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DEPARTMENT OF HEALTH AND
HUMAN SERVICES
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42 CFR Part 410
[HCFA-3250-P]
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Medicare Program; Negotiated
Rulemaking: Coverage and

Administrative Policies for Clinical
Diagnostic Laboratory Services

AGENCY: Health Care Financing
Administration (HCFA), HHS.
ACTION: Proposed rule.

SUMMARY: This proposed rule would
establish national coverage and
administrative policies for clinical
diagnostic laboratory services payable
under Medicare Part B to promote
Medicare program integrity and national
uniformity, and simplify administrative
requirements for clinical diagnostic
laboratory services. A Negotiated
Rulemaking Committee (the Committee)
developed the proposed policies as
directed by section 4554(b)(1) of the
Balanced Budget Act of 1997 (the BBA).
DATES: Comments will be considered if
we receive them at the appropriate
address, as provided below, no later
than 5 p.m. on May 9, 2000.
ADDRESSES: Mail written comments (1
original and 3 copies) to the following
address: Health Care Financing
Administration, Department of Health
and Human Services, Attention: HCFA-
3250-P, P.O. Box 8016, Baltimore, MD
21244-8016.

If you prefer, you may deliver your
written comments (1 original and 3
copies) to one of the following
addresses:

Room 443-G, Hubert H. Humphrey
Building, 200 Independence Avenue,
SW., Washington, DC 20201, or

Room C5-14-03, 7500 Security
Boulevard, Baltimore, MD 21244—
8016.

Because of staffing and resource
limitations, we cannot accept comments
by facsimile (FAX) transmission. In
commenting, please refer to file code
HCFA-3250-P. Comments received
timely will be available for public
inspection as they are received,
generally beginning approximately 3
weeks after publication of a document,
in Room 443-G of the Department’s
offices at 200 Independence Avenue,
SW., Washington, DC, on Monday
through Friday of each week from 8:30
a.m. to 5 p.m. (phone: (202) 690-7890).
FOR FURTHER INFORMATION CONTACT:
Jackie Sheridan, (410) 786—4635 (for

issues related to coverage policies).
Brigid Davison, (410) 786—8794 (for
issues related to documentation
requirements). Dan Layne, (410) 786—
3320 (for issues related to claims
processing).

SUPPLEMENTARY INFORMATION:

Availability of Copies: To order copies
of the Federal Register containing this
document, send your request to: New
Orders, Superintendent of Documents,
P.O. Box 371954, Pittsburgh, PA 15250—
7954. Specify the date of the issue
requested, and enclose a check or
money order payable to the
Superintendent of Documents, or
enclose your VISA, Discover, or
MasterCard number and expiration date.
Credit card orders can also be placed by
calling the order desk at (202) 512—-1800
or by faxing to (202) 512—2250. The cost
for each copy is $8. As an alternative,
you can view and photocopy the
Federal Register document at most
libraries designated as Federal
Depository Libraries and at many other
public and academic libraries
throughout the country that receive the
Federal Register.

This Federal Register document is
also available from the Federal Register
online database through GPO Access, a
service of the U.S. Government Printing
Office. Free public access is available on
a Wide Area Information Server (WAIS)
through the Internet and via
asynchronous dial-in. Internet users can
access the database by using the World
Wide Web; the Superintendent of
Documents home page address is http:
-//www.access.gpo.gov/nara/
index.html, by using local WAIS client
software, or by telnet to
swais.access.gpo.gov, then login as guest
(no password required). Dial-in users
should use communications software
and modem to call 202-512—-1661; type
swais, then login as guest (no password
required).

Overview

In this proposed rule, we explain the
establishment of a negotiated
rulemaking committee to develop
coverage and administrative policies for
clinical diagnostic laboratory services
payable under Medicare Part B. We set
out and explain proposed revisions to
regulations on clinical diagnostic
laboratory services payable under
Medicare Part B, including provisions
relating to national administrative
policies. The addenda to this proposed
rule include the proposed national
coverage policies that are proposed as
national coverage decisions, and an
introduction explaining the uniform

format used by the Committee in
developing those decisions.

To assist readers in referencing
sections contained in this proposed
rule, we are providing the following
table of contents:
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Due to referral practices in the
performance of clinical diagnostic
laboratory tests, the laboratory
performing the test may not be the
entity authorized to bill Medicare for
the service. In order to avoid confusion,
in this proposed rule we have used the
word “‘laboratory” when discussing
requirements that apply universally to
laboratories and the word “entity billing
Medicare” (or a similar phrase) to
indicate requirements that apply to a
laboratory or other entity that is
authorized to submit the Medicare claim
for the service.

I. Background

Note: Label comments about this section
with the subject: “Background”.

A. Current Statutory Authority and
Medicare Policies

Section 1861(s)(3) of the Social
Security Act (the Act) provides for
payment of, among other things, clinical
diagnostic laboratory services under
Medicare Part B. Tests must be ordered
either by a physician, as described in
§410.32(a), or by a qualified
nonphysician practitioner, as described
in §410.32(a)(3). Tests may be furnished
by any of the entities listed in
§410.32(d)(1). A laboratory furnishing
tests on human specimens must meet all
applicable requirements of the Clinical
Laboratory Improvement Amendments
of 1988 (CLIA) (Public Law 100-578), as
set forth at 42 CFR part 493. Part 493
applies to laboratories seeking payment
under the Medicare and Medicaid
programs.
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Section 1862(a)(1)(A) of the Act, to
which there are certain explicit
statutory exceptions, provides that no
Medicare payment may be made for
expenses incurred for items or services
that are not reasonable and necessary for
the diagnosis or treatment of illness or
injury or to improve the functioning of
a malformed body member. We have
consistently interpreted this provision
to exclude services that are not safe and
effective, are experimental, and are not
furnished in accordance with accepted
standards of medical practice. (Some
exceptions exist such as category B
devices under evaluation with FDA
protocals.) Moreover, section 1862(a)(7)
of the Act excludes coverage “where
such expenses are for routine physical
checkups, eye examinations for the
purpose of prescribing, fitting, or
changing eyeglasses, procedures
performed (during the course of any eye
examination) to determine the refractive
state of the eyes, hearing aids or
examination therefore, or
immunizations (except as otherwise
allowed under section 1861(s)(10) and
paragraph (1)(B) or under paragraph
(1)(F).”

We have consistently interpreted
these provisions to prohibit coverage of
screening services, including clinical
laboratory tests furnished in the absence
of signs, symptoms, complaints, or
personal history of disease or injury,
except as explicitly authorized by
statute.

Under the above statutory authority,
we have issued national coverage
decisions and policies in a variety of
documents, such as HCFA manual
instructions, Federal Register notices,
and HCFA Rulings. We have issued
approximately 20 national coverage
decisions pertaining to clinical
diagnostic laboratory services in the
Medicare Coverage Issues Manual
(HCFA Pub. 6). Medicare program
manuals are posted on the Internet at
http://www. hcfa.gov/pubforms/
progman.htm. Program transmittals and
program memoranda are posted at http:/
/www.hcfa.gov/pubforms/transmit/
transmit.htm.

Under section 1842(a) of the Act, we
contract with organizations to perform
bill processing and benefit payment
functions for Medicare Part B
(Supplementary Medical Insurance).
These Medicare contractors, who
process Part B claims from
noninstitutional entities, are called
carriers. Under section 1816(a) of the
Act, we contract with fiscal
intermediaries to perform claims
processing and benefit payment
functions for Medicare Part A (Hospital
Insurance). Fiscal intermediaries also

process claims payable from the
Medicare Part B trust fund that are
submitted by providers that participate
in Medicare Part A, such as hospitals
and skilled nursing facilities. We use
the term “‘contractor(s)”’ to mean carriers
and fiscal intermediaries.

Medicare contractors review and
adjudicate claims for services to assure
that Medicare payments are made only
for services that are covered under
Medicare Part A or Part B. In the
absence of a specific national coverage
decision, coverage decisions are made at
the discretion of the local contractors.
Frequently, local contractors publish
local medical review policies (LMRPs)
to provide guidance to the public and
medical community that they service.
Contractors develop these local medical
review polices by considering medical
literature, the advice of local medical
societies and medical consultants, and
public comments. Our instructions
regarding the development of local
medical review policies appear in
section 7500ff of the Medicare Carriers
Manual (HCFA Pub. 13-3).

These LMRPs explain when an item
or service will (or will not) be
considered ‘‘reasonable and necessary”
and thus eligible (or ineligible) for
coverage under the Medicare statute. If
a contractor develops an LMRP, its
LMRP applies only within the area it
serves. While another contractor may
come to a similar decision, we do not
require it to do so. An LMRP may not
conflict with a national coverage
decision once the national coverage
decision is effective. If a national
coverage decision conflicts with a
previously made LMRP, the contractor
must change its LMRP to conform it to
the national coverage decision. A
contractor may, however, make an
LMRP that supplements a national
coverage decision where the national
coverage decision is silent on an issue.
The LMRP may not alter the national
coverage decision.

B. Recent Legislation

Section 4554(b)(1) of the Balanced
Budget Act of 1997 (BBA), Public Law
105-33, mandates use of a negotiated
rulemaking committee to develop
national coverage and administrative
policies for clinical diagnostic
laboratory services payable under
Medicare Part B by January 1, 1999.
Section 4554(b)(2) requires that these
national coverage policies be “designed
to promote program integrity and
national uniformity and simplify
administrative requirements with
respect to clinical diagnostic laboratory
services payable under Medicare Part B
in connection with the following:

* Beneficiary information required to
be submitted with each claim or order
for laboratory services.

* The medical conditions for which a
laboratory test is reasonable and
necessary (within the meaning of
section 1862(a)(1)(A) of the Social
Security Act).

» The appropriate use of procedure
codes in billing for a laboratory test,
including the unbundling of laboratory
services.

* The medical documentation that is
required by a Medicare contractor at the
time a claim is submitted for a
laboratory test (in accordance with
section 1833(e) of the Act).

» Recordkeeping requirements in
addition to any information required to
be submitted with a claim, including
physician’s obligations regarding such
requirements.

» Procedures for filing claims and for
providing remittances by electronic
media.

» Limitations on frequency of
coverage for the same services
performed on the same individual.”

II. Negotiated Rulemaking Process

Note: Label comments about this section
with the subject: “Negotiated Rulemaking
Process”.

A. Convening the Committee

Negotiated rulemaking under the
Negotiated Rulemaking Act (Public Law
101-648) 5 U.S.C. 561-570 is a process
by which a committee of representatives
of interests that may be significantly
affected by a proposed rule, together
with an agency representative attempt to
reach consensus on the text or content
of a proposed rule. The Committee is
assisted by an impartial facilitator or
mediator.

A convening process was followed to
determine the interests likely to be
significantly affected by the proposed
rule and the individuals who should be
appointed to the Committee to represent
those interests. Impartial conveners
interviewed potential representatives
and made recommendations in a
convening report. We considered the
conveners’ recommendations and
published a notice of intent to negotiate
on June 3, 1998 in the Federal Register
(63 FR 30166). That notice described the
scope of the negotiations and proposed
Committee membership. Committee
membership is based on responses to
the notice, and the Committee is
chartered under the Federal Advisory
Committee Act (FACA) (5 U.S.C. App.
2). One additional member was added
by consensus of the Committee.
Committee members represented the
following organizations:
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* American Association of
Bioanalysts.

* American Association for Clinical
Chemistry.

* American Association of Retired
Persons (AARP).

* American Clinical Laboratory
Association.

* American College of Physicians—
American Society of Internal Medicine.

* American Health Information
Management Association.

* American Hospital Association.

* American Medical Association.

» American Medical Group
Association.

* American Society for Clinical
Laboratory Science.

* American Society of Clinical
Pathologists.

* American Society for Microbiology.

* Clinical Laboratory Management
Association.

* American Society for Clinical
Laboratory Science.

* College of American Pathologists.

* Health Industry Manufacturers
Association.

* Medical Group Management
Association.

» National Medical Association.

In addition, we represented the
Department of Health and Human
Services on the Committee.

B. Summary of the Committee Process

The Committee met nine times from
July 13, 1998 to January 27, 1999 and
again on August 30 and 31. We
published notices of meetings in the
Federal Register on June 3, 1998 (63 FR
30166), August 11, 1998 (63 FR 42796),
January 4, 1999 (64 FR 69), and August
10, 1999 (64 FR 43338). We posted
detailed agendas and minutes for each
of these meetings on the HCFA web
page at http://www.hcfa.gov/quality/
qlty-8a.htm.

The Committee operated under
organizational groundrules that it
adopted by consensus. The
organizational groundrule on
“consensus’’ provided for the following:

e The Committee would operate by
consensus.

* The Committee would make
decisions with the unanimous
concurrence of Committee members.

* Concurrence would mean only that
the Committee member could live with
the decision being considered by the
Committee.

* An abstention would be the same as
a concurrence for purposes of
determining consensus.

Committee meetings were open to the
general public. In addition, the
Committee provided opportunities for
the general public to submit written and
oral comments.

The Committee prepared and signed
an agreement at the conclusion of the
meetings. The agreement states the
provisions for which the Committee
reached consensus in a consensus
report. The Committee members agreed
that they would not submit negative
comments on this proposed rule as long
as it has the same substance and effect
as the consensus report. In addition, the
Committee developed proposed national
coverage decisions for certain clinical
diagnostic laboratory tests or groups of
tests. The Committee formed six
workgroups to assist with this task and
a “Drafting Workgroup”. Each
Committee member was permitted, but
not required, to appoint a representative
to each workgroup. The agreement
signed by Committee Members
represents “‘consensus’’ under the
definition set out above. Thus, a
Member may have chosen to abstain on
some of the matters negotiated, rather
than affirmatively indicating
concurrence. In particular, the AARP
did not participate in the workgroups
which developed proposed national
coverage policies for specific tests, and
in this agreement defers to Committee
members with specialized expertise in
the areas covered. Therefore, the
AARP’s general concurrence reflects its
abstention on the proposed national
coverage policies for specific tests.

III. Proposed Policy Changes and
Clarifications

Section 4554(b)(2) of the BBA
explicitly directs that a negotiated
rulemaking committee negotiate
coverage and administrative policies for
clinical diagnostic laboratory services
“payable under part B.” Therefore, these
Medicare policies apply to all laboratory
services billed to Medicare Part B
regardless of the location of the entity
furnishing the service (physicians’ office
laboratories, hospital laboratories,
independent laboratories, etc., or of the
type of Medicare contractor processing
the claims (carriers or fiscal
intermediaries).

Any policy relating to the ordering of
clinical diagnostic laboratory tests
applies whether the individual ordering
the test is a physician or a nonphysician
practitioner qualified under
§410.32(a)(3) to order diagnostic tests.
Section 410.32(a)(3) provides that
nonphysician practitioners (that is,
clinical nurse specialists, clinical
psychologists, clinical social workers,
nurse midwives, nurse practitioners,
and physician assistants) who furnish
services that would be physicians’
services if furnished by a physician, and
who are operating within the scope of
their authority under State law and

within the scope of their Medicare
statutory benefit, may be treated the
same as physicians treating beneficiaries
for purposes of §410.32. Thus, where
this proposed rule discusses ordering
clinical laboratory tests and refers to a
“physician,” it means either a physician
or a qualified nonphysician practitioner
as defined in §410.32(a)(3).

These proposed regulations do not
purport to provide any immunities or
safe harbors. The provisions of this
proposed rule are not intended to limit
criminal, civil or administrative law
enforcement or overpayment recoveries.

A. Information Required With Each
Claim

Note: Label comments about this section
with the subject: “Information Required with
Claim.”

1. Required Data Fields

Section 4554(b)(2)(A) of the BBA
directs the Committee to negotiate
policies that are designed to promote
program integrity and national
uniformity, and to simplify
administrative requirements for
beneficiary information that must be
submitted with each claim for
laboratory services. The Committee
reviewed the existing Medicare claims
processing requirements that are
outlined in the Medicare Carriers
Manual (HCFA Pub. 14-3) sections 3005
and 3999, exhibit 10, and in the
Medicare Fiscal Intermediary Manual
(HCFA Pub. 13-3) section 3605 and
Addendum L.

The Committee discussed the existing
requirements related to information that
must be submitted with the claims. To
promote administrative simplicity, some
members of the Committee suggested
that the preamble to this rule include a
listing of the specific data elements that
are required for laboratory claims.
However, the data elements that are
required for a claim for a laboratory
service may vary depending on certain
factors. For example, required data
fields will vary with the individual
circumstances of the beneficiary, such
as secondary payer situations; and the
particular service furnished.

Moreover, claims processing
requirements may be subject to change
as other program requirements are
modified or as the uniform requirements
enacted under the Health Insurance
Portability and Accountability Act
(HIPAA) are implemented. Some
members of the Committee expressed
concern that having a list in the
preamble that may rapidly become
inaccurate could generate increased
opportunity for errors or confusion.
Thus, the Committee agreed to
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encourage readers to refer to the claims
processing sections of the Medicare
Carriers Manual (section 3005 and 3999,
exhibit 10) and Medicare Fiscal
Intermediary Manual (section 3605 and
Addendum L) in order to keep current
regarding the specific policies related to
data elements. As noted above, these
manuals are posted on the Internet at
http://www.hcfa.gov/pubforms/
progman.htm.

2. Diagnostic Information Requirement

The Committee discussed when
diagnostic information to support
medical necessity must be submitted
with a claim. The discussion focused on
whether diagnostic information should
be required on claims for all tests, even
those not addressed by a national
coverage policy or LMRP. Some
Committee members emphasized that
providing information on the reason for
the patient visit or for the test would be
useful in evaluating patient outcomes
and quality of care and would ensure
consistency and simplicity. Physicians’
representatives expressed concern,
however, about the burden that may be
involved in providing the information.
Laboratory representatives expressed
concern about laboratories’ ability to be
paid if the physician does not provide
the information.

The Committee concurred that this
proposed rule would not promulgate a
requirement that diagnostic information
be submitted with every claim;
however, there may be other
requirements for a diagnosis code with
every claim. The Committee
recommended, however, that physicians
be encouraged voluntarily to provide
diagnosis information (either the reason
for the visit or the reason for the test)
with the order, and laboratories be
encouraged to submit information that
they receive with the claim.

3. Date of Service

The date of service is a required data
field for laboratory claims. A laboratory
service may take place over a period of
time. That is, the date the physician
orders the test, the date the specimen is
collected from the patient, the date the
laboratory accesses the specimen, the
date of the test, and the date results are
produced may not be the same. For
example, often several days elapse
between taking a sample and producing
results in microbiology tests that are
cultured. The Committee discussed
what “date of service” laboratories must
report on claims for clinical diagnostic
laboratory services. To ensure equitable
treatment of beneficiaries and providers,
as well as to promote national claims
processing consistency, it is necessary

that all laboratories report this date
consistently.

Laboratory representatives reported
that some laboratory computer systems
are programmed to report the date of
acquisition of the specimen or the date
of accession (the date the test is entered
into the computer system), in the date
of service field on the claim form. In
addition, Medicare issued Program
Memorandum A-9J—4 in April, 1995
that instructed some laboratories,
primarily hospital-based laboratories, to
report the date of performance as the
date of service on automated multi-
channel tests.

After considerable discussion the
Committee reached consensus that the
date of service for Medicare claim
purposes should be the date the tested
specimen was collected and that the
person obtaining the specimen must
furnish the date of collection of the
specimen to the entity billing Medicare.
However, the Committee felt that further
input was needed to make an informed
decision to determine appropriate date
of service for Medicare claim purposes.
We are committed to the concept that
we should establish a national policy
regarding date of service for Medicare
claims that will promote program
integrity and national uniformity, yet
minimize the burden on laboratories.
Therefore, we are specifically soliciting
public comment on this issue from
organizations serving on the Negotiated
Rulemaking as well as others. As
discussed below in “Effective Date of
Provisions”, we are proposing to
provide a grace period of up to 12
months after the effective date of the
final rule to accommodate any system
changes required by the policy changes
or clarifications resulting from the
Committee’s negotiations. Laboratories
will have up to 24 months (12 months
delayed effective date and up to 12
months grace period for system changes)
after publication of the final rule to
achieve system modification to submit
claims in accordance with the final
policy on date of service.

B. Medical Conditions for Which a Test
May Be Reasonable and Necessary

Note: Label comments about this section
with the subject: “National Coverage
Decisions”.

Section 4554(b)(2) of the Act instructs
the Committee to consider the medical
conditions for which a laboratory test is
considered reasonable and necessary
(within the meaning of section
1862(a)(1)(A) of the Act) in developing
national coverage policies. These
policies must be designed to promote
program integrity and national

uniformity and simplify administrative
requirements. We are promulgating
these policies as “national coverage
decisions” under section 1862(a)(1) of
the Act, as defined in §405.732. These
decisions are binding upon the claims
processing contractors as well as the
review and appeal entities.

1. The Committee Process Used for
Proposed National Coverage Decisions

The Committee reached consensus to
outline the specific medical conditions
for which a number of specific clinical
laboratory services may be reasonable
and necessary. The Committee
developed an extensive list of tests for
which it believed that a national
coverage decision was appropriate. It
focused on those services that have a
diversity of LMRPs.

Given the large number of tests under
consideration, the Committee used
workgroups to assist with the
development of the coverage decisions.
The Committee formed workgroups to
address laboratory tests in six major
clinical categories and assigned and
prioritized tests (or groups of tests) to
the workgroups. The six clinical
categories of tests were endocrinology
and metabolism, cardiology and other
therapeutic drug monitoring,
hematology and coagulation, oncology
and anatomic pathology, infectious
diseases, and gastrointestinal and renal.

Each workgroup was co-chaired by
two Committee members. Each
Committee member was entitled to
appoint a designee to each workgroup.
In addition, each workgroup had at least
one Medicare carrier medical director as
a nonvoting technical consultant. Each
workgroup included, at a minimum, a
pathologist, another specialty physician,
a primary care physician, a laboratory
expert, a coding expert, and a Medicare
expert (HCFA staff).

To ensure that the workgroups
approached the task consistently, the
Committee negotiated a process to be
used by the workgroups to develop draft
recommendations for proposed national
coverage decisions. The national
coverage decisions are based on
authoritative evidence. In addition, the
national coverage decisions reflect
common, generally accepted medical
practice through the input of nationally
recognized organizations, rather than
solely the opinion of individual
practitioners. The workgroup process
included the following:

» Seeking input from relevant
national medical specialty societies and
voluntary health agencies through the
AMA representative.

» Reviewing relevant scientific
literature and practice guidelines.
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» Reviewing existing local medical
review policies, as well as any existing
relevant templates for local policies
developed by a task force of carrier
medical directors.

Because of the statutory deadline for
the Committee’s work, the workgroups
operated under very tight time
constraints. Workgroup members
communicated by telephone conference
calls, e-mail, and FAX.

Workgroup recommendations were
posted on the HCFA website for the
negotiations by November 4, 1998 and
public comments were solicited through
November 11, 1998. At the Committee’s
November meeting, the full Committee
considered each workgroup’s
recommendations, and any comments
from the public or from other
Committee members. The Committee
modified the draft policies, where
necessary, in order to respond to
comments and to achieve consensus.

The Committee reached consensus on
the 23 proposed national coverage
decisions included in Addendum B. In
addition, the Committee reached
consensus on the introductory
explanation of those decisions included
in Addendum A. The Committee
reached consensus that the decisions
should be published in manual form,
rather than as a codified regulation. This
would ensure that coverage decisions
are updated in a timely manner as
appropriate (for example, changes in
technology, coding, or national practice
standards).

2. Uniform Format

The Committee used a uniform format
for the proposed national coverage
decisions that included a narrative
description of the test, panel of tests, or
group of tests addressed in the decision;
clinical indications for which the test(s)
may be considered reasonable and
necessary and not screening for
Medicare purposes; limitations on use
of the test(s); and diagnosis codes from
the International Classification of
Diseases, Ninth Revision, Clinical
Modification (ICD-9-CM codes).

The lists of ICD-9-CM codes in each
policy were derived from the narrative
description, indications, and, in some
decisions, limitations, and are included
in the decisions to achieve the statutory
objective to promote national uniformity
in processing claims. The codes are
listed in one of the following three
sections: (1) ICD—9—CM codes covered
by Medicare program; (2) ICD-9-CM
codes denied; and (3) ICD-9-CM codes
that do not support medical necessity.

The first section lists covered codes—
those for which there is a presumption
of medical necessity. Diagnoses listed in

this section may support medical
necessity of the claim, but the claim
may be subject to review to determine
whether the test was in fact reasonable
and necessary in the particular
circumstances presented. If the policy
takes an “‘exclusionary’” approach
(described below), this section states:
“Any ICD-9-CM code not listed in
either of the ICD-9-CM code sections
below.”

The second section lists diagnosis
codes that are never covered. If an ICD-
9—CM code listed in this section is
submitted with the claim, the test may
be initially billed to the Medicare
beneficiary without billing Medicare
because the test is a service that is not
covered by Medicare under any
circumstances, such as a screening
service that is not paid for under a
statutory screening exception. The
beneficiary, however, does have a right
to have the claim submitted to
Medicare.

The third section lists codes that
generally are not considered to support
a decision that the test is reasonable and
necessary, but for which there are
limited exceptions. Generally, diagnoses
in this section will result in denial. In
certain circumstances, however,
additional documentation could support
a decision of medical necessity and
must be submitted by the ordering
provider to the billing entity for
submission with the claim. In other
circumstances, it may be appropriate for
the ordering physician or the laboratory
to obtain an advance beneficiary notice
from the beneficiary consistent with
§7300.5 of the Medicare Carriers
Manual and § 3430—3432.1 of the Fiscal
Intermediary Manual. If the policy takes
an “inclusionary” approach (described
below), this section of the policy states:
“Any ICD-9—-CM code not listed in
either of the ICD-9-CM sections above.”

Each proposed national coverage
decision published in Addendum B
includes a section titled “Reasons for
Denial.” The Committee did not
negotiate the language included in this
section. The language represents our
interpretation of Medicare’s
longstanding policies. It is included in
the national coverage decision for
informational purposes.

Each proposed decision contains a
section for sources of information on
which the decision is based. A national
coverage decision must be based on
authoritative evidence. Authoritative
evidence could include peer-reviewed
medical literature, clinical practice
guidelines or consensus, and formal
opinions of national medical specialty
societies and national voluntary health
organizations.

Coding guidelines that apply to all
tests are included in each proposed
policy. Some policies contain additional
coding guidelines relevant for the
specific test or group of tests addressed
in the policy.

To develop national coverage
decisions for the tests assigned to each
workgroup, the Committee agreed to use
one of two approaches, referred to as
“inclusionary” and “exclusionary.”
Decisions using the “inclusionary”
approach list the ICD—9-CM codes in
the following two categories: ICD-9-CM
Codes Covered by Medicare Program
and ICD-9-CM Codes Denied. These
decisions do not list the codes that
require additional documentation to
support medical necessity.

The “exclusionary” approach was
used for tests for which LMRPs
identified a large number of acceptable
ICD—9-CM codes. The Committee used
this approach to develop a proposed
policy on blood counts, including
complete blood counts. In lieu of listing
all the ICD-9—CM codes that support
medical necessity of a test or group of
tests, decisions using the
“exclusionary” approach list ICD-9-CM
codes in the following two categories:
ICD—9-CM codes denied and ICD—-9-CM
codes that do not support medical
necessity. Any diagnosis code not listed
in either of those two categories is
presumed to support the medical
necessity of the billed services.

3. Explanation of Effect of a National
Coverage Decision

A national coverage decision for a
diagnostic laboratory test is a document
that includes the circumstances under
which the test may be considered
reasonable and necessary and, therefore
payable under Medicare. This decision
applies nationwide and is binding on all
Medicare carriers, fiscal intermediaries,
peer review organizations, health
maintenance organizations, competitive
medical plans, and health care
prepayment plans when published in a
HCFA program manual or the Federal
Register. The decisions published in
Addendum B of this proposed rule
would, when final, be national coverage
decisions under section 1862(a)(1) of the
Act and regulations codified at
§405.732. When final, these decisions
may not be disregarded, set aside, or
otherwise reviewed by an
Administrative Law Judge. A court’s
review of a national coverage decision is
limited to whether the record is
incomplete or otherwise lacks adequate
information to support the validity of
the decision, unless the case has been
remanded to the Secretary to
supplement the record previously.
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4. Proposed Decisions Developed by the
Committee

The committee developed proposed
national policy decisions for the
following tests:

* Urine bacterial culture.

e Human immunodeficiency virus
testing (prognosis, including
monitoring).

* Human immunodeficiency virus

(diagnosis).

Blood counts.

Partial thromboplastin time.
Prothrombin time.

Iron studies.

Blood glucose.

Glycated hemoglobin/glycated
protein.

e Thyroid testing.

» Collagen crosslinks.

e Lipids.

* Digoxin.

» Alpha-fetoprotein.

» Carcinoembronic Antigen.

* Human chorionic gonadotropin.
» Tumor antigen by immunoassay-CA

125.

e Tumor antigen by immunoassay-CA
15-3/CA27.29.
e Tumor antigen by immunoassay-CA

19-9.

» Total Prostate specific antigen.
¢ Gamma glutamyltransferase.

» Hepatitis panel.

* Fecal occult blood.

e o o o o o

5. Request for Comments

The Committee encourages comment
on these proposed policies. The
Committee recognizes that these
proposed policies address important
and complex questions concerning the
medical necessity of clinical diagnostic
laboratory services. The Committee
sought to develop evidence-based
proposed policies for clinical diagnostic
laboratory services that promote
program integrity. The Committee found
it difficult to do this in some cases
because generally accepted medical
practice may include testing that is
excluded by statute from Medicare
coverage, for example, blood glucose
screening of patients at high risk for
diabetes. The Committee believes that
its proposed policies address many
concerns that have been raised by the
variation among LMRPs. In view of the
short time period allowed by the BBA
for addressing these complicated issues,
the Committee requests public
comment, particularly from those with
evidence that would support any
proposed changes. We encourage
commenters to submit, with their
comments, copies of medical literature
supporting their recommendation for
change, rather than simply providing

the references to appropriate medical
sources.

6. Ongoing Coverage Process

The Committee discussed whether
there should be an ongoing process to
update these policies, once they are
final, and/or to develop additional
national coverage policies for other
diagnostic laboratory tests or groups of
tests. We informed the Committee about
steps we are taking to develop a process
to address coverage issues for all
Medicare services, including laboratory
tests. See 80 FR 22619 published April
27,1999.

The Committee discussed how this
process could be used to update the
national coverage policies resulting
from Committee negotiations, as well as
to develop additional policies. We
assured Committee Members that they
would have an opportunity to comment
on that process and on any policies
being developed using that process. In
light of the information provided and
recognizing that section 4554(b)(6) of
the Balanced Budget Act provides an
opportunity for public notice and
comment in a biennial review of
laboratory coverage policies, the
Committee discontinued its discussions
about whether there should be a
separate coverage process for laboratory
tests.

C. Appropriate Use of Procedure Codes

Note: Label comments about this section
with the subject: “Procedure Codes”.

The Committee also discussed issues
related to procedure codes and
modifiers under HCFA’s Common
Procedure Coding System (HCPCS).
HCPCS codes include Current
Procedural Terminology (CPT) codes
developed by the CPT Editorial Panel of
the American Medical Association
(AMA) that are copyrighted by the
AMA. The Committee reached
consensus that certain procedure codes
or modifiers should be clarified in this
preamble.

1. Use of the Word “Screening” in
Descriptor

Some Committee members noted that
use of the words “screen” or
“screening” in the descriptor of some
CPT codes may cause confusion in
distinguishing between screening for a
disease or disease precursors using a
laboratory test (which is generally
excluded from Medicare coverage), and
screening for a specific analyte or group
of related analytes using a laboratory
test (which may be covered under
Medicare). The use of the term
‘““screening” or ‘“‘screen’’ in these CPT

code descriptors does not necessarily
describe a test performed in the absence
of signs or symptoms of an illness,
disease, or condition. The failure to
make this distinction may lead to
inappropriate denial of claims.

If a test is reasonable and necessary
for diagnosing or treating a beneficiary’s
medical condition, Medicare covers
testing for a specific analyte or group of
related analytes, even though the words
“screen” or ‘‘screening” may appear in
the CPT code descriptor for the test.
Examples of CPT codes where screening
for an analyte may be used
diagnostically include the following:

* 83068: Hemoglobin; unstable,
screen.

» 86255: Fluorescent noninfectious
agent antibody; screen, each antibody.

» 87081: Culture bacterial; screening,
for single organisms.

We will include this clarification in
instructions we issue to the contractors.

2. Multiple Testing

Committee members also noted
potential confusion about multiple
claim submissions by a laboratory for
the same CPT code for the same
beneficiary for the same day. Generally,
multiple testing is considered to be
duplicative and is not payable under
Medicare. Under certain circumstances,
however, claims for multiple services
assigned the same CPT code may be
submitted because the multiple services
are medically necessary to diagnose or
treat the beneficiary’s condition. In
these circumstances, presently the
laboratory must use CPT modifier “—
59.” CPT modifier “~59” is defined in
Appendix A of Current Procedural
Terminology, Fourth Edition in part, as
follows:

Distinct procedural service: Under certain
circumstances, the physician may need to
indicate that a procedure or service was
distinct or independent from other services
performed on the same day. Modifier “-59”
is used to identify procedures/services that
are not normally reported together, but are
appropriate under the circumstances. This
may represent a different session or patient
encounter, different procedure or surgery,
different site or organ system, separate
incision/excision, separate lesion, or separate
injury (or area of injury in extensive injuries)
not ordinarily encountered or performed on
the same day by the same physician.

This modifier replaced the previous
HCPCS modifier “GB” (Distinct
procedural service).

A few examples of appropriate use of
CPT modifier “—59” are the following:

* Biochemical studies performed on
different samples, for example, renins
(CPT code 84244).
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* Multiple blood cultures (CPT codes
87040 and 87103), generally 2—-3
collected to document etiology of sepsis.

* Multiple lesion samples collected
from distinct anatomic sites for culture
for bacteria (CPT codes 87070 and
87075).

The American Medical Association’s
CPT Editorial Panel is considering
changes in the modifier codes to
indicate multiple services for the year
2000 update. If such changes are
implemented, they may alter the
clarification discussed above. We will
issue instructions to our contractors
addressing modifiers to indicate that a
procedure or service is distinct or
independent from other services
performed on the same day.

D. Documentation and Recordkeeping
Requirements

Note: Label comments about this section
with the subject: “Documentation”.

Section 4554(b)(2) of the BBA
provides for uniform national coverage
and administrative policies in
connection with “[t|he medical
documentation that is required by a
Medicare contractor at the time a claim
is submitted for a laboratory test”” and
“[r]ecordkeeping requirements in
addition to any information required to
be submitted with a claim, including
physicians’ obligations regarding such
requirements.” Section 4317 of the BBA
provides, with respect to diagnostic
laboratory and certain other services,
that “if the Secretary (or fiscal agent of
the Secretary) requires the entity
furnishing the * * * service to provide
diagnostic or other medical information
in order for payment to be made to the
entity, the physician or practitioner
[ordering the service] shall provide that
information to the entity at the time the
* * * gervice is ordered by the
physician or practitioner.”

1. Maintenance of Documentation

Since section 1862(a)(1)(A) of the Act
prohibits Medicare payment for services
that are not reasonable and necessary for
the diagnosis or treatment of illness or
injury, information describing the
patient’s signs, symptoms or medical
condition(s) documenting the
circumstances making laboratory
services medically necessary must be
maintained in a form that can be
accessible or retrievable.

The Committee discussed what
documentation generally exists with
each entity. The Committee’s consensus
reflects members’ understanding of
existing responsibilities for maintaining
information regarding medical necessity
of clinical diagnostic laboratory services

and accuracy of claims submissions.
Generally, physicians maintain
information in the patient’s medical
record, and laboratories maintain the
information provided to them by the
ordering physician. To promote
uniformity, the Committee’s consensus
was that we propose a codified
regulation addressing documentation
and recordkeeping requirements for
clinical diagnostic laboratory services
consistent with present practices.

We are proposing to add a new
paragraph (d)(2)(i) to § 410.32 to clarify
that the ordering physician is
responsible for maintaining
documentation of medical necessity in
the beneficiary’s medical record. In
addition, we are proposing to add
paragraph (d)(2)(ii) to §410.32 to clarify
that the entity submitting the claim
must maintain the documentation it
receives from the ordering physician
and the documentation that the claim
information that it submitted to the
Medicare contractor accurately reflects
the documentation received from the
ordering physician.

We are also proposing to add a new
paragraph (d)(2)(iii) to § 410.32 to clarify
that the entity submitting the claim may
request additional diagnostic and other
information to document that the
services it bills are reasonable and
necessary. Examples of situations in
which a billing entity may wish to seek
additional documentation may include,
but would not be limited to, situations
where diagnostic information is not
submitted with an order for a test for
which there is a national coverage
decision or LMRP; where data analysis
indicate that the particular beneficiary
may exceed applicable frequency
parameters for this particular test, or
where there is an indication of potential
aberrant utilization. In making requests
for additional information, laboratories
should focus their requests on material
relevant to medical necessity of the
services billed. In addition,
documentation requests must take into
account current rules and regulations
related to patient confidentiality that are
applicable in the area where the
physician is practicing.

2. Submission of Documentation

The Committee discussed who should
be responsible for supplying
documentation when a Medicare
contractor reviews a laboratory claim.
The Committee acknowledges that, for
program integrity purposes, Medicare
make payments only for services that
are reasonable and necessary under
Medicare. The Committee consensus is
based on the general principle that
physicians and laboratories may each be

requested to provide the information
that they maintain (as described below)
but does not alter the responsibility of
the entity submitting the claim.

Specifically, the Committee
consensus was that, upon request,
laboratories must supply documentation
that they maintain, such as the
requisition from the ordering physician.
We are proposing to add a new
paragraph (d)(3)(i) to §410.32(d) to
specify that, upon request, the entity
submitting the claim must provide the
following information: (1)
Documentation of the physician’s order
for the service billed, including
information sufficient to enable us to
identify and contact the ordering
physician; (2) documentation showing
accurate processing of the order and
submission of the claim; and, (3)
diagnostic and other medical
information that supports medical
necessity supplied to the laboratory by
the ordering physician or qualified
nonphysician practitioner, including
any ICD-9-CM code or narrative
description supplied.

The entity submitting a claim is
responsible for documentation of
medical necessity of the services to
justify and support Medicare payment
of the claim. Some Committee members,
however, expressed concerns about
protecting beneficiary confidentiality if
laboratories are required to handle
beneficiary medical records. The
Committee agreed that if the
information supplied by the entity
submitting the claim (laboratory) was
not sufficient to demonstrate that the
services were reasonable and necessary,
then we would seek additional
information directly from the ordering
physician. If the ordering physician
does not supply the information, we
will notify the laboratory and deny the
claim.

We are proposing to add a new
paragraph (d)(3)(ii) to §410.32 to specify
that, if the documentation provided
under paragraph (d)(3)(i) by the entity
submitting the claim does not
demonstrate that the service is
reasonable and necessary, we would
take the following actions: (1) provide
the ordering physician information
sufficient to identify the claim being
reviewed; (2) request from the ordering
physician those parts of a beneficiary’s
medical record that are relevant to the
specific claim(s) being reviewed; and (3)
if the ordering physician does not
supply the documentation requested,
inform the entity submitting the claim(s)
that the documentation has not been
supplied and deny the claim.

Since the entity submitting the claim
would be the entity to experience a
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payment denial if documentation does
not support the medical necessity of the
claim, the Committee agreed that the
basic premise that Medicare would seek
additional diagnostic and other medical
information from the entity that usually
maintains that documentation—the
ordering physician—does not preclude
the laboratory from requesting
additional diagnostic or other medical
information from the ordering provider.
In making requests for additional
information, laboratories must focus
their request for additional information
on material relevant to medical
necessity. In addition, documentation
requests must take into account current
rules and regulations related to patient
confidentiality that are applicable in the
area where the physician is practicing.

Similar to proposed paragraph
(d)(2)(iii) of §410.32, we are proposing
to add a new paragraph (d)(3)(iii) to
§410.32 to state that the entity
submitting the claim may request
additional diagnostic and other medical
information to document that the
services for which it bills are reasonable
and necessary. When such a request is
made, it must be focused on material
relevant to the medical necessity of the
specific test(s), taking into consideration
current rules and regulations on patient
confidentiality.

3. Signature on Requisition

Section 410.32(a) requires that all
diagnostic x-ray tests, diagnostic
laboratory tests, and other diagnostic
tests must be ordered by the physician
who is treating the beneficiary for a
specific medical problem and who uses
the results in the management of the
beneficiary’s specific medical problem.
Some have interpreted this regulation to
require a physician’s signature on the
requisition as documentation of the
physician’s order. Regulations
implementing the Clinical Laboratory
Improvement Act (CLIA) at §493.1105,
relating to the requisition specify that a
laboratory must perform services only at
the written or electronic request of an
authorized person. Further, this section
permits oral requests for laboratory
services only if the laboratory
subsequently requests written
authorization for the testing within 30
days. While the signature of a physician
on a requisition is one way of
documenting that the treating physician
ordered the test, it is not the only
permissible way of documenting that
the test has been ordered.

The Committee consensus is that this
issue would be resolved by our
publication of an instruction to
Medicare contractors clarifying that the
signature of the ordering physician is

not required for Medicare purposes on
a requisition for a clinical diagnostic
laboratory test. We will issue a program
instruction that reiterates this point.

4. Retention of Records

The Committee discussed the length
of time that records to document
medical necessity for clinical diagnostic
laboratory services must be retained.
The Committee consensus was to
identify, in this preamble, current
record retention requirements in Federal
law. The provisions of the Federal
statutes and regulations that pertain
specifically to retention of records
related to laboratory testing, including a
brief summary of those provisions are
set forth as follows:

e 42 CFR 482.24(b)(1), “Condition of
Participation for Hospitals—Standard:
Form and Retention of Record” specifies
that medical records must be retained in
their original or legally reproduced form
for at least 5 years.

* 42 CFR 488.5(a) and 488.6, which
discuss accreditation standards for
hospitals or other providers or suppliers
deemed to meet applicable Medicare
conditions of participation, include
record retention standards.

e 42 CFR 493.1105, which
implements the Clinical Laboratory
Improvement Amendments of 1988
(CLIA), specifies that records of test
requisitions or test authorizations must
be retained for a minimum of 2 years.
The patient’s chart or medical record, if
used as the test requisition, must be
retained for a minimum of 2 years and
must be available to the laboratory at the
time of testing and be available to us
upon request.

* 42 CFR 493.1107 specifies that
records of patient testing, including, if
applicable, instrument printouts, must
be retained for at least 2 years.
Immunohematology and transfusion
records must be retained for no less than
5 years in accordance with 21 CFR part
606, subpart I.

* 42 CFR 493.1107 and 1109 state
that records of blood and blood product
testing must be maintained for a period
not less than 5 years after processing
records have been completed, or 6
months after the latest expiration date,
whichever is the later date, in
accordance with 21 CFR 606.160(d).

* 42 CFR 493.1257(g) specifies that
the laboratory must retain all slide
preparation for cytology exams for 5
years from the date of examination, or
slides may be loaned to proficiency
testing programs, in lieu of maintaining
them for this time period.

* 42 CFR 1003.132, related to civil
monetary penalties, assessments, and
exclusions, states that an action must

begin within 6 years from the date on
which the claim was presented, the
request for payment was made, or the
incident occurred.

E. Procedures for Filing Claims

Note: Label comments about this section
with the subject: “Claims Processing”.

1. Coding of Narrative Diagnoses

Most laboratory claims are submitted
to us electronically. Laboratories that
receive narrative diagnosis information
from an ordering physician must
translate that information into an
appropriate diagnosis code (ICD-9-CM
code) to submit the claim electronically.
The Committee discussed policies for
assigning an ICD-9-CM code if there is
not an exact match between the code
descriptor and the narrative the
laboratory received from the ordering
physician. The Committee consensus
was that an appropriate diagnosis code
may be assigned to a narrative, even if
the wording of the narrative does not
exactly match the code descriptor for
the ICD-9-CM code. If an ICD-9-CM
code is submitted by the ordering
physician, laboratories must use that
code in submitting the claim unless the
laboratory has obtained documentation
from the physician to support altering
the code. For example, if a physician
submits an incomplete code (that is,
only 3 digits of a code that requires 5
digits), the laboratory must document
the appropriate subclassification if it is
required to report a code on the claim.
We will include this clarification in
future program instructions.

2. Limitation on Number of Diagnoses

The Committee discussed variation
among Medicare contractor’s in the
number of ICD-9-CM codes on a claim
form that the contractor’s computer
systems will accept. If a contractor’s
system accepts a limited number of
codes, a claim may be denied even if the
physician who ordered the test supplied
a code that would support the medical
necessity of the test. The Committee was
informed that, when proposed HIPAA
standards are implemented, eight ICD-
9—CM codes will be permitted on
electronic claims. Committee members
provided information indicating that
this number would be sufficient for the
vast majority of claims.

Until HIPAA standards permitting
eight ICD-9-CM codes are
implemented, Medicare contractors,
whose systems accept fewer than eight
ICD—9-CM codes in the diagnoses field,
would permit the laboratory to submit
additional codes in the narrative field.
If it would require the Medicare
contractor to make a change in its
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claims processing system in order to use
this information for automated claims
processing, the additional diagnoses
would only be used by the contractor in
processing claims that were suspended
for manual review.

3. Matching of Diagnosis to Procedure

All Medicare contractors presently
process claims using any diagnosis-to-
procedure code matching supplied by
the laboratory. Some Committee
members wished to find a way to have
contractors examine all submitted
codes. The Committee consensus was
that, in the absence of matching of codes
supplied by the laboratory, Medicare
contractors must examine all submitted
codes on prepayment review, taking
into account program integrity concerns.
Claims will not be denied solely
because there is no matching of
diagnosis and procedure codes on the
claim form. We will include this
clarification in future instructions to our
contractors.

The Committee also discussed ways
of avoiding denial of an entire claim if
it is submitted with diagnosis codes for
multiple procedures (tests) and one of
the diagnosis codes indicates screening,
but the laboratory does not link the
diagnosis and procedure codes. The
Committee was concerned that absent
information indicating which test(s) is
performed for which diagnosis, the
contractor may deny all of the claimed
services after examining the diagnosis
codes.

The Committee consensus was that
laboratories have the option of
submitting a separate claim for the
procedure that is not covered by
Medicare. We would instruct the
Medicare contractors to allow this
option.

In order to ensure that noncovered
procedures can be identified, ordering
providers must supply to the laboratory
the necessary information to specifically
identify any noncovered test ordered,
such as a test ordered for screening
purposes. When this information is
supplied to the laboratory, the
laboratory must supply this information
with any claim for the noncovered
service. For example, when an ICD-9—
CM code that indicates screening is
provided by the physician, the
laboratory must either submit a separate
claim for the procedure that is not
covered by Medicare or match that code
on a claim form with the CPT code(s)
provided for that purpose.

F. Limitation on Frequency

Note: Label comments about this section
with the subject: “Frequency”.

Section 4554(b)(2) of the BBA
instructs the Committee to negotiate
policies that take into consideration
“Limitations on frequency of coverage
for the same tests performed on the
same individual.”

1. Notice of Frequency Screens

The Committee discussed the use of
frequency screens and their impact on
the laboratory community. Some
Committee members noted that, since
frequency screens are a program
integrity tool and therefore are not
published, there is no means for a
laboratory to know when a claim would
be reviewed and perhaps denied in the
absence of additional documentation of
medical necessity. After studying the
data on frequency denials and
discussing the issue, we agreed that a
frequency screen would not result in a
frequency-based denial unless
information published by us or our
contractor includes an indication of the
frequency that is generally considered
reasonable utilization of that test for
Medicare payment purposes.

We will issue instructions to
Medicare contractors through a revision
to the program integrity sections of the
Medicare Carriers Manual and Fiscal
Intermediary Manual. In the future, we
will be moving this information to the
Program Integrity Manual. These
instructions will provide that, except for
egregious utilization, contractors may
not use a frequency screen that could
result in a frequency-based denial
unless the contractor has published
information about the appropriate
frequency for the service or unless we
have published information about the
appropriate frequency in a national
coverage decision. The information
regarding appropriate frequency either
may include the frequency with which
the service is generally considered
reasonable utilization for Medicare
purposes or may be an absolute limit on
coverage. The information must be
published in advance of implementation
of a frequency screen in a form, such as
a contractor bulletin, that is widely
disseminated to affected providers and
suppliers. The contractor must consult
with appropriate advisors, including
medical specialty and other
organizations before developing and
publishing local frequency information
for a clinical diagnostic laboratory test.
Local frequency information for a
particular test may not conflict with a
national coverage decision or policy that
includes frequency information for that
test.

If a Medicare contractor has been
applying a frequency screen in the
absence of published information about

the frequency expectation, the
contractor must either publish
information about the appropriate
frequency or stop using the frequency
screen. Frequency screens that can
result in denial must not be more
restrictive than the frequency described
in the published information.
Contractors may, however, continue to
deal with egregious utilization without
prior publication of frequency
information by using Category III edits
described in section 7506.2 of the
Medicare Carriers Manual, which are
typically provider specific.

2. Automatic Denial and Manual Review

The Committee discussed Medicare
policy on automatic denials of
laboratory claims as the policy applies
to frequency screens. The Committee
consensus is that the current policy
regarding automatic denial and manual
review of claims as stated in Medicare
Carriers Manual sections 7505.1 and
7506 is appropriate and should be
codified in regulations.

We are proposing to add a new
paragraph (d)(4) to §410.32 to provide
that, except in limited and specified
circumstances as described below, we
will not deny a claim for services that
exceed utilization parameters without
reviewing all relevant documentation
submitted with the claim (for example,
justifications prepared by providers or
suppliers, primary and secondary
diagnoses, and copies of medical
records). We, however, may
automatically deny a claim without any
manual review under the following
circumstances: (1) If a national coverage
decision or policy or LMRP review
policy specifies the circumstances
under which a service is denied and
those circumstances exist, or the service
is specifically excluded from Medicare
coverage by statute; or (2) if we
determine that a specific provider or
supplier has engaged in egregious
overutilization of a particular service
and the claim is for that service.

3. Notice to Beneficiaries

The Committee discussed the impact
of frequency screens on laboratories
furnishing services to beneficiaries who
use multiple laboratories. Several
Committee members suggested
proposals for notifying beneficiaries of
f