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September 7, 2007

Mr. Bradford R. Lang

Public Health Analyst

Office of Pharmacy Affairs

Health Resources and Services Administration
Room 10C-03

5600 Fisher’s Lane

Rockville, MD 20857

Re: N.A.C.H. Comments Regarding Proposed Guidelirsefor Children’s Hospitals’
Participation in the 340B Program

Dear Mr. Lang:

I am writing on behalf of the National AssociatiohChildren’s Hospitals (N.A.C.H.) in
response to the July 9, 2007, Federal RegistecBlogiquesting comments in response to the
Health Resources Services and Administration’s (ARSproposed guidelines for
implementation of Section 6004 of the Deficit Rettlut Act of 2005 (DRA). The law added
children’s hospitals to the list of covered enstadigible for participation in the 340B drug
discount program, via an amendment to Section H)2#(the Social Security Act. N.A.C.H.
represents nearly all of the children’s hospitatg iould be eligible for participation in the 340B
program pursuant to Section 6004.

Our comments are summarized as follows and thesepted in more detail.

« Avoid Further Delay in Implementation Interim final guidelines should be issued
immediately following the deadline for submissidrcomments on the proposed guidelines
in order to avoid prolonging the delay in commeagdime participation of children’s hospitals
in the 340B drug discount program. Congress eddsgetion 6004 for the purpose of
affording children’s hospitals, which are among tia¢éion’s leading providers of care to low-
income patients, the opportunity to reduce the abstutpatient care. HRSA’s 17-month
delay in issuing proposed guidelines has forceldi@dn’s hospitals to continue to bear higher
costs of pharmaceutical care for patients, cont@yongressional intent.
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1.

Implement a Fair Retroactive Policy The guidelines should include a retroactive disto
policy that does not further prejudice childrentspitals and compound the harm of the 17-
month delay in issuing the proposed guidelines.

Support the Option to Use the “DSH” Percentage Caldation and Clarify How It

Applies N.A.C.H. deeply appreciates HRSA giving the optior a children’s hospital to
calculate its care for low-income patients usirg Medicare disproportionate share hospital
(DSH) adjustment criteria. Since children’s hoalgitare exempt from the Medicare inpatient
prospective payment system (IPPS) and thereforeoticeceive Medicare DSH payment
adjustments, it is important to ensure that thisuwtation is based on the children’s hospital’s
volume of service to low-income patients, not @saipt of Medicare DSH adjustments. We
recommend that HRSA provide in the guidelines ghabspital may demonstrate compliance
with DSH adjustment criteria through calculationtsfdisproportionate patient percentage
(DPP), which is determined prior to and includedhia calculation of the Medicare DSH
adjustment. Because a hospital’'s DPP must berdieted in order to calculate its DSH
adjustment, the DPP is as reliable as the DSH td@rg in serving as a measure of the care
provided by the hospital to low-income patients.

Accept Medicare Cost Report Data or an IndependenAuditor's Assessment In order to
demonstrate its eligibility to enroll into the 34@Bogram, a children’s hospital should be
permitted to rely upon its Medicare cost repordédermine its DPP. If no Medicare cost
report exists, a children’s hospital should be pteah to hire its own independent auditor to
calculate its DPP.

Retain the Deeming of PPAs’ Application to Childrers Hospitals N.A.C.H. supports
HRSA's proposal that the pharmaceutical pricingeagrents (PPAs) be deemed to include
children’s hospitals by virtue of the language etttn 6004.

Provide Alternative Approach to Demonstrating “Integral Part” In determining whether
an off-site children’s hospital facility qualifies an “integral part” of the hospital and is
therefore eligible for 340B program participati®fRSA should establish an alternative to the
Medicare cost report test applicable to DSH hofpita

Immediate Implementation of Final Interim Guideles Is Necessary to Avoid a
Further Delay of Children’s Hospitals’ Participatia in 340B.

It is imperative that, immediately following theatline for submission of comments to the
proposed guidelines, HRSA issue interim final glirsks so that children’s hospitals may
commence application for participation in the 3400Bg discount program. Pursuant to Section
6004, the effective date for inclusion of childrehospitals in the 340B program was February 8,
2006 —more than a year and a half agoThe language of the legislation clearly indisateat
participation of children’s hospitals in the 340Bgram is long overdue, stating that the
amendment “shall apply to drugs purchased on er #fe date of the enactment of this Act.”
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Despite congressional intent regarding the immedratlusion of children’s hospitals in the
340B program, HRSA has only now issued proposedajues. Many children’s hospitals have
already applied for 340B participation in the alzgeaf guidelines; some have waited more than
a year for HRSA to act on their applications. Withthe expeditious issuance of interim final
guidelines, children’s hospitals may have to waathgnmore months before the proposed
guidelines are finalized and actual program pauétion begins.

Congress enacted Section 6004 for the purposdartiafg children’s hospitals, which are
among the nation’s leading providers of care to-logome patients, the opportunity to reduce
the cost of outpatient care. HRSA'’s 17-month detagsuing proposed guidelines has forced
children’s hospitals to continue to bear highetsa$ pharmaceutical care for patients, contrary
to congressional intent. This delay continuesweatrt the promise of Section 6004 and unfairly
penalizes children’s hospitals. It is also inkstry contrast to the 1993 implementation of the
340B program for Medicare disproportionate shagpitals. The law permitting DSH hospitals
to participate in the 340B program took effect cowBimber 11, 1992. Four months later, on
March 9, 1993, HRSA notified all hospitals of theght to apply for and participate in 340B
even in the absence of a Federal Register Notice.

2. The Guidelines Should Contain a Fair Retroactiiilscount Policy that Does Not
Further Prejudice Children’s Hospitals.

The problems posed by the delay in the issuanpeopiosed children’s hospital guidelines are
compounded by HRSA'’s suggested policy with resfreottroactive discounts. To alleviate
them, we recommend that HRSA follow establishedguient to permit a children’s hospital
with a group purchasing agreement to obtain retie@payment adjustments, unless such
adjustments would create a “double dipping” problem

Under the proposed guidelines, children’s hospdeagseligible for discounts retroactive to the
date of enactment of Section 6004 on February @ 2MHowever, a children’s hospital may
receive retroactive discounts only to the exteat thhas satisfied all program requirements back
to the date from which discounts are requestedidl'so, a children’s hospital must be able to
demonstrate, among other things, that the hoggidahot have a group purchasing arrangement
for covered outpatient drugs during the periodetfaactivity.

The effect of this proposed policy would be to jwde children’s hospitals from receiving
retroactive discounts. Children’s hospitals, whietve been excluded from the 340B program
since its inception, have, in many cases, reasgmal¢d upon GPOs as a means of lowering and
managing drug costs. The cessation of this pegtior to the publication of the proposed
requirements for 340B participation would have Heslin substantially increased drug
expenditures during the interim period. Moreoyeior to the recent issuance of the proposed
guidelines, children’s hospitals were not and cowdtlhave been aware of HRSA'’s intended
policy with respect to retroactive discounts, agrnination of group purchasing arrangements
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would therefore have been imprudent.

Clearly, the use of GPOs would cease upon admissitire 340B program, when a viable
alternative for reducing drug expenditures existte agree with HRSA that children’s hospitals
— like other 340B eligible hospitals — should bguieed to certify that they will not participate in
a group purchasing arrangement as of the effedate of their entry into the 340B program.
Moreover, we recommend that children’s hospitatsthe same certification currently used by
other eligible hospitals to verify compliance witile GPO exclusion. However, children’s
hospitals should not be penalized for the use d&8uring the long interval that has elapsed
since the enactment of Section 6004.

Additionally, we note that in the early stageshsf 840B drug discount program, HRSA applied a
more lenient interpretation of the GPO exclusionD&H hospitals, permitting them to utilize
GPOs and to receive 340B discounts, provided a 34€&unt was not received for a covered
outpatient drug obtained through a group purchasimgngement.1 This interpretation was
acknowledged by the government and addressed liydhe of Appeals itUniversity Medical

Center of Southern Nevada v. Shalala, in which the court noted that “HRSA initially erpreted

the [GPO exclusion] as barring only ‘double dippighat is, hospitals could participate in both
the section 340B discount program and a group @sioly organization provided that the

hospital did not receive 340B discounts on the sdrmgs purchased through the group
purchasing organization.” 2

In May 1994, HRSA amended its policy to disallovbB4participation for DSH hospitals
participating in GPOs, regardless of whether orthetDSH hospital was improperly using the
GPO and the 340B discount to “double dip.” 3 HRS8&not, however, condition the receipt of
retroactive discounts upon a covered entity’s complete abstention froenuse of a group
purchasing arrangement during the period of retr@ic Rather, pursuant to the language of the
final notice, DSH hospitals that had utilized GR@3e permitted to receive retroactive 340B
discounts, so long as they did not receive suatodists on drugs purchased through a GPO.
HRSA stated that “[a] DSH is not eligible for resative discounts for covered outpatient drugs
purchased through a group purchasing organization (GPO) or any group purchasing

arrangement.” 4 This language makes clear that covered oigipiadirugsnot purchased through
a GPO or other group purchasing arrangement wigiblelfor retroactive discounts.

We believe that children’s hospitals should beraléd the same rights with respect to retroactive
discounts as were other covered entities at tiecdftthe 340B program. This is in keeping with
HRSA's intention, as articulated in the proposetfiglines, to apply the same rules and standards
to children’s hospitals as are applied to othereced entities, and its assertion that “unless

1 Seeb8 Fed. Reg. 27289, 27290 (May 7, 1993) (Statiagjthe 340B discount need not be provided for slrug
which the DSH hospital “obtains through a groupchasing arrangement.”)

2 University Medical Center of Southern Nevadahal8la 173 F.3d 438 (D.C. Cir. 1999).

3 See59 Fed. Reg. 25110, 25112 (May 14, 1994).

41d.,
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children’s hospitals are subject to all of the sales as other covered entities, the inclusion of
children’s hospitals in the 340B program would féailt, if not impossible.”

We agree with this assertion and support HRSAsreffto achieve parity in the guidelines and
principles pertaining to children’s hospitals ahdde pertaining to other covered entities.
Accordingly, we believe that it would be both unfand inconsistent to hold children’s hospitals
to a more restrictive standard for retroactive aisits than was applied to DSH hospitals in the
early stages of the program. We therefore profuaechildren’s hospitals be permitted to abide
by the same policy regarding the GPO exclusionasinitially applied to DSH hospitals and
which later applied to their receipt of retroactdiecounts. Children’s hospitals should be
eligible — during a specified start-up period +doeive retroactive discounts for covered
outpatient drugs that were not purchased througR@ or other group purchasing arrangement.
We propose that this start-up phase include, aharmam, the period from the effective date of
Section 6004 (February 2006) through the designB2@ddays after HRSA'’s issuance of a final
or final interim notice.

3. N.A.C.H. Supports HRSA'’s Option for Ctilen’s Hospitals to Qualify for
340B’s Low-Income Care Requirement Using the Mealie DSH
Percentage and Recommends HRSA Permit Hospitald$e Just the DPP

In enacting Section 6004, Congress intended to@iidren’s hospitals the same opportunity as
other hospitals to qualify for 340B participatioRrior to the law’s enactment, children’s
hospitals were precluded from participating in 34@B program, not because they could not
meet the Medicare DSH requirements for the promisibservices to low-income patients, but
because they are excluded by law from the Medié&#P& and are therefore ineligible to receive
Medicare DSH payment adjustments. Medicare DSHstwlients are available only to a hospital
that receives Medicare payments based upon the IPPS

The guidelines propose two options for childreréspitals to demonstrate compliance with
clause (ii) of section 340B(a)(4)(L) regarding apital’s level of care to low- income patients:
either a hospital must meet the requirements &w-ealled “Pickle hospital” or it must satisfy the
Medicare DSH percentage requirement. We stronglpeu HRSA'’s preservation of both
options, and we applaud HRSA's intent to permit Mare PPS-exempt children’s hospitals to
gualify based upon the requirements of the MediEs3el adjustment standard.

In furtherance of that intent, we propose that HRiSAude in the guidelines specific guidance
regarding the methodology by which children’s htapimay determine whether they meet the
DSH adjustment criteria. As children’s hospitédsnot receive Medicare DSH adjustments, we
propose a simplified demonstration of compliancthwhe DSH adjustment standard through the
determination of their disproportionate patientgeetage (DPP), which is calculated prior to and
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included in the DSH adjustment percentage.5 Becauwspital’s DPP must be determined in
order to calculate its DSH adjustment percentdgeDPP is just as reliable as the DSH
adjustment in serving as a measure of the levievoincome care provided by the hospital.
Moreover, as demonstrated below, a DPP of grelaser27.32 percent is sufficient to meet and
satisfy the requisite DSH adjustment percentadelof5 percent.

We believe that the use of the DPP formula for meag compliance with the DSH adjustment
standard is in keeping with both HRSA'’s intent &#mel intent of Congress as articulated in
Section 6004. Section 6004 states that a childreospital must meet the Medicare DSH
percentage requirement of clause (ii) of sectiobB3d)(4)(L) “if that clause were applied by
taking into account the percentage of care provimethe hospital to patients eligible for medical
assistance under a State plan under this Title {d¢4ed].” Thus, the language of Section 6004
reflects Congress’ understanding that, for chiltréspitals, which are ineligible for Medicare
DSH adjustments, compliance with the 340B DSH ddjest percentage requirement will be
measured in terms that include the percentagesgitab care provided to Medicaid-eligible
patients.

A hospital’s disproportionate patient percentagdaéssum of two fractions, commonly known as
the Medicare/SSI ratio and the Medicaid ratio. DiP formula, which we propose be included
in the guidelines, is as follows:

Patient Days of Medicare Part A and SSI Entitlememt Patient Days of Medicaid Eligibility bubhMedicare Part A Entitlement
Patient Days of Medicare Part A Entitlement Total Hospital Patient Days

As demonstrated above, the Medicare SSI ratio’samatar is the number of patient days
attributable to patients who are entitled to botldidare Part A and supplemental security
income (SSI) benefits, and the denominator reptegbe entire universe of patient days
attributable to patients entitled to Medicare Pabienefits. The Medicaid ratio’s numerator is
the number of patient days attributable to patierite are eligible for assistance under the state
Medicaid plan but who are not entitled to MedicBeet A benefits. This number includes patient
days attributable to Medicaid eligible patientsreifehe hospital did not receive payments from
Medicaid for those days. The Medicaid ratio’s dan@ator is the hospital’s total patient days.

Hospitals use one of the following two formulasi&iermine DSH adjustment percentages
depending on the hospital’'s DPP:

If DPP is between 15% and 20.2%: DSH = 2.5 + (@BP-15)
If DPP is equal to or greater than 20.2%: DSH 85.80.825)(DPP — 20.2)

Hospitals must have a DPP of greater than 27.3&péem order to satisfy the 11.75 DSH
adjustment percentage necessary for participatidhe 340B program. This is so because,

5 As children’s hospitals do not receive DSH adiesits, it follows that 340B eligibility for childnés hospitals
cannot be contingent upon the receipt of a DSHshfjent.



Mr. Bradford Lang
September 7, 2007
Page 7

pursuant to the second equation:
11.75 =5.88 + (0.825)(27.32 — 20.2).

Thus, children’s hospitals — which are not Medidag&H hospitals and not eligible for Medicare
DSH adjustments — are nonetheless assured of gek&r840B DSH adjustment percentage
criteria if they have a DPP of 27.32 percent.

Under this approach, children’s hospitals wouldehagveral alternatives for demonstrating that
they meet the requisite DPP of 27.32 percent.t,Rhve hospital would consult its cost report to
determine the amount of its DPP, beginning witlalawation of the Medicaid ratio. If the
resulting Medicaid ratio is above 27.32 percerd,itiquiry would end, as the DPP threshold
would be met even without factoring in the Medi¢8& ratio.6 If the resulting number is less
that 27.32 percent, however, the hospital wouldinae with the DPP analysis, adding the
Medicare/SSI ratio to the equation.

If a children’s hospital neither prepares nor féesost report, the hospital should be permitted to
hire an independent auditor, and the independefhtawould undertake the afore-mentioned
two-tiered approach to determine the hospital’s C#8ginning with a calculation of the
hospital’'s Medicaid ratio. Only if the Medicaidiawere below 27.32 percent would the auditor
calculate and factor in the amount of the Medi&@®&tatio.

4. A Children’s Hospital Should Be Permitted to RdUpon Its Medicare Cost Report to
Determine Its Disproportionate Patient Percentagé.No Cost Report EXxists, a
Children’s Hospital Should Be Permitted to Hire It®wn Independent Auditor to
Calculate Its DPP.

As noted above, pursuant to Section 6004, childranspitals that do not meet “Pickle” criteria
must meet the requirements of clause (ii) of sacd®0B(4)(L) regarding Medicare DSH
adjustment percentages, “if that clause were agppplyetaking into account the percentage of care
provided by the hospital to patients eligible fozdital assistance under a State plan under this
Title [Medicaid].” The proposed guidelines statattHRSA will seek verification of compliance
with this requirement based on the hospital’s Madicost report. However, as HRSA
acknowledges, children’s hospitals are excludethiwfrom the Medicare IPPS and are therefore
ineligible to receive Medicare DSH adjustments.e Tbst report may therefore not provide the
required verification. Additionally, many childrerhospitals do not file any or full Medicare

cost reports.

The proposed guidelines state that HRSA is conisigeequiring a statement from an

6 Children’s hospitals have very high percentadeédexdicaid patients and therefore very high Mediaaitios,
while Medicare/SSI ratios, based on care providgedédicare beneficiaries and patients receivingpBrpental
Security Income for the Aged, Blind, or Disablerk aegligible. Therefore, the Medicaid ratio vailvays be the
primary component of the DPP calculation for ctehlis hospitals.
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independent auditor certifying that a children’spital meets the requirements of Section
340B(a)(4)(L)(ii) in situations where there is reiablished method of verification comparable to
the annual cost report. HRSA has invited commegarding the feasibility of the use of
independent auditors and other possible altermafmeensuring that children’s hospitals meet
this particular criterion for participation in ti340B program.

We recommend that, consistent with HRSA'’s propagédelines, the hospital’s Medicare cost
report be the first source for verification of cdrapce with Section 340B(a)(4)(L)(ii).
Accordingly, where possible, a hospital’s most relgefiled cost report would be utilized — using
the two-tiered approach discussed above — to detenwhether the hospital’s disproportionate
patient percentage meets the requisite threshd@d.@R percent.

Where no such cost report exists, we propose hiedtdspital itself be permitted to choose and
hire an independent auditor. Further, if an indeleat auditor is retained by the hospital, we
propose that the scope of the audit be narrowlyded, and that the auditor engage in the two-
tiered inquiry discussed above to determine the@iteds DPP. The auditor’s inquiry would thus
begin with the calculation of the hospital’s Medéteatio. If the resulting number is above 27.32
percent, the inquiry would end, as the dispropa#gte patient percentage threshold would
already be met. If and only if the resulting numisdess that 27.32 percent, the auditor would
continue with the DPP analysis, adding to the stithefirst fraction the hospital’s

Medicare/SSI ratio.

Thus, children’s hospitals would implement one arenof the following four steps to calculate
their DPP in order to demonstrate compliance wehbti®n 340B(a)(4)(L)(ii): 1) use of a cost
report for determining the hospital’s Medicaid oa) use of a cost report for determining the
hospital’'s Medicare/SSI ratio if the cost repodicates that the Medicaid ratio is less that 27.32
percent; 3) if no cost report exists, use of a hakphosen independent auditor to determine the
hospital’s Medicaid ratio; and 4) use of a hospitabsen auditor for determining the
Medicare/SSI ratio if the auditor’s initial inquihas shown that the Medicaid ratio is below
27.32 percent.

5. N.A.C.H. Supports HRSA'’s Proposal that PPAs Be Dashto Include Children’s
Hospitals by Virtue of the Language of Section 6004

Section 340B requires pharmaceutical manufactyr@nscipating in the Medicaid program to
enter into a 340B participation agreement (refetoegls a pharmaceutical pricing agreement or
PPA) with the Secretary of the Department of Heaitd Human Services (HHS), in addition to
their Medicaid rebate agreement. Under the 340Bggzation agreement, a manufacturer agrees
to provide discounts on covered outpatient drugsthmased by the government owned or
sponsored entities that are specifically designate&kction 340B.

Section 6004 of the Deficit Reduction Act did notend the 340B statute to include children’s
hospitals in the list of covered entities but iasteamended Section 1927(a) of the Social Security
Act, which requires manufacturers to enter inteeagrents with HHS that meet the requirements
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of Section 340B with respect to covered outpatigngs purchased by a covered entity. Section
1927(a)(5)(B), as amended by Section 6004, definesred entities as those listed in Section
340B, as well as certain children’s hospitals.

We support HRSA'’s conclusion that, because PPAgd®t HHS and drug manufacturers
require manufacturers to provide 340B discountsawered outpatient drugs to covered entities,
and Section 6004 includes children’s hospitalhedefinition of covered entities, the PPAs
currently in place effectively require manufactsrey provide 340B discounts to children’s
hospitals without need for further amendment tetaxy PPAs. Moreover, we support HRSA'’s
implicit conclusion that pharmaceutical manufaatsiraust comply with the terms of Section
1927(a) if they wish to participate in the Medicpidgram and therefore must honor the
inclusion of children’s hospitals in the 340B pragr via the amendment of Section 1927(a).

6. In Determining Whether an Off-Site Facility of &hildren's Hospital Qualifies as an
"Integral Part" of the Hospital and Is Therefore Eigible for 340B Program
Participation, HRSA Should Establish a More FlexiblAlternative to the Medicare
Cost Report Test.

The proposed guidelines do not address the isswether and how off-site locations of
children’s hospital can participate in the 340Bgreom. For DSH facilities, the standard for
determining whether an off-site hospital locatisreligible for participation in the 340B program
is whether the off-site location is an “integrattpaf the hospital. We propose that the “integral
part” requirement, like other 340B requirementsD&H hospitals, apply to children’s hospitals
as well.

Currently, the measure for determining whether ffusite DSH facility meets the “integral part”
requirement is whether the off-site location iduded on a reimbursable line of the hospital’s
Medicare cost report. As many children’s hospitkdshot file cost reports, this measure is
insufficient to determine whether an off-site fagihffiliated with a children’s hospital meets the
requirement. Moreover, even where a children’phabkdoes file a cost report, application of
the cost-report test for inclusion of off-site fé@s in the 340B program can result in delays of
up to 20 months, depending on the time frame ferfitlng of the hospital’s next cost report. For
these reasons, we believe that reliance upon tltkdsle cost report test alone is both
inappropriate and burdensome. We recommend th&AHevelop an alternative test for
determining whether an off-site facility is indesa “integral part” of a children’s hospital.

Specifically, we propose that in developing altéenaiteria for assessing compliance with the
“integral part” standard for children’s hospitaR SA should be guided by Medicare provider-
based standards, which may be useful and insteugtithe development of an appropriate “test”
for children’s hospitals. We do not, however, megthat the provider-based standards be
adopted in their entirety, as there may be occasiren an off-site facility of a children’s
hospital does not meet a technical aspect of théiddee provider-based requirements. Such a
facility may, however, meet all or virtually all dfe substantive provider-based requirements
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and, as such, would still properly be consideretirgagral part” of the children’s hospital.
Accordingly, we propose that while HRSA shouldigélthe provider-based standards as a guide
to develop a more appropriate means of assessmgliamce with the “integral part” standard,

the agency’s focus should be on the creation obeerfiexible test that is applicable to the

unique circumstances of children’s hospitals.

Thank you for your consideration of our commentd secommendations. We would be pleased
to answer any questions you might have. You cachrene at 703/797-6006 or
pwillson@nachri.org

Sincerely,

Peters D. Willson
Vice President for Public Policy



