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https://www.cms.gov/files/document/2022-medicare-trustees-report.pdf
https://www.cms.gov/files/document/2022-medicare-trustees-report.pdf
https://www.medpac.gov/wp-content/uploads/2021/11/medpac_payment_basics_21_partb_final_sec.pdf
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Part B drugs include a mix of products, some inexpensive (e.g., vaccines, corticosteroids, 

vitamin B-12) and some very expensive (e.g., biologics, cancer medications).8,9  As a result, 

spending is concentrated in a small number of expensive products.  In 2019, the top ten drugs 

accounted for more than 40 percent of total Part B spending on drugs.10  Expensive Part B drugs 

cost tens or hundreds of thousands of dollars a year per patient.11 This expense affects the 

Medicare program, beneficiaries, and other insurance that provides secondary coverage.  

Medicare beneficiaries without supplemental coverage that covers cost-sharing must pay cost 

sharing of 20 percent for most Part B drugs.12 Medicare beneficiaries with additional coverage 

do not bear this financial burden directly, but the costs are passed along to these other payers. For 

https://www.fda.gov/about-fda/center-biologics-evaluation-and-research-cber/what-are-biologics-questions-and-answers
https://www.medpac.gov/wp-content/uploads/2021/11/medpac_payment_basics_21_partb_final_sec.pdf
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB
https://www.cms.gov/outreach-and-education/outreach/partnerships/downloads/11315-p.pdf
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNProducts/downloads/Medicare_Beneficiaries_Dual_Eligibles_At_a_Glance.pdf
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNProducts/downloads/Medicare_Beneficiaries_Dual_Eligibles_At_a_Glance.pdf
https://www.medpac.gov/wp-content/uploads/2021/11/medpac_payment_basics_21_partb_final_sec.pdf
https://www.healthaffairs.org/do/10.1377/forefront.20210622.349716/full/
https://www.healthaffairs.org/do/10.1377/forefront.20210622.349716/full/
https://www.cms.gov/Medicare/Coverage/DeterminationProcess


https://www.healthaffairs.org/doi/10.1377/hlthaff.2012.1073
https://www.healthaffairs.org/doi/10.1377/hlthaff.2012.1073
https://www.fda.gov/patients/fast-track-breakthrough-therapy-accelerated-approval-priority-review/accelerated-approval
https://www.fda.gov/patients/fast-track-breakthrough-therapy-accelerated-approval-priority-review/accelerated-approval
https://www.fda.gov/patients/fast-track-breakthrough-therapy-accelerated-approval-priority-review/accelerated-approval
https://www.fda.gov/patients/fast-track-breakthrough-therapy-accelerated-approval-priority-review/accelerated-approval
https://jamanetwork.com/journals/jama/fullarticle/2648631
https://jamanetwork.com/journals/jama/fullarticle/2648631
https://jamanetwork.com/journals/jama/fullarticle/2648631
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Wor 

Proposed Policy 

One option to encourage the timely completion of confirmatory trials for drugs that have 

received FDA’s accelerated approval is for Congress to enact legislation requiring that these 

drug manufacturers provide Medicare a 25% of ASP rebate until a confirmatory trial is 

completed. Congress could opt to apply this policy for all indications of Part B drugs that receive 

accelerated approval from the FDA or just for those indications that received the accelerated 

approval. This requirement for Medicare coverage of drugs under Part B would be similar to a 

recent MACPAC recommendation for Medicaid drug coverage that calls for an increase the 

minimum rebate percentage on drugs that receive accelerated approval from the FDA and share 

some similarities with a MedPAC recommendation from 2017 that, among other changes, would 

require manufacturers to pay Medicare a rebate, in this case when the ASP for their product 

exceeds an inflation benchmark.25,26  Such a policy could share this price reduction with 

beneficiaries by calculating the 20% Part B drug cost sharing based on the reduced price 

including the new rebate. Physicians and suppliers could essentially be held harmless if Medicare 

continued to pay them their 6% add-on based on the price excluding the new rebate.  

Based on our analysis of data on the drugs that Medicare currently covers under Part B that 

received only accelerated approvals, we anticipate that requiring a 25% rebate off of ASP for 

drugs that are approved by the FDA under accelerated approval as proposed, beginning in 2025 

would yield savings of more than $12 billion over 10 years. This is designed to be a conservative 

estimate as Congress could opt to include additional drugs in a 25%-of-ASP-rebate policy, such 

as those where only some of the drugs’ indications received accelerated approval. These 

estimated savings do not reflect a behavioral response on the part of drug manufacturers in terms 

of price setting. Affected drug manufacturers might respond to the policy differently from what 

we have projected, for example by raising prices for other purchasers, thus increasing ASP. 

Manufacturer responses other than those included in the model could affect the estimated 

savings. 

 
25 Addressing High-Cost Specialty Drugs, MACPAC (June 2021)  
26 Report to the Congress: Medicare and the Health Care Delivery System, MedPAC (June 2017)  

Proposed Policy 

Medicare could require that manufacturers of drugs that receive an accelerated 

approval from the FDA offer a 25% rebate off of the average sales price to be 

covered under Medicare Part B until confirmatory trials are completed and the drug 

has received full FDA approval. 

https://www.macpac.gov/wp-content/uploads/2021/06/Chapter-1-Addressing-High-Cost-Specialty-Drugs.pdf
https://www.medpac.gov/wp-content/uploads/import_data/scrape_files/docs/default-source/reports/jun17_ch2.pdf
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Appendix  
Drug and Biologic Products Currently Covered by Medicare Part B that Received Accelerated 

Approvals Between 1995 and 2021 

 

Source: HMA analysis of data from the Center for Drug Evaluation and Research (CDER), the FDA Orange 

Book, and the FDA Purple Book 

 

Name Manufacturer

Initial 

approval 

date

First 

accelerated 

approval date Conversion status

Conversion 

date

Months between 

accelerated approval 

and conversion

Fabrazyme Genzyme Apr-2003


