FDA Concerns About ESAs May Lead To Lower Bundled Dialysis Payment
FDA scientists' concern that erythropoeisis stimulating agents are being overprescribed potentially could lead CMS to lower bundled dialysis payments and FDA to add label warnings and require clinical trials, health analysts say. FDA scientists wrote Jan. 6 in the New England Journal of Medicine that clinical trials are needed to evaluate more conservative dosing regimes than are currently being used and that it will hold an advisory panel meeting on the matter this year.

CMS' Medicare Evidence Development and Coverage Advisory Committee will meet March 24 to discuss evidence for ESA, often referred to as Epo, used in the non-cancer setting. (The meeting was scheduled months ago.) Although FDA is the agency that would issue warnings -- as it has already for ESAs used in anemic cancer patients -- reimbursement also has a strong effect on behavior, a health analyst noted. The new bundling payment policy for ESAs is slated to begin next year, and the final rule establishing the bundle payment for ESAs is due out this spring.

One analyst said the regulation will likely be based on current practices. That would likely be good news for dialysis providers because higher dosages would mean higher payments. But the new data cited by FDA potentially could lead to debate at the CMS and FDA advisory board meetings over a need to lower doses.

Sources say it is still possible that CMS could modify its policy. They also say they would not be surprised if Congress were to direct CMS to modify the bundle to reflect lower hemoglobin targets for ESAs. CMS in 2007 lowered the reimbursement ceiling for ESAs to a hemoglobin level of 10 grams per deciliter for cancer patients when FDA in March 2007 issued a black box warning on cardiovascular risks of letting the drug rise to levels above 12 g/dL.

The use of ESAs on chronic kidney disease patients is on CMS' list of potential National Coverage Determination topics, but the agency has not decided which topics it will take up. A CMS spokesperson said the agency has not determined whether to open a National Coverage Analysis of ESAs, nor has it finished the advisory committee agenda or the questions that board will be given.

“For now, the only thing we've committed to is the MEDCAC meeting in March,” the spokesperson stated in an e-mail. “As we've said in the past for all of our MEDCAC meetings, the meetings may or may not be in conjunction with an NCD review -- we have not announced an NCD review of ESAs for CKD at this time.”

Rep. Pete Stark (D-CA), chair of the House Ways & Means oversight subcommittee, has been critical of what he considers the overuse of ESAs. His office had not seen the NEJM article and could not respond by press time. -- John Wilkerson (jwilkerson@iwpnews.com)

