receive payment for
spirometry services, the Second Circuit upheld the District Court’s
dismissal of the claims.

4. Bootstrapped antikickback claims require the same burden of proof
(criminal intent) under the FCA.

In U.S. ex rel Sharp v. Consolidated Medical Transport, Inc., 2001 U.S.
Distr. LEXIS 13923 (N.D. Ill. 2001), a former employee brought a qui tam
FCA claim alleging that an ambulance company entered into exclusive
arrangement with hospitals that violated the antikickback statute which
served as the predicate act for submission of false claims.  The court
dismissed this claim holding that in addition to pleading and proving that
the government would not have paid the claim had it known about the
underlying violation, the relator must show that the defendants were aware
that this was the case when they engaged in their fraudulent conduct.
Further, the burden of proof under the antikickback statute, which requires
criminal intent, is not diluted under the civil False Claims Act.
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5. The False Claims Act treble damages and statutory penalty provisions
of $11,000 per claim must be subjected to a case-by-case
determination under the Excess Fine clause of the Eighth
Amendment.

In U.S. v. Mackby, 261 F.3d 821 (9 th Cir. 2001), the Ninth Circuit
concluded that the FCA treble damages provision and statutory penalty
provisions are subject to an Excessive Fines Clause analysis under the
Eighth Amendment.  Accordingly, a bench trial finding against the owner
and managing director of a physical therapy provider under the Civil FCA
provisions was remanded to the district court to determine whether the
$550,000 fine and $174,454 in treble damages for Medicare overpayments
of $58,151was unconstitutionally excessive.  The Ninth Circuit affirmed
the finding that underlying conduct of a PT clinic’s use of a physician’s
identification number (PIN) where the physician did not actually render or
supervise the service could be considered false.

6. EMTALA does not set a federal standard of care or provide a remedy
for inadequate or inaccurate diagnosis nor does it require specialists
to be on call 24/7.

a. CMS has proposed the following change to the hospital conditions
of participation on on-call physician duties:

i. Availability of on-call physicians. Each hospital must
maintain an on-call list of physicians on its medical staff in
a manner that best meets the needs of the hospital's
patients. Physicians, including specialists and
subspecialists, are not required to be on call at all times.
The hospital must have written policies and procedures in
place to respond to situations in which a particular specialty
is not available or the on-call physician cannot respond
because of circumstances beyond the physician's control.
67 Federal Register 90 (May 9, 2002)(Proposed Rules)

ii. This language would codify existing EMTALA interpretive
guidelines.

b. In Phillips v. Hillcrest Medical Center, 244 F.3d 790 (10 th Cir.
2001), cert. denied (Mar. 4, 2002), the U.S. Supreme Court
declined to review a Tenth Circuit case affirming the dismissal of
EMTALA claims where the district court determined the hospital
followed its policies on medical screening exams to discern
whether the patient was suffering from a medical condition.  The
Tenth Circuit held that EMTALA does not set a federal standard of
care or provide a remedy for inadequate or inaccurate diagnosis.
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C. The Bad News for Health Care Providers Facing Fraud and Abuse Allegations

1. The government need not allege monetary damages to state an FCA
claim.

In Varljen v. Cleveland Gear Co., Inc., 250 F.3d 426 (6 th Cir. 2001), the
Sixth Circuit held that allegations of monetary damages are not essential
to state an FCA claim where allegation that breach of contractual quality
assurance had created a risk of serious injury.  See also Hutchins v.
Wilentz, Goldman & Spitzer, 253 F.3d 176 (3d Cir. 2001)(order amending
slip opinion to drop requirement of actual economic damages).

2. A pretrial detainee may be forcibly injected with antipsychotic
medication for the sole purpose of rendering him competent to stand
trial without violating his due process rights.

In the forced medication of a dentist charged with health care fraud,
attempted murder, conspiracy, and solicitation to commit violence, the
Eighth Circuit held that a pretrial detainee may be forcibly injected with
anti-psychotic medication for the sole purpose of rendering him competent
to stand trial without violating his due process rights.  U.S. v. Sell, 2002
U.S. App. LEXIS 3582 (8 th Cir. 2002).

3. HIPAA subpoenas allow the broad authority to obtain any documents
“which may be relevant to an authorized law enforcement inquiry
involving a federal health care offense.”  This includes all the
professional magazines physicians receive that contain billing and
coding compliance advice, as well as relevant hospital credentials files.

a. The broad subpoena power under 18 U.S.C. §3486 allows
documents “which may be relevant to an authorized law
enforcement inquiry involving a federal health care offense.”  U.S.
v. Bailey, 228 F.3d 341 (4 th Cir. 2000).  The Sixth Circuit joined
the Fourth Circuit to reject a heightened probable cause standard in
favor of a reasonable relevance standard.  The Court affirmed the
district court’s order enforcing the subpoena for documents related
to professional and ethical training as relevant to intent and
personal business financial records as relevant to motive.  A
narrowly tailored request for financial records of Doe’s minor
children was also enforced.  In re Administrative Subpoena, John
Doe v. U.S., 253 F.3d 256 (6 th Cir. 2001).

b. Following Doe, the court in United States v. United Mem. Hosp.,
2002 U.S. Dist. LEXIS 4962 (March 15, 2002) enforced a
subpoena for credentialing files which were sought in a false
claims conspiracy case against the hospital and medical staff
leaders in Western Michigan.
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c. Note also that 13 U.S.C. §3486(d) grants immunity from any civil
liability to third parties to the subpoenaed person who produces the
documents, which appears to override any federal or state law
regarding medical record privacy and confidentiality.  See Paul
Shaw, “Judicial Recognition and Enforcement of HIPAA
Subpoenas,” ABA Health Lawyer.

D. New Theories to Watch

1. Conspiracy Liability

A hospital and two medical staff chiefs in their capacity as leaders,
were indicted on charges of conspiracy to commit wire and mail fraud
by allegedly failing to act on complaints regarding medically
unnecessary procedures performed by a staff physician.

A federal grand jury indicted United Memorial Hospital (UMH), and two
physicians in their capacity as leaders of the Medical Executive
Committee and the Professional Activities Committee, on charges of
conspiracy to commit wire and mail fraud.  The indictments follow the
conviction of another UMH physician, Jeffrey Askanazi, M.D., on 33
counts of mail fraud and for the performance of unnecessary medical
procedures over a two-year period.

The charges stem from the alleged failure to act on questions about the
appropriateness, volume, and medical necessity of Dr. Askanazi’s
procedures raised by other physicians and hospital employees. UMH was
also charged with 30 separate counts of mail and wire fraud in connection
with billing for the procedures.  United States v. United Memorial
Hospital (W.D. Mi. 2002).

2. Pharmaceutical Fraud and Abuse

a. Physician Relationships with Drug Companies  - Prescriptive
Drug Marketing Act and kickback allegations bring record $875M
settlement from pharmaceutical company resolving allegations of
conspiring with doctors to charge Medicare and Medicaid for free
samples and paying kickbacks to doctors for dispensing Lupron.
After pleading guilty to a conspiracy to violate the Prescription
Drug Marketing Act, TAP Pharmaceuticals settled two civil FCA
lawsuits alleging TAP paid illegal kickbacks to doctors for
dispensing Lupron, a prostate cancer drug and conspiring with
doctors to charge Medicare and Medicare for free samples.

b. Prescribing and Selling. Prosecutions in Oxycontin deaths of
misbranding, mail fraud, money laundering and conspiracy for
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selling prescription drugs, including Viagra, Celebrex, and
Propecia without valid prescriptions.  BNA Health Care Fraud
Rep. At 172 (Mar. 6, 2002).  But see U.S. v. Watkins, No. 00-
50656 (9th Cir. Jan. 29, 2002) (the Food, Drug and Cosmetic Act
felony provisions on misbranding require proof of materiality) and
Thompson v. Western States Med. Ctr., No. 01-344 (U.S. Apr. 29,
2002), split decision affirming 9 th Cir. and holding Food and Drug
Administration Modernization Act’s prohibitions on advertising
compounded drugs is unconstitutional restriction on commercial
speech.  The Ninth Circuit had invalidated the drug compounding
sections of the Act prohibiting the promotion of particular
compounded drugs as unconstitutional.

II. MEDICARE REFORMS – THE BACKLASH

A. BIPA Appeals Process  - Under the Medicare, Medicaid and SCHIP Benefits
Improvement and Protection Act of 2000 (BIPA), enacted December 21, 2000,
Pub. Law 106-554, new appeals systems have been established for coverage
denials and claims denials.

1. Review of Medicare Coverage Determinations (NCDs and LMRPs) –
BIPA Section 522

a. Prior to BIPA, there was no administrative process for any party to
challenge Medicare coverage policies.  Section 522 authorizes
challenges to national or local coverage determination (a.k.a. local
medical review policies (LMRPs)).  Under BIPA, appeals
concerning national coverage decisions are to be reviewed by the
HHS Departmental Appeals Board (DAB).  Appeals concerning
LMRPs are to be reviewed by the ALJs of the Social Security
Administration.  A party dissatisfied with the ALJ’s decision can
then seek review by the DAB.  The DAB’s decision on an NCD or
LCD challenge then becomes final agency action subject to
judicial review.

b. CMS Ruling No. 01-01 (Sept. 28, 2001) stayed §522 until final
rules are promulgated.  HHS’ rationale for the delay of reviews
was that notice and comment rulemaking was in the public interest
to develop uniform rules.  This would avoid “inefficient and ad hoc
proceedings that could occur if each contractor, ALJ or the DAB
establish separate procedures.”  Contractors were instructed (a) not
to provide or furnish any materials, background, or other
information regarding the development or implementation of an
NCD or LCD to either the DAB or an ALJ, and (b) to refer
documentation requests and appeal requests to the CMS Central
Office, effective Sept. 30, 2001.
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c. Challenge to Delay – Patients and patient advocacy groups (The
American Council of the Blind, Gray Panthers American Ass’n. of
People with Disabilities) have challenged the HHS delay in
establishing the BIPA coverage appeals system in federal district
court seeking declaratory, injunctive and mandamus relief.  The
plaintiffs allege that HHS’ failure to establish a coverage appeals
system violates §701-706 of the APA, 42 U.S.C. §1395ff, and the
Fifth Amendment to the U.S. Constitution and seek an injunction
against CMS’ NCD denying coverage for the treatment of age-
related macular degeneration that causes occult lesions with
verteporfin.

d. Two weeks later, HHS proposed a rule for review of NCDs/LCDs
attributing the delay to lack of Congressional funding.  67 Fed.
Reg. 54534 (August 22, 2002).  An aggrieved party may challenge
an LCD or NCD by filing a Complaint to initiate a review by an
ALJ (of an LCD) or the HHS Departmental Appeals Board (of an
NCD).  In determining  whether an NCD or LCD is valid, the
adjudicator must uphold a challenged policy if the findings of fact,
interpretations of law, and application of facts to law by CMS or
the contractor are reasonable based on the evidence in the record.
Contractors and CMS could be parties with a right to participate.
Parties would be prohibited from ex parte contacts with the
adjudicator.

2. The Medicare Claims Appeal Process – BIPA Section 521 –  See
Attachment A

a. Effective for initial determinations made on or after October 1,
2002, Section 521 amends 42 U.S.C. Section 1395ff by
consolidating the claims appeal system for Part A and Part B
claims and replacing “fair hearings” with a reconsideration by an
independent review entity.  Time limits are placed on all levels of
review which, if breached, provide for automatic referral to the
next higher level.  The beneficiary appeal may be assigned to the
provider or supplier by written consent using a standard HHS
form. Conditions for provider representation of beneficiaries are
also included in the statute.  See attached chart on BIPA Claims
Appeals.

b. No claims appeal rules have yet been promulgated, and the OIG
has recommended the delay of implementation of §521.  Medicare
Administrative Appeals – The Potential Impact of BIPA, OIG
Report OEI-04-01-00290 (January 2002).
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B. HHS Advisory Committee on Regulatory Reform

In the face of congressional hearings and the Medicare bills, Secretary Thompson
established the Advisory Committee on Regulatory Reform to help “restore
common sense” to HHS regulations, in particular CMS and FDA rules.  HHS
solicited suggestions for the panel on ways to reduce the burden on the delivery of
health care, the operation of health systems, the development of pharmaceuticals
and other products, and biomedical and health services research.  The Advisory
Committee has held regional meetings and is expected to make a Final Report to
the Secretary by October 2002, including recommending that CMS eliminate the
E&M Documentation Guidelines.  AARP representative cast the lone dissenting
vote.

C. Open Door Policy Forums/Quarterly Compendiums  -

1. CMS has begun monthly Open Door Forums to listen to suggestions for
improving the rules it develops.  The Open Door Forum schedule is at
http://cms.hhs.gov/opendoor/physicians.asp

2. CMS is publishing a Quarterly Provider Update that includes the
regulations and instructions published that quarter and those under
development. See: http://cms.hhs.gov/providerupdate/physicians.asp

III. STRATEGIES FOR CHALLENGING MEDICARE MYTHS -- Two evolving doctrines
that will help in successfully challenging unsound Medicare decisions.

A. Nonbinding Instructions (Mead/Christianson)

1. When are rules required?  42 U.S.C. §1395hh(a)(2) provides that “no
rule, requirement, or other statement of policy . . . that establishes or
changes a substantive legal standard governing . . . the payment for
services [under Medicare] shall take effect unless it is promulgated by the
Secretary [of HHS] by regulation.”  Congress has directed the Secretary to
publish proposed regulations in the Federal Register and provide for a
sixty day comment period before becoming final.  42 U.S.C.
§1395hh(b)(1) (also known as “notice and comment”).  See also 5 U.S.C.
§553 (listing requirements under the Administrative Procedure Act for
agencies to follow when making binding rules).  Formal agency rules
promulgated pursuant to notice-and-comment rule making are entitled to
judicial deference.  U.S. v. Mead Corp., 533 U.S. 218, (noting that
Congress contemplates administrative action to have the effect of law
when relatively formal administrative procedures are followed to foster
fairness and deliberation).

2. But what about manuals, guidance, and other informal agency
statements?  In Christianson v. Harris County, 529 U.S. 576 (2000), the
Supreme Court definitively resolved the issue of whether agency manuals
and informal opinions had controlling weight.  In Christianson, the Court
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held that an agency opinion letter interpreting the Fair Labor Standards
Act was not binding as a matter of law because interpretations contained
in policy statements, agency manuals, and enforcement guidelines lack the
force of law and do not warrant judicial deference.  Christensen v. Harris
County, 529 U.S. at 587 (2000).

a. Older cases held that a Social Security claims manual is not a
regulation, has no legal force, and is not binding as a matter of law.
Schweiker v. Hansen, 450 U.S. 785, 789 (1981).  HHS manuals do
not have the force and effect of law and are not accorded that
weight in the adjudicatory process.  Shalala v. Guernsey Mem.
Hosp., 514 U.S. 87, 99 (1995); In Home Health, Inc. v. Shalala,
188 F.3d 1043, 1046 (8 th Cir. 1999).

b. Instead, the weight that should be accorded to such provisions
depends on its power to persuade.  U.S. v. Mead Corp., 533 U.S. at
228.  Even when some deference is due, the lack of any sound
basis behind the policy is not persuasive and is grounds for
rejecting an agency interpretation.  U.S. Freightways Corp. v.
Commissioner of Internal Revenue, 270 F.3d 1137, 1138 (7 th Cir.
2001). An informal agency position is not persuasive if it is not
consistent with the ordinary meaning of the statutory text.  Catskill
Mountains Chapter of Trout Ltd., Inc. v. City of New York, 273
F.3d 481, 2001 U.S. App. LEXIS 22724 *9 (2 nd Cir. 2001).

c. If a guideline does more than merely track statutory requirements,
then it is a substantive change and Medicare rulemaking and
Administrative Procedure Act notice and comment provisions are
required before it may take effect.  Linoz v. Heckler, 800 F.2d 871,
877-78 (9 th Cir. 1986).  If a guideline withdraws coverage, then it
is a change in existing law requiring valid promulgation.  Id.

B. Medicare Preclusion/Exhaustion of Remedies.  42 U.S.C. §1395 ii incorporates
several provisions of the Social Security system (appeals system and access to
courts) into Medicare.

1. Statutory Basis:  42 U.S.C. §1395ff(b)(1) provides for judicial review of
HHS’ final decision after a hearing as provided in 42 U.S.C. §405(g).  The
“channeling provision,” Section 405(h) provides that no decision of the
Secretary is reviewable except as provided herein and no action may be
brought against the Secretary (or any officer or employee thereof) under
Sections 1331 (federal question jurisdiction) or 1346 (claims against the
U.S.) to recover any claim “arising under the Medicare Statute.

2. Significant Cases:
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In Shalala v. Ill. Council on Long Term Care, Inc., 529 U.S. 1 (2000), a
split U.S. Supreme Court held that §405(h) precluded jurisdiction over
nursing home challenge to Medicare regulations until HHS had made a
final agency decision.  The Court discussed the channeling requirement
stating that §405(h) does not apply where it “would not simply channel
review through HHS, but result in no review at all.”

In Allstar Care Inc. v. Blue Cross & Blue Shield of South Carolina, 184 F.
Supp. 2d 1295 (S.D. Fla. 2002), a Florida Medicare provider sued its fiscal
intermediary (“FI”) that had consistently denied claims for reimbursement,
alleging that the FI engaged in tortious conduct in order to drive the
provider out of business. The court dismissed the claims under the
Medicare preclusion statute after finding that the alleged harm –
suspending payments, denying claims, and performing audits – were the
very functions that Congress authorized FI’s to perform.  The Allstar court
held that consequently, it lacked subject matter jurisdiction until a final
agency decision had been reached.

But, a growing line of cases have allowed an exception considering two
factors:  the inability to access administrative review (e.g., as a practical
matter, there is no administrative review for the issue), and the severity of
the penalty in the event of noncompliance.

I In addition, mandamus jurisdiction may be available under 28 U.S.C.
§1361 to compel a federal officer or agency to perform a clear
nondiscretionary duty.

IV. MEDICARE MYTHS

A. Medical Necessity

1. Statutory Basis:  No payment may be made under Part A or Part B for
items or services which are not reasonable and necessary for the diagnosis
and treatment of illness or injury or to improve the functioning of a
malformed body member.  42 U.S.C. §1395y(a)(1)(A).

2. HHS Regulation(s):  Medicare excludes from coverage any services that
are not reasonable and necessary for the diagnosis and treatment of illness
and injury or to improve the functioning of a malformed body member.
42 C.F.R. §411.15(k).  HHS has authorized carriers to reject or adjust
claims that they determine are not reasonable and medically necessary,
see 42 C.F.R. §421.200(a)(2), but this does not mean that the carrier’s
determination is correct.

3. Financial Liability Protections

a. (Assigned Claims) Limitation of Liability.  42 U.S.C. §1395pp
and 42 C.F.R.§411.400 allows that notwithstanding an exclusion
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based on medical necessity, payment shall be made on assigned
claims if both the patient and the provider did not know and could
not reasonably be expected to know that payment would not be
made.

i. Medicare indemnifies the beneficiary and recovers from the
physician if (a) the beneficiary did not know and could not
reasonably have been expected to know the services were
not covered, and (b) the physician could reasonably have
been expected to know the services were not covered.
§411.402.

ii. ABN (assigned basis) - The beneficiary is considered to
have known that Medicare does not consider the services
medically necessary, if the physician gave written notice to
the beneficiary (or someone acting on his or her behalf) that
the services were not covered because they did not meet
Medicare coverage guidelines.  §411.404.

iii. A notice concerning similar or reasonably comparable
services furnished on a previous occasion meets this
criterion.  Id.

b. (Unassigned Claims) Refund waiver.  42 U.S.C. §1395u(l)(1)
provides that a nonparticipating physician must refund a patient if
a carrier determines that a service is not reasonable and necessary
unless

i. The physician shows he or she did not know and could not
reasonably have been expected to know that the claim
would be denied based on medical necessity, or

ii. The patient was informed that Medicare may not pay for
the specific service and agreed to pay.

iii. ABN (non-assigned basis) - The HHS rule requires the
beneficiary (or someone eligible to sign for the beneficiary)
sign a statement agreeing to pay, and the notice must be in
writing, using approved language, cite the particular service
and reasons for believing Medicare will not pay.  The
notice is not acceptable evidence if it is no more than a
statement to the effect that there is a possibility that
Medicare will not pay or the physician routinely gives the
notice to all beneficiaries to whom he or she furnishes
services. See 42 C.F.R. §411.408.

iv. Physicians not accepting assignment have the same appeal
rights as physicians who accept assignment and the same
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factors are applied to determine whether the refund
requirement will be waived.  42 C.F.R. §411.408.

c. Criteria for Determining Physician Knowledge.  Under 42 C.F.R. §
411.406, a physician is considered to have known that services
were not covered if any of the following apply:

(a) Notice from the Carrier

(b) Notified beneficiary that services were not covered

(c) Knowledge based on experience, actual notice or
constructive notice, for example

(1) Receipt of CMS notice, including manual
issuances, bulletins or other written guides
from carriers specific to the condition

(2) Federal Register publications of NCDs or
other specifications regarding noncoverage
of an item or service,

(3) Knowledge of what are considered
acceptable standards of practice by the local
medical community

4. Advanced Beneficiary Notices (ABNs)

a. CMS Program Memorandum Transmittal B-01-58 (Sept. 25, 2001)
(regarding use of modifiers)

b. CMS Program Memorandum Transmittal AB-02-114 (July 31,
2002) contains Medicare instructions for use of ABNs effective
Oct. 1, 2002 (to be manualized in Carriers Manual §7310).

c. See ABN chart and packet at Attachment B (Blue)

B. Coding Issues

1. Statutory Basis:  42 U.S.C. §1395w-4(g)(4) requires physicians to submit
a standard claim form to carriers effective September 1, 1990.  Effective in
1998, Medicare claims submitted by a physician or practitioner shall
include the “appropriate diagnosis code” and authorizes payment denials
and civil monetary penalties for filing to provide appropriate diagnostic
codes.  42 U.S.C. §1395u(p)(1).  Civil monetary penalties can be assessed
for a pattern or practice of submitting claims based on a code that the
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person knows or should know will result in greater payment than the
applicable code.  §1320a-7a(1)(A).

2. HHS Regulation(s):  42 C.F.R. §405.512 states that procedural
terminology and coding systems provide physicians and third party payors
with a common language to accurately describe the kinds and levels of
services provided and covered.  It sets forth the procedures and guidelines
for a carrier to request and receive approval for its coding system.  Rather
than creating a new coding system for physician services, HHS contracted
with the AMA to “adopt and use” CPT.  HIPAA code set rule adopted
CPT-4 coding system for physician services electronically billed by
covered entities.  45 C.F.R. §162.1002.

Without Fault Rules, 42 U.S.C. §1395pp;  42 C.F.R. §405.358.  Section
1870(c) of the Act provides that there shall be no adjustment or recovery
in any case where an incorrect Medicare payment has been made with
respect to an individual:  (a) Who is without fault with respect to the
overpayment, and (b) Adjustment or recovery would either: (1) Defeat
the purposes of Medicare benefits, or  (2) Be against equity and good
conscience.  See also 42 C.F.R. §§405.350, 424.55, 20 C.F.R. §404.507,
and Proposed Rules 63 Fed. Reg. 14506 (Mar. 25, 1998).

3. Without fault as applied to E&M Documentation Guidelines

“Due to the complexity of the coding and trying to determine for example,
whether the history was detailed, comprehensive, and so forth, it is the
determination of the undersigned to waive any perceived overpayment
based on the coding of the examination in this case.  This determination is
based upon the totality of evidence, both documentary and testimony, the
requirement of the Medicare Carriers manual, and the knowledge of which
must be attributed to the provider.  I find that given the circumstances in
this case, the provider exercised reasonable care and due diligence in
billing at levels initially coded in these cases.  Additionally, the provider
had a reasonable basis for the level billed and for accepting the payment
made under these  codes.  Consequently, I find that the provider was and is
without fault.”

4. Lack of Code for Physician Services – What if the carrier denies a medical
procedure on the basis that it is experimental and therefore not covered
since no CPT code has yet been approved? Appeal is being sought where
the procedure is a physician service that was reasonable and medically
necessary and the physician was without fault in using an existing CPT
code to describe the service.

C. Carrier Communications and Contractor Fraud

1. Statutory Basis:  42 U.S.C. §13958u(b)(carrier duties)
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2. HHS Regulation(s):  42 C.F.R. §421.200 et seq. (outlining carrier
functions)

3. CMS publishes the criteria and standards for assessing the performance of
Medicare carriers.  See CMS Notice with comment period describing the
criteria and standards to be used for evaluating the performance of
Medicare contractors.  66 Fed. Reg. 67257 (Dec. 28, 2001).

V. FURTHER REFORMS ARE NECESSARY

A. House Bill on Medicare Regulatory Relief and Contractor Reform Act - Passed by
the House on December 4, 2001 by a vote of 408-0 and is currently pending in the
Senate.  A companion bill, S.1738, The Medicare Appeals, Regulatory, and
Contracting Improvement Act of 2001 (MARCIA) is pending in the Senate
Finance Committee.  Thus, depending on the Senate bill, look for broader reforms
in the following areas:

1. Audits (random prepayment audits, extrapolations, consent settlement,
repayment plans)

2. Appeals (designation of ALJs who decide only Medicare appeals)

3. Medicare contractor reform (competitive contracting, performance and
accountability)

4. Rulemaking (retroactivity and opportunity for comment)

5. CMS guidance and outreach (e.g., clarity, predictability, simplicity and
E&M Guidelines)

6. Protection for reliance on written carrier guidance.

B. A recent GAO report notes that proposed legislation for Medicare contracting
reform lacks incentives for efficient operations, namely no full and open
competition for contracts or to process claims and broad indemnification
provisions.  GAO found that Medicare claims administration does not follow
standard contracting requirements.  Medicare Improvements Needed in Provider
Communications & Contracting Procedures, GAO-01-1141T (Sept. 25, 2001).

1. GAO recommends that CMS transition to fully competitive contracts.

2. GAO recommends that the CMS explore private insurance to cover suits
against contractors in lieu of broad and potentially unlimited liability.

3. GAO recommends that limitations on contractor’s civil liability from third
party claims be limited to situations where the contractor exercised due
care.


