Fact Sheet:  Payment for Epogen, Procrit, and Aranesp

 under the Medicare Outpatient Prospective Payment System (OPPS)

Background

· Epogen (EPO) and Procrit are trade names for the same anti-anemia, hemoglobin-building drug, epoetin alfa, which was developed by Amgen.  

· Amgen has exclusive marketing rights for Epogen in the end-stage renal disease (ESRD) market.  Years ago, Amgen sold exclusive rights for the drug to Johnson & Johnson (J&J) for the non-ESRD market.  Amgen, however still produces the drug for J&J.

· J&J sells the drug under the trade name Procrit to oncologists, cancer centers, and patients for treatment of various forms of anemia.  Chemotherapy-induced anemia is a principal focus.  Medicare spends $935 million a year on Procrit, one of the top outpatient drugs in terms of spending.

· In September of 2001, the FDA granted Amgen approval to market another product, darbepoetin alfa, trade name Aranesp, for the treatment of anemia for patients with chronic renal failure. 

· In July of 2002, Amgen received FDA approval to market Aranesp for treatment of chemotherapy-related anemia in cancer patients.  Aranesp and Procrit are now competitors in the non-ESRD market.

· Aranesp differs from EPO and Procrit by the addition of two carbohydrate chains.  This addition affects the biologic half-life.  This change, in turn, affects how often the biological can be administered, which yields a decreased dosing schedule for Aranesp.  

· Because Aranesp has two additional carbohydrate side-chains, it is not structurally identical to EPO and Procrit.  However, these products are functionally equivalent: in this case, both products use the same biological mechanism to produce the same clinical result, stimulation of the bone marrow to produce red blood cells. 

Issues Raised in Development of Final OPPS Rule

CMS received a comment on the proposed OPPS rule about the relationship of Aranesp and Procrit.  The commenter urged that CMS determine that the two products are substitutes with the same clinical effects and argued that the two should be paid, subject to an appropriate conversion ratio, at the same rate.  

· Payment equity.  The concerns raised about payment equity relate to the pass-through status of both Procrit and Aranesp.

· Under the proposed OPPS rule, Procrit would have no longer received pass-through payments effective January 1, 2003, as by statute such payments are limited to 2-3 years.  

· Also under the proposed rule, Aranesp, which was more recently approved for pass-through status, would continue to receive pass-through payments.

· Drugs eligible for pass-through payments are paid 95 percent of the average wholesale price (AWP), subject to a possible pro rata reduction.  Payment rates for ambulatory payment classifications (APCs) involving other drugs are based on claims data and result in payment typically less than 95% of AWP.  

· Conversion Ratio.   Procrit and Aranesp are dosed in different units, and CMS has determined the appropriate conversion to ascertain a common unit of dosage for reimbursement purposes.  Medicare will pay for either drug in the dosage amount prescribed by the physician as necessary for an individual patient.

· No standard formula exists for converting amounts of a biologic dosed in units (Procrit) to amounts of a drug dosed by weight (Aranesp).  

· Both Amgen and J&J have expressed differing opinions as to how to properly convert between Procrit and Aranesp to achieve the same clinical effect.  Amgen has suggested that the conversion ratio of Procrit to Aranesp should be 400:1, at a minimum.  J&J has said that the conversion should be no greater that 254:1.
· The dosage range identified in the FDA labeling for cancer patients receiving chemotherapy supports a conversion ratio of no higher than 260:1.
· In the process of defining a conversion ratio between these biologicals, CMS held a series of meetings with both Amgen and J&J.  Both companies provided substantial written and published information.  CMS also reviewed the Food and Drug Administration labeling for each drug.

· CMS also hired a highly regarded independent physician to review the available clinical evidence and performed an internal review of this evidence as well.  The body of literature reviewed included 40 scientific articles culled from references submitted by the companies as well as a Medline literature search.  CMS took into consideration both published and unpublished studies as well as abstracts, conference reports, and materials provided by the two companies.

Policy in Final OPPS Rule

· Based on CMS’ own review of the evidence, consultation with the independent contactor who also reviewed the evidence, and discussions with Amgen and J&J,  CMS has established the payment rate for Aranesp on the basis of a conversion ratio of 260 International Units of Procrit to one microgram of Aranesp (260:1).  

· CMS also believes that additional studies can help confirm, or support modification of, this conversion ratio.  

· The National Cancer Institute has been directed by the Secretary to work with CMS to quickly develop and sponsor a trial or trials to evaluate the appropriate conversion ratio between these products for the purpose of Medicare pricing.  

· This project is expected to be completed during the cycle for development of the 2004 OPPS update regulation, but earlier results may be incorporated in the OPPS payment policy.

· As in the proposed rule, transitional pass-through payments for Procrit will end at the end of 2002, and payment in 2003 will be made under a separate, unpackaged APC.  

· CMS has determined, however, that Procrit and Aranesp should be paid at the same rate.  As noted above, the products are almost identical and are functionally equivalent.  

· In this situation, CMS believe it is appropriate to rely on authority in section 1833(t)(2)(E) of the Social Security Act to make an adjustment determined “necessary to ensure equitable payments.”  CMS does not believe it would be equitable or an efficient use of Medicare funds to pay for these two functionally equivalent products at greatly different rates.  

· In the final rule, these drugs will be in separate APCs.  The 2003 payment rate for Procrit is $9.10 per 1000 Units.  Using a conversion ratio of 260:1 results in a payment rate for Aranesp of $2.37 per 1 microgram.  

· Because of these equivalent rates, CMS has reduced the transitional pass-through payment for Aranesp to zero. 
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