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   Public Hospital Pharmacy Coalition

www.phpcrx.org
 (A Coalition of the National Association of Public Hospitals and Health Systems)

March 5, 2002

Christy Schmidt, Executive Coordinator

Regulatory Reform Initiative

Office of the Assistant Secretary for Planning and Evaluation

The U.S. Department of Health and Human Services

200 Independence Avenue, S.W.

Washington, DC  20201


Re:  Medicaid Billing Requirements Applicable to 340B Drug Discount Program

Dear Ms. Schmidt:

This letter responds to the “Request for Public Input” published in the Federal Register on January 4, 2002 (67 Fed. Reg. 599).  The comments of the Public Hospital Pharmacy Coalition (PHPC) concern regulatory policy and guidance developed by the Centers for Medicare and Medicaid Services (CMS) concerning the 340B drug discount program for outpatient drugs, passed as part of the Veterans Health Care Act of 1992 and administered by the Office of Pharmacy Affairs (OPA), located within the Bureau of Primary Health Care (BPHC), a division of the Health Resources and Services Administration (HRSA).  The policy at issue is reflected in a letter from Dennis G. Smith, the Director of the Center for Medicaid and State Operations within CMS, dated August 23, 2001.
  For the reasons discussed below, PHPC would like the Secretary to revisit and revise the Smith letter and develop a working group between CMS and HRSA to develop appropriate policy on the issues discussed in the letter. In addition, we recommend that OPA be elevated within the organizational structure of the Department of Health and Human Services (HHS) because the 340B drug discount program involves a wide range of issues that overlap several HHS programs, especially the Medicaid program. 

I. 
Background on the 340B Drug Discount Program
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In 1990, Congress created the Medicaid drug rebate program to lower the cost of pharmaceuticals reimbursed by state Medicaid agencies.  Two years later, Congress passed the Veterans Health Care Act of 1992 to extend relief to other governmental payors of drugs – including the Veterans Administration, Department of Defense and Public Health Service.
  One area of statutory relief involved enactment of section 340B of the Public Health Service Act.
  Section 340B requires pharmaceutical manufacturers whose drugs are covered by the Medicaid 

program to enter into an agreement with the Secretary of HHS.  Under the 340B participation agreement, a manufacturer agrees to provide discounts on covered drugs purchased by specified government-supported facilities, called “covered entities,” that serve the nation’s most vulnerable patient populations.  The amount of these discounts is comparable to the discounts to which Medicaid is entitled under the 1990 rebate program; however, covered entities are free to negotiate even deeper discounts than the Medicaid rebate amount.  

In creating the 340B program, Congress recognized that, when a hospital or clinic participating in the 340B program dispenses or administers a covered outpatient drug to a Medicaid patient, manufacturers would be at risk of giving two discounts on the same drug: an up-front discount to the 340B facility at the time of purchase and a post-purchase discount after Medicaid pays the 340B facility for the drug and submits a rebate request to the manufacturer under the Medicaid rebate program.  To avoid this potential duplicate discount problem, Congress included language in both the 340B and Medicaid statutes directing the Secretary to develop a mechanism for coordinating between the two programs.  

The mechanism developed by the Secretary has two parts.  First, the state Medicaid agency does not request a manufacturer rebate for a drug billed by the covered entity.  This is achieved by the state Medicaid agency excluding from its rebate file any claims submitted by a covered entity that has signed up for the program and provided its Medicaid provider number to OPA.  Second, the covered entity is required to pass its 340B discount through to the state by billing not more than acquisition cost plus a dispensing fee.
  This billing restriction implements the prohibition against double-discounting because, when covered entities pass their 340B drug discounts to the Medicaid program, Medicaid agencies no longer need to request rebates from the manufacturers of such drugs since the agencies are billed at amounts that are equal to or lower than the rebate amounts.  

Manufacturers participating in the 340B program are required to give discounts on all “covered outpatient drugs” which are defined as including most drugs and biologics that are approved by the Food and Drug Administration and that are either dispensed by an outpatient pharmacy or, if administered during an outpatient procedure or visit, are billed and paid for as a separate line item as an outpatient drug.
  The latter class of covered outpatient drugs is often referred to as “clinic-administered drug”, or “clinic drugs.”  Clinic-administered drugs are administered to a patient during an outpatient visit rather than dispensed by a hospital outpatient pharmacy for patient self-administration.  

340B hospitals did not begin purchasing clinic-administered drugs through the 340B program until a mid-1994 Federal Register notice clarified that the definition of a covered outpatient drug for purposes of the 340B program could include clinic drugs.  Therefore, agency guidance on the 340B billing restriction has not specifically addressed the treatment of clinic-administered drugs and whether it is subject to the restriction that they must be billed to Medicaid at acquisition cost plus a dispensing fee.    Moreover, even after hospitals began purchasing clinic-administered drugs through the 340B program, the use of the 340B-discounted drugs on Medicaid patients did not create a duplicate discount problem because states generally lacked NDCs to identify drugs for which to request rebates.  This practice has changed over the past couple of years, as some state Medicaid agencies have been able to translate the J codes that hospitals use on their UB-92 forms into NDC numbers for purposes of requesting rebates.

Notwithstanding the lack of formal agency guidance on this issue, CMS issued a letter on August 23, 2001 applying the billing restriction on 340B-discounted drugs to clinic-administered drugs.  The letter states that all covered entities participating in the 340B drug discount program must bill Medicaid at acquisition cost (plus the state allowable dispensing fee) for clinic-administered drugs purchased through the 340B program.  Without further agency consideration of this issue, CMS is at risk of enforcing a policy that runs counter to federal and state law as well as other agency guidance and would create enormous regulatory burdens on public hospitals which would jeopardize their ability to provide needed pharmaceutical care to low-income patients. 

II.
Burdens Created by CMS Policy

The burden placed on 340B hospitals if they were required to bill Medicaid at acquisition cost for clinic-administered drugs would be enormous.  A survey done by PHPC found that such a policy would have devastating effects.  Hospitals have uniformly reported that their billing systems are incapable of billing drugs at a lower price for one set of clinic patients than for the remaining clinic population.  The cost of implementing such a system would not be cost-effective for many 340B hospitals, forcing them to withdraw from the 340B program.  Even if hospitals could implement a system for billing separate fees to Medicaid, Medicare cost reimbursement principles require that fiscal intermediaries may not pay more for drugs than any other payor.  Hospitals may therefore be forced to bill Medicare at acquisition cost just like Medicaid.  Billing adjustments for Medicare and Medicaid would significantly reduce hospital revenue and uncompensated care totals which, in turn, would jeopardize hospital disproportionate share eligibility and payment levels.  

340B hospitals collectively save nearly $130 million annually by purchasing clinic-administered drugs at 340B prices, and could lose as much as two-thirds of this savings if CMS implements the billing policy reflected in the Dennis Smith letter.  PHPC’s survey indicates annual losses to the hospitals of between $36 and $84 million.  The financial impact of CMS’s policy would threaten the ability of these safety net providers to continue providing pharmaceutical care to seniors, the uninsured, and other vulnerable populations.  The Medicaid program would also suffer financial losses if 340B hospitals were required to bill Medicaid at acquisition cost plus the dispensing fee.  PHPC’s survey found that up to 40 percent of all 340B hospitals would drop out of the 340B program, and an additional 25 percent would stop buying clinic-administered drugs through 340B.  For hospitals that would drop out of the program, Medicaid would experience a net loss because states would pay more for drugs dispensed by the hospitals’ ambulatory pharmacies, even taking into account the rebates that states could begin collecting again.  PHPC estimates that the net loss to Medicaid would be $14.2-$47.3 million per year.  For the hospitals that would discontinue purchasing clinic drugs through the 340B program, any savings that Medicaid would expect to receive as a result of its policy would vanish.
III.
CMS Policy Conflicts with Federal Law
The plain language of section 340B(a)(5)(A) of the Public Health Service Act, its legislative history and HHS guidances on implementation of the drug discount program demonstrate that the sole purpose of the prohibition on billing above acquisition cost on 340B covered outpatient drugs is to eliminate the risk of double discounting or rebates.  The same is true with respect to the parallel Medicaid provision, section 1927(a)(5)(C) of the Social Security Act.  Because federal Medicaid law specifically precludes states from collecting rebates on a hospital’s clinic-administered drugs, the purchase of clinic drugs through the 340B program should never create a duplicate discount program.  Hence, CMS policy requiring 340B hospitals to bill clinic-administered drugs at acquisition cost constitutes an unauthorized expansion of the agency’s legal authority.
A.
Section 340B and the Medicaid Statute’s Billing Restrictions are Intended Only to Prevent Duplicate Discounts

Research into the legislative history of the statutory prohibition, the language of the statute itself and HHS interpretations of the prohibition indicate that the only basis for imposing the restriction is to prevent double rebates or double discounting.  The statute simply says:

A covered entity shall not request payment under [Medicaid] with respect to a drug that is subject to an agreement under this section if the drug is subject to the payment of a rebate to the State . . . .

The relevant legislative history, as set forth in Joint Explanatory Statement on H.R. 5193, reads as follows:

Prohibition against duplicative rebates/discounts

House bill:  Section 2(b)(2) would, in proposed new section 1972(a)(5) of the [Social Security Act], prohibit a covered entity from submitting a claim to the State Medicaid Agency for a drug prescribed to a Medicaid beneficiary.

Senate amendment: Proposed new section 2145(g) of the [Public Health Service Act] would require the Secretary of HHS to develop a mechanism to implement the prohibition on duplicate rebates and discounts.

Compromise agreement: Section 602 would, in proposed new section 340B(a)(5)(A) of the [Public Health Service Act], follow the Senate amendment but also provide that, if the Secretary has not acted in 12 months to develop such a mechanism, a covered entity would follow a procedure specified in proposed section 1927(a)(5)(C) of the [Social Security Act] under which the entity would notify the State Medicaid program whether a drug for which payment is sought has been subject to a discount under the agreement with the Secretary of HHS.

Additional HHS guidances and letters address the 340B prohibition against billing at above-acquisition cost as implementation of a mechanism to “avoid the combination of discount and rebate for the same drug purchase.”

The 340B Medicaid billing restriction was first communicated to 340B hospitals in a mass mailing by OPA to all covered entities on March 9, 1993.  OPA’s March 1993 letter stated that the purpose of the restriction was to “assure that the cost savings to the covered entity will be passed on to the State Medicaid Agency, offset the loss of the collection of the rebate by that agency, then prevent the duplicate discount/rebate by the drug manufacturer.”  The same test was published two months later as a proposal in the Federal Register.
  The final guideline was published in 1994.

There is a parallel provision in the Medicaid statute which, like its 340B counterpart, is intended to protect manufacturers from giving two discounts on the same drug under the Medicaid rebate and 340B programs.  Section 1927(a)(5)(C) establishes an alternative mechanism to ensure against duplicate discounts or rebates in the event that the Secretary does not implement the directive under section 340B(a)(5)(A) of the Public Health Service Act within the allotted twelve months.
  Although the Secretary did propose within twelve months its mechanism for preventing duplicate discounts, the language of section 1927(a)(5)(C) of the Social Security Act is still instructive.  It essentially imposes obligations on both the covered entities participating in the 340B program and the state Medicaid agencies.  With respect to the former, the statute states:

Each covered entity shall inform the single State agency under section 1902(a)(5) when it is seeking reimbursement from the State plan for medical assistance described in section 1905(a)(12) with respect to a unit of any covered outpatient drug which is subject to an agreement under section 340B(a) of such Act. 

It is significant that, although this language requires covered entities to “inform” the state when seeking Medicaid reimbursement for 340B-discounted drugs, it does not address how covered entities must bill for such drugs.  340B billing requirements were described in proposed regulations implementing the Medicaid rebate statute, but those regulations have never been finalized.

B.
Federal Medicaid Law Precludes Medicaid from Collecting Rebates on 340B Hospitals’ Clinic-Administered Drugs 

Section 1927(j) of the Social Security Act exempts from the Medicaid rebate program covered outpatient drugs dispensed by (1) health maintenance organizations and (2) hospitals that use drug formulary systems and bill no more than the hospital’s purchasing costs as determined under the state plan.  The 340B hospitals fall under the second exemption because they use drug formulary systems and bill not more than allowed under the state plan.  This latter exemption should exclude a hospital’s clinic drugs from the rebate program because CMS has interpreted section 1927(j) as applying to all hospital drugs except those that are used in the hospital’s outpatient pharmacy and for which the hospital bills Medicaid for dispensing the drugs.
  

The only guidance HHS has provided on the 1927(j) exemption was a “program release” issued by CMS on June 2, 1997.
  The release contains a chart identifying the drugs for which states may request rebates.  With respect to drugs purchased by hospitals, it states that rebates are due “if the drug is used in the outpatient pharmacy and the hospital bills Medicaid for reimbursement for dispensing the outpatient drugs.”  Otherwise, no rebate is due.  Clinic-administered drugs are not used in the outpatient pharmacies of 340B hospitals; rather, they are administered during an outpatient visit.  The hospitals also do not bill Medicaid for reimbursement for dispensing the drugs.  Therefore, according to HHS’s only guidance on the issue, clinic-administered drugs do not meet the requirements to be subject to a rebate..

By contrast, states have been requesting and receiving rebates for drugs dispensed by hospital outpatient pharmacies for years.  This fact provides further evidence that both Congress and CMS intended for a hospital’s clinic drugs to be excluded from the rebate program under section 1927(j).  Otherwise, all of a hospital’s outpatient drugs would be subject to rebates, which would render section 1927(j) meaningless.  Clinic-administered drugs are typically distributed through a hospital’s acute care or inpatient pharmacy, not its outpatient pharmacy; therefore, under the language of the statute and CMS’ interpretation of that language, clinic-administered drugs should be excluded from the Medicaid rebate program.  

C.
Therefore, the Risk of Duplicate Discounts Does Not Exist for 340B Clinic-Administered Drugs


PHPC strongly believes that application of the Medicaid billing restriction to 340B hospitals’ clinic-administered drugs would exceed the scope of the billing restriction’s statutory mandate.  As explained above, the sole purpose and authority for the Medicaid billing restriction is to protect manufacturers from giving two discounts on the same drug.
  Because states are statutorily precluded from requesting rebates on outpatient drugs administered in hospital clinics, the billing restriction should not, and legally cannot, be applied to a covered outpatient drug for which there is no risk of a duplicate discount.  Accordingly, if the federal government intends to apply the billing restriction to clinic-administered drugs, we strongly believe that this position is legally vulnerable because it exceeds the scope of federal authority. 

IV.
CMS’ Policy Conflicts with HRSA and State Policies
In addition to conflicting with federal law, CMS’ policy conflicts with HRSA and state policy.  HRSA clarified in March 2000 that it was “reviewing” its 1994 Federal Register notice requiring covered entities to bill at acquisition cost for 340B-discounted drugs.
  Covered entities had complained about the problem of conflicting regulatory requirements, which resulted in HRSA’s issuance of a Federal Register notice dated March 15, 2000, stating that state guidelines control.
  In particular, program participants are to look to their “respective Medicaid State agency drug reimbursement guidelines” for proper billing procedures.
  Hence, under HRSA’s notice, state law should control as to how Medicaid should be billed for clinic-administered drugs. 

Virtually all state Medicaid guidelines allow billing above acquisition cost for clinic-administered drugs.  States have considerable discretion under federal law as to how much they pay for clinic drugs, subject to federal upper payment limits. CMS establishes listings that identify and set upper limits for drugs.
  CMS publishes these “upper payment limits” for multiple source drugs.
  In the absence of identified upper limits, state agencies base reimbursement rates on the lower of the estimated acquisition cost or the providers’ usual and customary charge to the general public.
   Because “cost” is defined by an upper payment limit or by estimated numbers, “cost” does not equate to the actual acquisition cost price paid by the provider.
   Accordingly, requiring 340B covered entities to bill Medicaid at acquisition cost for clinic-administered drugs is a matter of state law, not federal law, unless there is a duplicate discount problem, which there is not in the hospital setting.  A review of state drug payment guidelines suggests that states have not elected to impose a requirement that clinic-administered drugs be billed at acquisition cost.  Rather, 340B hospitals may bill above acquisition cost for clinic drugs under state law. 

V.
Recommendations for Preserving the Benefit of the 340B Drug Discount Program

For the reasons discussed above, PHPC recommends that the CMS policy articulated in the August 23, 2001 letter from Dennis G. Smith to PHPC, should be revised or withdrawn.  In addition, we recommend that CMS and HRSA form a working group to address overlapping issues involving the 340B and Medicaid rebate programs, including the policies relevant to CMS’s August 2001 letter.  Finally, we recommend that the Office of Pharmacy Affairs be elevated within the Department of Health and Human Services.  It has critical administrative and policy making responsibilities that overlap with other HHS programs and it needs direct communication with other HHS agencies, especially CMS.  
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PHPC appreciates the opportunity to submit these comments and would be pleased to discuss this issue in further detail.  If you have any questions, please do not hesitate to contact me.

Sincerely,

William H. von Oehsen, III

Counsel
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NATIONAL ASSOCIATION OF PUBLIC HOSPITALS AND HEALTH SYSTEMS


1301 Pennsylvania Avenue, NW Suite 950, Washington, DC 20004, 202-585-0100, FAX 202-585-0101, www.naph.org


PHPC Counsel:  Powers, Pyles, Sutter & Verville PC, 1875 Eye Street, NW, 12th Floor, Washington, DC 20006, 


202-466-6550, FAX 202-785-1756, www.ppsv.com








� A copy of the August 23, 2001 letter is attached.


�Veterans Health Care Act of 1992, Pub. L. No. 102-585.


� Id. at § 602, 42 U.S.C. § 256b.


� 58 Fed. Reg. 27293 (1993) (proposing Medicaid billing restriction).  The final Medicaid billing restriction can be found in a broader “covered entity” guideline.  59 Fed. Reg. 25113 (1994).


� 59 Fed. Reg. 25113 (1994) (citing the definition of covered outpatient drug found in section 1927(k)(2) of the federal Medicaid law).


� 42 U.S.C. 256b (5)(A)(i) (emphasis supplied).


� Committee on Veterans’ Affairs, Joint Explanatory Statement on H.R. 5193 (P.L. 102-585), reprinted in 1992 U.S.C.C.A.N. 4186, 4213.


� Letter from HHS outlining eligibility guidelines to purchase covered outpatient drugs at a discount price, March 9, 1993, p. 3.  See also, 58 Fed. Reg. 34,058 (1993).


� 58 Fed. Reg. 27,293 (1993).  


� 59 Fed. Reg. 25,110, 25,112 (1994).


� 42 U.S.C. §1396r – 8(a)(5)(C).


� 42 U.S.C. §1396r – 8(a)(5)(C)(i).


� Medicaid Drug Rebate Program Release Number 29 at Appendix (June 2, 1997).


� Id.


� 42 U.S.C. § 256(a)(5)(A)(i). 


� 65 Fed.Reg. 13,984 (2000).


� Id.


� Id. at 13,984 (2000).


� 42 CFR § 447.332.


� Id.


� 42 CFR § 447.331.


� 42 CFR § 447.333 (referencing 42 CFR §§ 447.331, 447.332).
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