


Example 2: NCPDP and CMS package sizes equal the number of units but
use different units of measure

Converting utilization data by simply multiplying the number of
NCPDP units by the CMS package size would be inappropriate when
both the CMS and NCPDP package size represent the number of units
but use a different standard. To appropriately convert utilization data
to CMS units for these drugs, States must create a conversion factor by
dividing the CMS package size by the NCPDP package size. Utilization
data must be multiplied by the conversion factor to correctly convert
NCPDP units into CMS units. We identified 35 drugs with unit of
measure inconsistencies for which States would have to use a
conversion factor to appropriately convert utilization data to CMS units.
Figure 5 provides a theoretical example of utilization data conversions
when States must develop a conversion factor to appropriately convert
utilization data.

Figure 5. Conversion Requiring Developing a Conversion Factor

Pharmacy dispenses
three 5 milliliter tubes
of lotion containing

a total of 15 milliliters
or 9 grams

Reimbursement Rebates
NCPDP unit of measure standard = grams CMS unit of measure standard = milliliters
NCPDP package size = 3 grams (1 tube) CMS package size = 5 milliliters (1 tube)

3 grams of product for

State correctly

State -
(- : -
8] reimburses claims 15 rebates
}\= pharmacy for {l“\\ (e.g. one rebate for
A :z 9 grams each milliliter)
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PHARMACY STATE MEDICAID AGENCY MANUFACTURER

State Converts Utilization Data

Conversion Factor = 5 milliliters + 3 grams = 1.67
9 grams * 1.67 = 15

Source: Office of Inspector General, 2007.
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CMS Response

The CMS agrees that individualized guidance to manufacturers regarding unit of measure
issues, including those regarding the unit type “each”, should continue to be provided.
However, the OIG’s report suggests that CMS issue broad guidance, implying that such
broad guidance could resolve issues that differ on a case-by-case basis. We do not agree
with the suggestion that CMS can issue useful guidance that would apply to all unit of
measure scenarios. We further do not agree with the OIG opinion that CMS could offer
guidance as specific to its unit types as the National Council of Preseription Drug
Programs (NCPDP) can offer in relation to their unit types. Given the structure of the
rebate program, CMS issues unit guidance at the broad product level, while NCPDP unit
standards apply at the specific package level. Therefore, NCPDP is able to be more
specific with its reimbursement guidance than CMS can be in regard to rebate standards,
as those standards must apply to all package sizes of a product.

In Release 73, CMS issued guidance on the unit type “cach.” The OIG’s report seems to
indicate that problems remain despite this guidance; however, this release was issued in
March 2006, and the OIG studied data from the first two quarters of 2006. Thus, the
OIG’s report should not imply that this guidance was not effective, as changes resulting
from the guidance may have been fully implemented subsequent to this study’s findings.

Finally, in response to the OIG’s recommendation that CMS could provide manufacturers
with a detailed framework or analytical process that would resolve unit of measure
discrepancies, CMS disagrees. The Food and Drug Administration approves drugs and
their packaging differently from one NDC to the next, making it virtually impossible for
CMS to develop a framework or process that would effectively apply to all products. As
a result, CMS continues to issue broad guidance regarding unit of measure discrepancies
to all manufacturers and States, where appropriate, and more specific guidance on a case-
by-case basis.

0IG Recommendation

The CMS should improve its guidance to States regarding detecting and converting unit
of measure inconsistencies.

CMS Response

The OIG recommends that CMS advise States about how they could appropriately use
CMS package size data to identify drugs with unit of measure inconsistencies, and how to
correctly convert this data. CMS disagrees. This suggestion concerning the rebate data’s
ability to be used as a conversion table oversimplifies the issue of unit of measure
conversions. CMS has issued guidance to States on an individual basis and issued
releases on certain unit of measure problems on specific drugs that have widespread and
significant financial impact on States. We concur that such specific guidance may again
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be necessary in the future should a similar widespread need arise.

The CMS informed the OIG during the course of this study that we encourage States to
seek Federal matching funds for systems enhancements related to unit of measure issues.
Therefore, we agree with the OIG that, as we have done in the past and continue to do,
we will remind States to avail themselves of this option.

Finally, we do not agree that CMS can maintain a master list of drugs with unit of
measure problems on the DRP Web site because CMS alone cannot identify the drugs
that have such issues and cannot offer a conversion solution that would apply to all States
based on each State’s individualized guidance to its pharmacy providers. However, we
agree that the DRP Web site and meetings have been, and will continue to be useful
resources to manufacturers that want to have an additional way to communicate
information about their drug’s specific unit of measure issue to the States.

General Comments

Overall, the OIG’s report oversimplifies the complexities inherent to the issue of unit of
measure as applied to the rebate program. CMS implemented a rebate invoicing and
payment process that addresses these complexities. The report stops short of measuring
the financial impact of unit of measure problems; however, it does acknowledge that
these errors account for less than 1 percent of total rebates billed. The ability of States
and manufacturers to adjust and dispute rebate invoices so that unit of measure issues
could be addressed is not fully acknowledged by the OIG.

The CMS does not believe that unit of measure issues account for significant improper
rebate payments, and the report does not refute this assertion. Rather, it stops at the
rebate invoicing, and does not contemplate the rebate payment steps of the billing
process. Further, the OIG spoke with four State Medicaid Directors during the course of
this study and used the result of that small sample as the basis for the report’s findings.
CMS met with 15 States at the fall DRP meetings, and discussed the unit of measure
issue with the State representatives who are directly responsible for unit of measure
conversions, rebate invoicing, and dispute resolution. All States concurred that unit of
measure errors are not widespread, result in little financial impact, and are easy for the
States to detect and correct through the invoice adjustment and dispute resolution
processes.

The CMS believes that the appropriate guidance has been issued to States and
manufacturers on unit of measure issues. We look forward to continuing to work with
our State and manufacturer partners to ensure that future unit of measure discrepancies
are resolved as efficiently as possible.
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