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The ‘Least Costly Alternative’ Approach
for Payment of Medicare Part B Drugs

How different reimbursement models could affect drug prices

Overview

From 1995 to 2010, the Centers for Medicare & Medicaid Services (CMS) applied a “least costly alternative”
(LCA) approach to set payment for some drugs in Medicare Part B, which pays providers for the use of physician-
administered drugs. Reimbursement for Part B drugs that were determined to be clinically comparable was based
on the payment rate for the least costly product. However, CMS discontinued the LCA policy in 2010 after the
U.S. Court of Appeals for the District of Columbia Circuit ruled that it was not authorized under Medicare law,’
which requires that providers be reimbursed at 106 percent of the average sales price (ASP) of a drug.? Of this
payable total, Medicare covers 80 percent of the cost, and beneficiaries pay the remaining 20 percent.?

The U.S. Department of Health and Human Services’ Office of Inspector General has recommended that CMS
consider seeking legislative authority to implement LCA policies for Part B drugs.*



Past use of the LCA policy in Medicare Part B

The LCA policy has previously been used to pay for drugs to treat prostate cancer, respiratory disease, and chronic
renal failure.> Under the LCA policy, Medicare would not pay the additional cost of a more expensive drug when

a clinically comparable, lower-cost drug was available; however, a beneficiary could continue treatment with a
higher-priced drug by choosing to pay the additional cost.

An LCA policy was used to control the cost of luteinizing hormone-releasing hormone (LHRH) agonists to treat
patients with prostate cancer. In 2003, the cost of one LHRH agonist, goserelin, was 27 percent less than that of
leuprolide, a different LHRH drug ($446.49 per dose of goserelin compared with $611.56 per dose of leuprolide).
Under the LCA approach, the Medicare payment amount for leuprolide—the higher-cost drug—was set at the
price of goserelin, with patients paying the difference in price.

How LCA could work

Under an LCA policy, the amount that Medicare pays for any drug would be based on the price of the least costly
drug among clinically comparable products grouped into an LCA category. However, different policy choices
would affect the total payment that providers receive for administering Part B drugs:

Unique ASP approach: Total payment (Medicare and a beneficiary’s share combined) for any drug in an LCA
category would be 106 percent of the unique ASP for that drug. Medicare's share of the payment would be limited
to 80 percent of the cost of the least expensive drug in the category, with beneficiaries paying the remaining
amount. This would mean that beneficiaries treated with the least expensive drug would pay 20 percent of the
payment to providers. However, patients treated with higher-priced drugs would be required to pay the difference
between the least costly and more expensive products. Requiring patients to pay more for high-cost drugs will
result in a decrease in their use and an increase in the use of clinically comparable, lower-cost alternatives.’

Under this approach, some patients would bear substantially higher out-of-pocket costs compared with the
current payment system, while providers would be at no increased financial risk for selecting a higher-cost
product within an LCA category. There would also be an indirect incentive for manufacturers to reduce prices,
because minimizing the price differential between the LCA drug and others in that category would presumably
increase market share for the other drugs.

Common ASP approach: All drugs in an LCA category would have the same payment, set at 106 percent of ASP
for the least costly drug. Medicare would pay 80 percent of this cost, and beneficiaries would pay 20 percent.
This would effectively reduce provider payment for higher-cost drugs in an LCA category. Under this approach,
providers would have less financial incentive to prescribe high-cost medications, because they would potentially
be reimbursed less than what they originally paid for the drug. As above, there is also an indirect financial
incentive to the manufacturer to lower prices: By converging on the price of the least costly product in a category,
a manufacturer would increase its market share.



A Hypothetical Example of Different LCA Approaches

Evidence suggests that two drugs covered under Part B—Drug 1 and Drug 2—have the same effect
on a patient’s psoriasis when administered weekly. However, the drugs have different prices. The
current Medicare payment rate to providers, which is set at ASP+6%, is $100 per treatment for
Drug 1and $80 per treatment for Drug 2.

Under the current Part B payment policy, beneficiaries pay 20 percent of the cost of either drug,
and Medicare pays the remaining 80 percent.

Under an LCA policy, Medicare would reimburse providers 80 percent of the cost of the cheaper
drug, or $64, regardless of which was administered.

Under the unique ASP approach, provider payment for either drug would not change—$100
for Drug 1 and $80 for Drug 2—although Medicare's contribution would be $64 for either drug.
Medicare beneficiaries would pay the remaining cost, either $36 (for Drug 1) or $16 (for Drug 2).

Under the common ASP approach, provider payment for either drug would be set at the cost
of the cheaper drug, or $80. Regardless of whether they are treated with Drug 1 or Drug 2,
beneficiaries would be required to pay 20 percent of the payment total, or $16.

Table 1
Examples of Payment Approaches

Drug 1 Drug 2

Total provider reimbursement (ASP+6%) $100

Current

Medicare payment (80% of total provider reimbursement)
approach

$80

$64

$20 $16

Total provider reimbursement (ASP+6%) $100 $80

. o . .
Medicare payment (80% of total provider reimbursement for s64 $64
lowest-cost drug)

Beneficiary payment (20% of total provider reimbursement)

Unique
ASP
approach

Beneficiary payment (total provider reimbursement minus
Medicare payment)

Total provider reimbursement (ASP+6% of lowest-cost drug) - -

Common
ASP Medicare payment (80% of total provider reimbursement)
approach

Beneficiary payment (20% of total provider reimbursement) $16 $16
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These two approaches would reduce the financial incentive to use higher-cost drugs, albeit in different ways. The
unigue ASP approach shifts the cost of expensive drugs in an LCA category to patients, whereas the common
ASP approach reduces provider incentives to prescribe high-cost medications. In either case, spending on Part

B drugs would be reduced if patients and their providers shifted from using high-cost drugs to ones that are
clinically comparable but lower in price.

Barriers to implementation

Medicare is required by law to pay providers for Part B medications at 106 percent of the ASP. Therefore,
Congress would need to pass legislation to give CMS the authority to use an LCA approach for setting new Part B
drug payment rates.

If Congress authorized an LCA approach, CMS would then need to develop a transparent, public process

to determine whether different pharmaceutical products are clinically comparable. Evidence submitted by
pharmaceutical manufacturers for FDA approval, and data from other clinical studies, likely would be part of the
review.

Medicare could draw on several sources of information to evaluate whether different drugs are equally effective.
The Coverage and Analysis Group at CMS currently assesses clinical evidence for Medicare coverage policies.
LCA policies could also be informed by the Medicare Evidence Development and Coverage Advisory Committee,
which provides CMS with independent, expert advice on a variety of clinical topics. Finally, CMS could use the
Evidence-based Practice Centers (EPCs), funded through the Agency for Healthcare Research and Quality, to
assess the clinical evidence on different drugs. The EPCs are a network of research institutions with expertise in
conducting comparative effectiveness reviews to inform providers and policymakers.

Effects on drug spending

Studies have estimated cost savings for Medicare if LCA policies were applied to drugs covered under Part B, and
the examples below help to illustrate how these savings would occur. The Pew Charitable Trusts takes no position
on the benefits or risks associated with these specific drugs.

Osteoarthritis of the knee

In 2008, the Congressional Budget Office (CBO) estimated the impact an LCA approach could have on
viscosupplements, which are medications used to treat patients with osteoarthritis. Medicare spent
approximately $180 million on these drugs in 2007. CBO concluded that with an LCA approach, Medicare would
save approximately $200 million from 2010 to 2014 and almost $500 million from 2010 to 2019.8

Prostate cancer

In 1995, as noted above, Medicare began applying an LCA policy to LHRH agonists, which are used to treat
patients with prostate cancer. In 2011, Medicare and its beneficiaries spent approximately $289 million on these
drugs, representing about 2 percent of Part B drug spending. The Department of Health and Human Services’
Office of Inspector General (HHS OIG) found that if LCA policies had not been rescinded in 2010, Medicare costs
would have been reduced by $33.3 million over one year, from $264.6 million to $231.3 million, or approximately
13 percent.®



Stakeholder perspectives

In addition to the HHS OIG recommendation that CMS consider seeking legislative authority to implement LCA
policies, members of the Medicare Payment Advisory Commission (MedPAC)—an independent congressional
agency advising Congress on matters affecting Medicare—have supported their use.™ However, MedPAC has not
issued a formal recommendation to Congress on the topic.

Critics have raised several concerns about the LCA approach, stating that these policies create significant access
barriers to important new treatment options.” Concerns have also been raised that LCA policies discourage
medical progress and that it would be difficult for the government to set appropriate payment rules because
patients respond differently to drug therapies.”? Others have called LCA policies inappropriate and unfair

to patients because they substitute Medicare's determination that certain drugs are interchangeable for a
physician's professional judgement.”

Conclusion

Evidence suggests that using an LCA policy for some medications would significantly reduce pharmaceutical
costs in Medicare Part B. If Congress gave Medicare the authority to pay for drugs based on the price of the LCA,
then CMS would need to adopt a transparent process to ensure that high-quality evidence is used to inform
pricing policies. An LCA approach is not appropriate for all health conditions and patient populations. The right
balance between managing health care costs and safeguarding patient access to medically appropriate therapies
needs to be found before such a policy could be effectively administered.
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