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W PHPC

Public Hospital Pharmacy Coalition

www.phpcrx.org

(A Coalition of the National Association of Public Hospitals and Health Systems)

September 13, 2005

Mr. Jim Mitchell

Director, Office of Pharmacy Affairs

Health Resources and Services Administration
5600 Fishers Lane,

Parklawn Building, Mail Stop 10C-03
Rockville, MD 20857

Re: DSH Adjustment Percentages and 340B Eligibility
Dear Jimmy,

Recently, several hospitals have contacted the Public Hospital Pharmacy Coalition
(“PHPC” or “Coalition”) to find out how they can re-enter the 340B program after receiving
notice from the Office of Pharmacy Affairs (“OPA”) that the office plans to terminate their
participation in the program. According to the hospitals, OPA plans to remove them from the
program because the data file that OPA receives from the Centers for Medicare and Medicaid
Services (“CMS”) on a quarterly basis indicates that the hospitals’ disproportionate share
(“DSH”) adjustment percentages fell below the 11.75 percent threshold necessary for eligibility
in the 340B program. PHPC counsel have had conversations with OPA staff regarding this issue
and understand that OPA would like guidance from PHPC regarding ways in which hospitals can
prove their eligibility for the 340B program in the event the CMS report inaccurately states the
hospitals’ DSH adjustment percentages. This letter therefore sets out an explanation of how
PHPC understands the current system to work and how the Coalition believes hospitals should be
allowed to prove their 340B eligibility when the current system indicates otherwise.

L PHPC’S UNDERSTANDING OF OPA’S CURRENT SYSTEM OF DETERMINING
DSH ADJUSTMENT PERCENTAGES AND PROGRAM ELIGIBILITY

Through research and conversations with OPA staff members, PHPC has come to an
understanding of how OPA’s current system of verifying DSH adjustment percentages for
purposes of the 340B program works. We set forth our understanding below, first by discussing
the quarterly reports that OPA receives from CMS and then by describing OPA’s process of
updating its database of eligible covered entities. We ask that OPA correct us if our
understanding is incorrect in any respect.
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A. Reliance on Quarterly Reports From CMS

Conversations with OPA have informed PHPC counsel that OPA relies exclusively on
the quarterly reports from CMS to determine whether hospitals satisfy the DSH adjustment
percentage criterion for 340B eligibility. Although OPA formerly allowed hospitals to provide
letters from fiscal intermediaries (“FIs”) certifying that the hospitals’ DSH adjustment
percentages exceeded 11.75 percent in the event that data reported from CMS were incorrect or
outdated, OPA no longer accepts the FI letters. We understand that OPA made the decision to
no longer accept the FI letters because, by relying on a single source for determining DSH
adjustment percentages, OPA can devote its limited resources to other 340B matters.
Furthermore, CMS is the federal agency with the most expertise in utilizing and analyzing
Medicare cost reports. As a result of OPA’s decision, hospitals are reliant on CMS to provide
information that determines the hospitals’ eligibility for a program that CMS does not
administer. We understand that OPA agrees with PHPC that the quarterly reports from CMS
may be inaccurate or out-of-date with regard to some hospitals. Therefore, in order to ensure
that no hospital is unfairly denied access to 340B discounts, it is imperative to find a way for
OPA to obtain current and accurate DSH adjustment percentages on a timely basis.

B. Timing of Eligibility Determinations

OPA updates its database of eligible covered entities at the start of each quarter.
According to OPA, the office normally does not receive a quarterly report from CMS until well
past the start of the quarter. As a result, hospitals are not terminated from the 340B program
until the start of the quarter following the quarter in which CMS’s report to OPA shows the
hospitals’ DSH adjustment percentages as being below 11.75 percent. For example, OPA
recently received the quarterly report from CMS that is identified on the OPA website as the
report for the third calendar quarter of 2005." Hospitals with DSH adjustment percentages below
11.75 percent in that report may be ineligible to purchase drugs at 340B prices effective October
1, 2005.

Similarly, OPA will not add a hospital back into the database of eligible covered entities
until the start of the quarter following the quarter in which the CMS report to OPA shows the
hospital’s DSH adjustment percentage as exceeding 11.75 percent. As a general rule, OPA
requires hospitals to submit information regarding eligibility at least one month prior to the start
of the quarter in which the hospital wishes to gain or regain admission to the 340B program.
Therefore, any hospital that perceives its CMS-reported DSH adjustment percentage to be
erroncous or outdated, and receives notice that OPA plans to terminate its participation in the
340B program, has until one month prior to the start of the next quarter, which may be only a
week or two away, to remedy the situation. Ifthe hospital cannot remedy the situation in time, it
will be prohibited from purchasing drugs at 340B prices for at least three months, even if the
hospital continuously fulfills all eligibility criteria for the program.

! Atthough OPA uses a calendar quarter and considers this report to be the “Q3” report, it is based on information
compiled during the second calendar quarter of the year and transmitted to CMS shortly after the start of the third
calendar quarter. Please note that, throughout this letter, we use OPA’s quarterly naming system when referring to
the quarterly reports that OPA receives from CMS.
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Under the current system, the only method for a hospital to remedy the situation is to
have CMS notify OPA of the hospital’s corrected percentage. CMS normally provides this
information only once each quarter, so it is impossible for the hospital to remedy the improper
termination without losing at least one quarter of 340B discounts. For example, hospitals that
OPA plans to remove from the program on October 1 must wait for the fourth calendar quarter
report from CMS to provide new and possibly correct information to OPA. That report is not
expected until late October or November, which is too late to prevent termination from the
program for the fourth calendar quarter. For several PHPC members, this could mean a loss of
hundreds of thousands, if not millions, of dollars and many hours of administrative time.

II. HOW THE QUARTERLY CMS REPORT TO OPA IS GENERATED

In order to understand why the CMS reports may contain inaccurate or untimely
information, PHPC has analyzed how information regarding the DSH adjustment percentages
flows from hospitals to CMS. Understanding that information flow also allows us to identify
ways in which hospitals can ensure that accurate and up-to-date information is provided to OPA.
Our understanding of the flow of information is set forth below. We share this with you and ask
you to correct any misconception that we have so that the 340B hospital community and OPA
have a common understanding of this process.

A. Step 1: Hospitals Report Information on Medicaid Days to FIs on Cost Reports

A hospital files its cost report to its FI within five months of the end of its fiscal year.
Depending on the FI, some of the information is filed electronically, while other information is
filed in hard-copy. One piece of data included in a filed cost report is the “Medlcald ratio,”
which is the ratio of Medicaid mpatlent days to total inpatient days at the hospital.> Hospitals
rely on help from state Medicaid agencies to identify Medicaid patients. Therefore, any etrors
by a state in identifying these patients can artificially lower a hospital’s Medicaid ratio. At least

two hospitals have reported to PHPC that their 340B eligibility for the coming quarter may have
been affected by such errors.

Within two months of receiving a filed cost report, an FI should issue a “tentatively”
settled cost report for the hospital. The tentative settlement may include adjustments to the
hospital’s as-filed cost report, including the hospital’s Medicaid days number. FIs rely upon the
tentatively settled cost reports to calculate payments to hospitals.

B. Step 2: CMS Reports SSI Information to Fls
CMS has data known as the “SSI file,” which contains information on the number of SSI

inpatient days and the SSI ratio.”> CMS provides this file to Fls for use in calculating hospitals’
DSH adjustment percentages. The SSI file is updated annually each August and is based on data

2 The number of Medicaid inpatient days used to calculate the ratio does not include inpatient days for patients who

receive both Medicaid and Medicare coverage (i.e., dual-eligible patients).
38t mpauem days are the days attributable to patients who are entitled to both Medicare Part A and supplemental
security income benefits, while the SSI ratio is the number of SSI days divided by total Medicare covered days.

{D0073323.DOC/ 4}



from the prior year. The current SSI file, which was released on August 12, 2005, contains
information from federal fiscal year 2004 (i.e., October 1, 2003 through September 30, 2004).

Hospitals cannot affect the SSI percentage in any way, although that issue is currently the
subject of litigation. Unfortunately, some hospitals have reported to PHPC that the SSI file may
contain erroneous information that CMS normally corrects after having the errors brought to its
attention. If CMS reports an inaccurate SSI ratio, the error can lower a hospital’s DSH
adjustment percentage below 11.75 percent.

C. Step 3: FIs Report Information to CMS

FIs provide “quarterly updates” to CMS. A quarterly update consists of the “provider
specific file” (or “PSF”) and contains two key pieces of information for our purposes. These are
the Medicaid ratio and the SSI ratio (both of which are explained above). The quarterly updates
are based on hospital information from the prior quarter.

Hospitals have reported that FIs sometimes provide reduced DSH adjustment percentages
in their updates to CMS due to incentives that the FIs have to err on the side of lowering DSH
payments. These incentives have resulted in FI reports of significantly decreased DSH
adjustment percentages that do not reflect hospitals’ true DSH adjustment percentages. This
practice inaccurately renders hospitals “ineligible” for ?anlclpatmn in the 340B program and has
been the subject of litigation within the 340B program.

FIs file their quarterly updates within seven business days of the end of each quarter. For
the PSF, the quarter-end dates are January 1, April 1, July 1 and October 1° So, quarterly
updates are due within seven business days of each of those dates.

FIs are required to update the PSF with the new SSI ratios (received every August) by
October 1 of each year. Therefore, the SSI ratios change once a year and remain the same for
four straight quarterly updates. Each fourth calendar quarter report from CMS to OPA should
incorporate new SSI ratios, which would not change again until the next year’s fourth calendar
quarter report.

FIs update hospitals’ Medicaid ratios on the PSF using the hospitals’ most recent
tentatively settled cost report. Cost reports are filed and tentatively settled annually. Therefore,
like an SSI ratio, a hospital’s Medicaid ratio should remain constant for four straight quarterly
updates. Hospitals file their cost reports at different times throughout the year, however, so the
four quarters during which a hospital’s SSI ratio remains constant may differ from the four
quarters during which its Medicaid ratio remains constant.

* See Univ. Med. Ctr. of S. Nev. v. Shalala, 5 F.Supp.2d 4 (D.D.C. 1998); and Univ. Med. Ctr. of S. Nev. v. Shalala,
173 F.3d 438 (D.C.Cir. 1999).

5 For some reason, the PSFs use the 1* of the month to mark the end of the quarter, rather than the end of the month,
which is the more common practice.
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Each time a hospital’s SSI ratio or Medicaid ratio changes in the PSF, so does its DSH
adjustment percentage. For example, based on the annual SSI file update released in August of
2005, an FI normally will report the same SSI ratio for a hospital for the quarterly updates filed
shortly after October 1, 2005, January 1, 2006, April 1, 2006, and July 1, 2006. If a hospital has
a cost report tentatively settled in May of 2005, the FI might report a new Medicaid ratio for the
hospital in the quarterly update filed with CMS shortly after July 1, 2005. In this case, the
hospital’s DSH adjustment percentage, as reflected in the PSF, would change from the quarterly
update filed shortly after April 1, 2005 to the one filed shortly after July 1, 2005 (based on a new
Medicaid ratio) and again for the quarterly update filed after October 1, 2005 (based on the new
SSI ratio).

D. Step 4: CMS Reports Information to OPA

After CMS receives its quarterly updates from the FIs, the agency compiles the new PSF.
The PSF is then used to generate the report that CMS sends to OPA to indicate each hospital’s
DSH adjustment percentage. Accordingly, there is a lag between the time when CMS receives
the information and when it transmits the information to OPA. The quarterly reports reach OPA
several days to several weeks after each start of a new quarter.

.  PROPOSED SOLUTIONS

Any solution to the problems addressed above should have two goals. First, it should be
well-defined and easy for OPA and hospitals to administer without depriving hospitals of an
opportunity to present alternative data to OPA when they believe that they have been improperly
excluded from the program. Second, it should minimize the possibility that a hospital will be
unable to purchase drugs through the 340B program during any period of time in which the
hospital meets all 340B eligibility criteria. Three options for accomplishing these goals are set
forth below.

A. Acceptance of FI Certifications

One option is for OPA to accept certifications from Fls identifying correct DSH
adjustment percentage data for hospitals whose data are erroneously reported by CMS. This
option essentially is the same option that rural hospitals had when they first became eligible for
the 340B program. If OPA opts to reinstate this option, the office could rely initially on the
quarterly reports from CMS, which would have a presumption of accuracy. A hospital could
challenge the reports, however, by providing a certification from its FI stating that the CMS-
reported DSH adjustment percentage was erroneous and that the true percentage is higher than
11.75 percent.

OPA has indicated that it dislikes this option because the office anticipates that, any time
it receives an FI certification, the next CMS quarterly report should mirror the data provided by
the FI. In the past, this has not happened, and OPA may believe that the FI certifications are
sometimes unreliable. The discrepancies between the CMS reports and the FI certifications have
to do with timing, however, and not inaccuracies by FIs. For example, if an FI receives updated
information on a hospital’s Medicaid ratio, it can recalculate the hospital’s DSH adjustment. It
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may take one or more quarters for the new Medicaid ratio to be incorporated into the PSF,
however. Furthermore, if the PSF is updated with the new ratio shortly after CMS sends its
report to OPA, yet another quarter may pass before the hospital’s updated DSH adjustment
percentage is reported to OPA.

Reliance on information from FIs is an attractive option for many reasons. FIs are able to
update their calculations of DSH adjustment percentages whenever new information is available.
Therefore, FIs’ information often is more current than CMS’s, and this option essentially cuts out
the bureaucratic middle-man. Furthermore, hospitals often have good working relationships with
their FIs and know how to request information from them. Contrarily, hospitals do not
necessarily know how to obtain information from CMS or how to persuade CMS to provide
information to OPA. From OPA’s perspective, acceptance of FI certifications should give the
office a sense of reliability and credibility. The information that the FIs would provide to OPA is
the same information that CMS relies upon to create its quarterly reports to OPA.

B. Copying OPA on Information that Fls Report to CMS

Another option to minimize the lag between the time new information is available and the
time that CMS reports the new information to OPA is to have FIs copy OPA on their quarterly
updates when requested to do so by hospitals. Under this option, a hospital that receives notice
from OPA that its participation in the 340B program will be terminated, but has information
available to verify its continued eligibility for the program, could request that its FI “cc” OPA on
either the update of the FI’s internal PSF (which occurs immediately) or on the FI’s next
quarterly update to CMS. OPA would receive copies of the updates only when hospitals
specifically request it in order to correct CMS’s data, so OPA will not be inundated with FI
documentation.

This option has at least three advantages. One, it would bypass CMS’s involvement in
the transmission of data and thereby reduce the delay in OPA’s receipt of a corrected DSH
adjustment percentage. Two, it would not require the hospital to obtain a certification or any
other out-of-the-ordinary documentation from the FI. Three, it would provide OPA with the
same information upon which CMS relies, thereby giving OPA a sense of comfort in relying on
the information as accurate.

One drawback to this option is that the FI's update of the PSF contains Medicaid and SSI
ratios, but not actual DSH adjustments. Accordingly, OPA would have to know how those ratios
correlate to the DSH adjustment percentage. This would not be a difficult process, however.
Under current Medicare law, a hospital exceeds the 11.75 percent threshold if the sum of its
Medicaid and SSI ratios equals or exceeds 0.2732. Therefore, OPA simply would add the
Medicaid and SSI ratios of the hospital contesting its termination from the program to see
whether they exceed 0.2732. If they do, the hospital is eligible for 340B discounts.

Another potential drawback to this option is that it is not currently standard operating
procedure for FIs. Implementing it would require OPA or CMS to direct the FIs to copy OPA on
their quarterly updates when requested by hospitals to do so. This may necessitate issuance of a
letter or some other administrative directive from OPA or CMS to the Fis.
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