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PHARMACEUTICAL CARE MANAGEMENT ASSOCIATION
May 17,2010

Mr. Steve Ostlund

Chair, Accident & Health Working Group

c/o National Association of Insurance Commissioners
2301 McGee Street, Suite 800

Kansas City, Missouri 64108-2662

Mr. Lou Felice

Chair, Health Care Reform Solvency Impact Subgroup
c/o National Association of Insurance Commissioners
2301 McGee Street, Suite 800

Kansas City, Missouri 64108-2662

Dear Mr. Ostlund and Mr. Felice:

On behalf of the Pharmaceutical Care Management Association (PCMA), we appreciate this
opportunity to offer our comments as the Accident & Health Working Group and the Health Care
Reform Solvency Impact Subgroup consider uniform definitions and standardized methodologies
for calculating the “medical loss ratios” (MLR) provisions of § 2718 — “Bringing Down the Cost of
Health Care Coverage” — of the Public Health Service Act added by the Patient Protection and
Affordable Care Act (PPACA).

PCMA is the national association representing America’s pharmacy benefit managers (PBMs),
which administer prescription drug plans for more than 210 million Americans with health coverage
provided through Fortune 500 employers, health insurers, labor unions, Medicare, Medicaid, and
the Federal Employees Health Benefits Program.

PCMA believes that the definition of quality improvement that the Working Group is developing is
too narrow in scope. The Working Group’s definition only applies to programs where there is a
direct relationship between quality and the care provided to a particular individual. PCMA believes
that this definition excludes many important programs that improve quality. The definitions of
quality improvement included in Section 5 of the Supplemental Health Care Exhibit should allow
for the inclusion of a broad array of functions and activities that provide for improved patient care,
safety, and combating fraud and abuse. These functions should be encouraged as they serve the
goals — outlined in health care reform — of improving health care quality, containing cost, and
preventing waste while providing broad health care coverage.

The current draft excludes all utilization review activities from the definition of quality
improvement. However, the utilization review process as it is conducted between a PBM and a
pharmacy involves a myriad of functions that improve quality. For example, drug utilization
review (DUR) includes a real-time check of all medications that a patient has filled and notifies the
pharmacist through electronic alerts as to whether there is a contraindication of a potential adverse
event. In addition, the U.S. Food and Drug Administration (FDA) requires labeling information
about whether a drug requires physician diagnosis or other information before being filled. This
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information is conveyed through a prior authorization process included in the DUR system.
Considering the increasing complexity and potential toxicity of drug therapies, it is more important
than ever to avoid dispensing inappropriate therapies.

The development and management of a formulary is another example of a quality improvement
program that might fall outside the Working Group’s present definition of a quality improvement
program. Formularies are a key component to providing access to safe and effective medications at
the lowest possible price. Through independent pharmacy and therapeutics (P&T) committees,
formularies are continually updated and maintained. P&T committees comprise of physicians,
specialists, pharmacists, and others, and consider data about the drug development during the
clinical trial period, FDA information about the safety profile, and economic information. P&T
committees continually review drugs post-approval, as additional information is learned about their
safety or effectiveness.

Other pharmacy management functions that improve quality are clinical activities typically
undertaken by pharmacies, such as chronic disease management, 24-hour pharmacist hotlines,
preventive care and wellness programs, and care coordination. Specialty pharmacies also utilize
clinical programs to ensure that patients receive special instruction on how to take these
medications properly. Another important pharmacy management function is e-prescribing. The
demonstrated benefits of e-prescribing include reducing adverse drug events and increasing
efficiency of the health care system. All of these functions play an important role in improving
quality of care. Unfortunately, many of these programs might not fall under the Working Group’s
narrow interpretation of quality improvement. It should be the goal of public policymakers to
encourage these programs. An important tool in encouraging these programs will be to include
them in quality improvement component of PPACA’s medical loss ratio formula.

PCMA is also concerned that the Working Group’s limited definition of quality improvement is
contrary to the legislative intent found elsewhere in PPACA and that it does not include quality
improvement programs that have been mandated by law. PPACA, taken as a whole, does not
support the notion that “activities to improve quality” only apply to activities improving quality for
a particular patient. PPACA’s minimum loss ratio provision does not define what constitutes
“activities that improve health care quality.” Absent a specific definition, PCMA believes that the
NAIC should turn to other provisions of the statute for guidance as to the types of activities that
Congress believes improve health care quality. For example, Section 2717 of PPACA, which is
entitled “Ensuring the Quality of Care,” includes many examples of activities Congress evidently
believes improves the quality of care. These include “quality reporting, effective case management,
care coordination, chronic disease management, and medication and care compliance initiatives.”
Also included are “activities to improve patient safety and reduce medical errors through the
appropriate use of best clinical practices, evidence based medicine, and health information
technology under the plan or coverage.” Finally, Congress also included wellness and health
promotion activities in the list of activities that should be promoted because they improve the
quality of care. Unfortunately, it appears that many of these activities are excluded under the
Working Group’s present definition.

Also excluded are some of the programs that are mandated under state and other federal laws.
Activities mandated under state, local, and federal laws that require insurers, and/or their
subcontractors, to engage in activities to improve quality should be included within the NAIC final
definition of activities that improve health care quality. If there is a state, local, or federal



determination that a function or activity is intended to improve quality, the NAIC should honor that
determination.

PCMA also believes that the Working Group’s proposed loss ratio formula does not include all of
the elements contained in PPACA or in the formula articulated by U.S. Department of Health and
Human Services (HHS). PPACA includes loss-adjustment expense in its definition of the loss side
of the medical loss ratio. In addition to change in contract reserves, the loss adjustment expense
should include provisions for expenses for fraud detection and prevention. HHS, in its request for
comments published in the Federal Register, also acknowledges that loss adjustment expenses are
part of the loss ratio formula. In the Federal Register, HHS stated medical loss ratio (MLR) as the
ratio of the incurred loss (or incurred claims) plus the loss adjustment expense (or change in
contract reserves) to earned premiums. See Fed. Reg. Vol. 75, No. 71, page 19299. Therefore, the
loss adjustment expenses associated with fraud detection and prevention activities should be
included in the loss ratio formula.

With regard to fraud prevention, pharmacy management programs provide data to state-controlled
substance tracking systems, to monitor individuals’ prescription fills and help prevent individuals
from doctor and pharmacy shopping to obtain illegal quantities of pain killers or other controlled
substances. This key function not only advises law enforcement, but provides critical information
to pharmacists and physicians to avoid inappropriate prescribing and dispensing. Congress clearly
wants private insurers to continue fraud detection efforts. Indeed, to help facilitate further
investigation of suspected fraud and abuse, PPACA directs the Secretary of HHS to request the
NAIC to develop a model uniform report form for private insurers seeking to refer suspected fraud
and abuse situations to individual state insurance departments and other state agencies for
investigation.

Finally, it is imperative that any definition or listing of activities that improve health care quality
should be flexible and should outline the #ypes of “activities to improve health care quality” to be
included, but should not be intended as an exhaustive list. It is impossible to take into account
every program that would improve patient safety, reduce medical errors, or increase adherence to
treatment. It is also impossible to predict important quality improvement activities that might be
developed in the future.

We appreciate the opportunity to comment as you consider these important issues.

Sincerely,

Barbara A. Levy
Vice President and General Counsel
Pharmaceutical Care Management Association

cc: John Engelhart, NAIC Staff
Todd Sells, NAIC Staff
Brain Webb, NAIC Staff




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles false
  /AutoRotatePages /None
  /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 /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /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 (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  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 /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


