August 15, 2005
TO: Trailblazer Health Enterprises, LLC.
RE: Cytogenetics Studies — L-96AB

The undersigned clinical laboratory associations and medical professional societies, who
represent the collective expertise of the cytogenetics testing community, are writing to express a
major concern with Trailblazer Health Enterprise’s proposed Local Coverage Determination
(LCD) for Cytogenetics and ask that Trailblazer significantly expand the number of disease
entities for which cytogenetics tests and FISH technology should be medically covered for
reimbursement. Trailblazer's LCD for Cytogenetics is considerably outdated and thus inadequate
for today’s medical cytogenetics testing modalities.

Specifically, many important ICD-9 codes have been omitted from the proposed LCD. These
include diagnostic categories where cytogenetics studies have become the standard of care in
the diagnosis and/or treatment of patients and materially improve their clinical outcome and
management. Without changes to the coverage policy, Medicare patients will be denied access
to tests that have become the standard of care for an ever-increasing number of acquired and
constitutional disorders.

Cytogenetics studies are used in the care of patients with hematopoietic and solid tumor
disorders. Cytogenetics laboratories routinely identify acquired chromosome abnormalities that
diagnose a hematopoietic disorder as present or incipient. This may confirm what other
laboratory work and patient examinations have suggested, or may predict what is about to
develop. Cytogenetic analysis is used to monitor the effects of therapy, check for minimal
residual disease after therapy, or demonstrate that disease progression is imminent or actually
occurring. Frequently the absence of any cytogenetically abnormal cells can be of clinical
significance. For example, essential thrombocythemia is a diagnosis of exclusion, often
confirmed by the absence of the 1(9;22) that, when present, signifies Chronic Myelogenous
Leukemia (CML).

Equally important is the use of cytogenetics for patients who present with some of the symptoms
and signs of a disorder, such as Acute Myeloid Leukemia (AML), CML, Myelodysplastic
Syndromes (MDS), Myeloproliferative Disorders (MPD), lymphomas or other lymphoproliferative
disorders, but are not clinically at the point where the referring physician can be certain, a priori,
of the diagnosis. In such cases, chromosome analysis may be used to rule out such a diagnosis,
rather than to confirm it.

For these reasons, chromosome analysis has become part of the standard of care for laboratory
testing of virtually every diagnosis code related to a hematopoietic disorder. Yet only a few
conditions [CML (205.10-.11, Acute Leukemias (204.00-.01, 205.00-.01, 208.00-.01) and MDS
(238.7)] are specified in this draft LCD. This does not take lymphoma (200 — 202), most
lymphoproliferative (e.g. 203, 273.3), and myeloproliferative (e.g. 238.4, 289.0, 287.3 - 287.5,
289.9) disorders, multiple myelomas and anemias (284 — 285, etc.) into consideration. Virtually
every one of these conditions has been associated with one or more chromosome abnormalities,
and these have diagnostic, prognostic, and disease/therapeutic monitoring implications.

It should also be noted, however, that not all patients with such disorders will present with
cytogenetic changes. Therefore, it is not feasible for the laboratory to add a “chromosome
abnormality” code after the analysis has been completed, since many such patients present with
normal karyotypes, even after a diagnosis has been confirmed with other test modalities. An
analogous situation exists for solid tumors. Suffice it to say that the list of ICD-9 codes that could
be attached to a solid tumor sample submitted for chromosome analysis is too long to be included
here. Yet the entire concept of non-hematopoietic cancer cytogenetics is also ignored by this
proposed LCD.
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A similar situation also exists for constitutional chromosome abnormalities. There are numerous
diagnosis codes that can be legitimate indications for chromosome analysis in a fetus, newborn,
child or adolescent, infertile patient, mentally retarded patient, or products of conception
specimen, yet only some of these are listed in this LCD. For example, some of the most common
indications laboratories receive for chromosome analysis are 783.41-.43, which involve
developmental delay in a child. Chromosome analysis is absolutely standard of care in such
cases, yet these codes are not listed. Although these indications may not as frequently apply to
the Medicare beneficiary population, they should be included as medically necessary.

There is also a long and expanding list of applications of FISH technology which extends far
beyond the traditional cytogenetics study that must also be considered (e.g. HER-2/neu for breast
cancer, FISH for bladder cancer, FISH panels for lymphoproliferative disorders, the recent
discovery of clinically significant FISH-detectable deletions on the derivative chromosome 9 in
CML patients with the “Philadelphia” rearrangement, etc.). Monitoring residual disease by FISH
is standard of care for many malignancies and crucial for therapy evaluation. As a methodology
rather than a specific test, the applications of FISH will continue to expand, and cannot be limited
to a select few diagnosis codes.

In summary, based on the collective experience of the cytogeneticists and molecular pathologists
who serve clinicians and their patients on a daily basis, the proposed LCD barely scratches the
surface of the long list of diagnostic codes routinely used every day in clinical practice for
submission of samples for chromosome and/or FISH analysis. We urge Trailblazer to
substantially broaden the list of approved diagnoses to reflect the current standards of clinical
care.

The group of undersigned organizations is currently developing a list of the additional ICD-9
codes that should be included as approved diagnoses for cytogenetics testing, derived from the
current medical literature. We ask for the opportunity to discuss this critically important issue with
you as the supporting documentation is prepared. Please respond to David Mongillo at the
American Clinical Laboratory Association, 202 637-9705 or dmongillo@clinical-labs.org to
schedule a time for a conference call or meeting. Thank you in advance for your full
consideration.

Sincerely,

American Association for Clinical Chemistry
American Clinical Laboratory Association
American College of Medical Genetics
Association for Molecular Pathology
American Society for Clinical Pathology
American Society for Microbiology

College of American Pathologists




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


