
 

The HHS Final “Rebate Rule” Hurts Medicare Beneficiaries and 
Rewards Drugmakers 

The final rule is virtually unchanged from that withdrawn last year. 
 

The U.S. Department of Health and Human Services’ finalization of its 2019 proposal to eliminate safe 
harbor protection for prescription drug price concessions will raise Medicare Part D premiums for older 
Americans and those living with disabilities. HHS made virtually no changes to the proposal it withdrew 
last year, addressed few of the concerns commenters raised about the rule, and offered no actuarial or 
economic analysis to support its conclusions. Taxpayers, already struggling with the effects of the 
coronavirus pandemic and resulting economic distress, will shoulder hundreds of billions of dollars in new 
costs, while brand drug manufacturers will receive a windfall.  

The federal government’s own estimates show Medicare Part D premiums will increase, 
potentially dramatically. CBO, CMS, and Avalere Health say premiums will increase from 25% to 
40% under the final rule.1 Avalere Health predicts the proposal will increase out-of-pocket costs by as 
much as $36.5 billion.2  90% of beneficiaries will pay more, and only 10% will pay less.3 
According to CBO, CMS, and Avalere Health, the 2019 proposed rule (now finalized) will 
cost taxpayers between $200 and $400 billion.4 The CMS Office of the Actuary (OACT) estimated 
the taxpayer cost at nearly $200 billion over 10 years,5 making it one of the most expensive regulations 
in history.6  

Drug manufacturers will receive a windfall. While brand drug manufacturers continue to raise 
prices, under the final rule they stand to receive a windfall of $40 to $100 billion over 10 years,7 due to 
$137 billion in new prescription drug spending.8 CMS’ own actuarial estimates directly conflict with HHS’ 
unsupported assertion that manufacturers will voluntarily lower their prices, and indeed predict 
manufacturers will keep at least 15 percent of what they would have offered in rebates and will pay less 
overall in the Part D coverage gap.9   

Antitrust case law may still deter drug manufacturers from offering up-front discounts. 
Nothing in the final rule addresses the fact that drug manufacturers could cite antitrust law and refuse to 
give volume-based, up-front discounts, leaving no viable alternatives to the current rebate system that 
drug manufacturers themselves created. 

The rule will only exacerbate the COVID-19 pandemic’s increased burden on CMS, plans, 
and beneficiaries. The final rule places new, significant burdens on Part D stakeholders already 
struggling to maintain and promote vital services during the pandemic. The rule will require CMS to 
address major regulatory, operational and payment changes through rulemaking and will require new 
beneficiary outreach and education activities.  
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