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On January 31, 2019, the Department of Health and 

Human Services (HHS) released a proposed rule that 

would eliminate safe harbor protection under the Anti-

Kickback Statute (AKS) for rebates that prescription drug 

manufacturers grant to pharmacy benefit managers 

(PBMs), Medicare Part D plans, and Medicaid managed 

care organizations (MCOs).1 This proposal carries out 

Congress’s directive under the Medicare and Medicaid 

Patient and Program Protection Act of 1987, requiring 

the HHS Secretary, Alex Azar, to identify payment 

practices that should not be subject to prosecution under 

the AKS and to periodically evaluate safe harbor rules in 

order “to reflect changing business practices and 

technologies in the health care industry.”2 This proposed 

rule addresses the changes of the “modern prescription 

drug distribution model” to ensure arrangements benefit 

federal healthcare program beneficiaries.3  

PBMs administer prescription programs to Americans 

who have health insurance through commercial health 

plans, Medicare Part D plans, managed Medicaid plans, 

and others, but are experiencing increased scrutiny within 

the healthcare industry.4 Historically, PBMs have been 

“middlemen” entities that process medication claims for 

insurance companies and plan sponsors for a small fee 

per claim.5 PBMs have since evolved to manage drug 

benefits for approximately 95% of the U.S. population, 

providing drug utilization review and drug plan 

formulary development, among other services.6 Because 

PBMs make formularies for plan sponsors, they are able 

to negotiate better prices; however, only a portion of the 

rebates they receive are shared with the plan sponsor, 

causing concern within the healthcare industry as patients 

are paying cost shares that do not reflect the actual, lower 

cost of the drug.7 

Drug prices and rebate payments to PBMs have grown 

substantially in recent years, prompting the revision to 

the AKS safe harbor.8 The Office of Inspector General 

(OIG) released a report indicating that reimbursement for 

brand-name Part D drugs increased by 77% from 2011 to 

2015, despite a 17% decrease in prescriptions of these 

drugs.9 Recently, drug manufacturers announced drug 

increases at an average of approximately 6.3%.10 Despite 

the increase in drug prices that lead to higher rebates, 

HHS states that many rebates are not seen at the 

pharmacy counter in the form of price reductions; rather, 

the rebates are applied as reduced premiums for all 

enrollees.11 

Consistent with the Trump Administration’s promise to 

reduce prescription drug prices and out-of-pocket costs, 

this proposed rule attempts to encourage manufacturers 

to pass on discounts directly to patients at the point of 

sale for products payable under Medicare Part D or by 

Medicaid MCOs, as well as increase transparency within 

the overall prescription drug industry.12 Additionally, the 

proposed rule outlines new safe harbors for the point-of-

sale discounts offered to patients and for fixed service 

fees that drug manufacturers give PBMs for services that 

meet specific criteria.13 If the rule is finalized, the 

prescription drug rebates, which are, on average, 26% to 

30% of a drug’s list price, would be passed on directly to 

patients, particularly benefiting older Americans and 

those with chronic conditions who have high drug 

expenditures.14 

Azar believes that, under the existing structure, 

Americans often pay more for prescriptions “because of 

a hidden system of kickbacks to middlemen [i.e., 

PBMs].”15  Currently, PBMs and Part D plans favor drugs 

with higher prices, such as brand-name and biologic 

prescriptions, rather than lower-cost generics and 

biosimilars, as rebates tend to be a percentage of the list 

price.16 The Pharmaceutical Research and 

Manufacturers of America (PhRMA) supports the 

proposed rule because it focuses on patients and reduces 

the incentives for insurers and PBMs to favor drugs with 

high list prices, ensuring “that the $150 billion in 

negotiated rebates and discounts are used to lower costs 

for patients at the pharmacy.”17 Particularly with insurer-

PBM market consolidation, such as the CVS-Aetna and 

Cigna-Express Scripts deals, drug manufacturers have 

minimal ability to push back on rebate demand from 

PBMs.18  

However, the Pharmaceutical Care Management 

Association (PCMA), a PBM lobbying group, 

emphasizes that this proposed rule would increase drug 

costs and force Medicare beneficiaries to pay higher 

premiums and out-of-pocket expenses.19 PCMA states 

that drug manufacturers set and raise prices, independent 

of rebates, and PBMs are part of the solution to these high 

costs, as they negotiate on behalf of beneficiaries.20 A 

study by Oliver Wyman Consulting found that rebates 

have reduced costs by approximately $35 billion, and 

without these rebates, premiums would have increased by 

52% in 2018.21 Further, another study concluded that the 

price of popular Part D drugs were increasing, but there 
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was no change in rebate levels to PBMs, from 2012 to 

2017, supporting the PCMA statement that drug 

manufacturers are the entities that set and raise prices.22 

An IHS Markit analysis projects that with negotiated 

discounts at the point of sale, Medicare beneficiaries with 

diabetes could save approximately $350 annually.23 

However, despite the intent to lower out-of-pocket costs, 

there is a possibility of unintended consequences 

stemming from the proposed rule, such as beneficiaries 

paying more in cost-sharing at the pharmacy.24 In 

addition, according to HHS’s analysis, Part D premiums 

in 2020 could be subject to an increase of $3.20 to $5.64 

per beneficiary per month (PBPM); however, total cost 

sharing would decrease, indicating a net decrease in 

beneficiary spending PBPM.25  
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