
In mid-June, the Centers for Medicare & Medicaid Services (CMS) released a notice of proposed rulemaking that 
changes how pharmaceutical companies approach Medicaid Best Price and Average Manufacturer Price (AMP) reporting 
requirements. 

WHO IS AT RISK? 
This unnecessary policy shift puts at risk the life-line to drug affordability that patients need, especially those suffering from 
serious illness, chronic conditions, and disabilities -- including the estimated 50 million Americans with an autoimmune disease. 
This comes at a time when COVID-19 is eroding jobs, personal finances, and overall health for millions of families. It signals 
yet another troubling trend that further puts patients’ health and wellbeing at risk. As we continue to navigate the worldwide 
COVID-19 pandemic, patients should not be forced to shoulder the burden of increased costs and barriers to better care. 

HOW IT WORKS 
The proposed rule would require companies to include the value of cost-sharing assistance when meeting Medicaid 
Best Price and AMP reporting requirements unless they can prove that 100 percent of patient assistance benefits the 
patient. This is impossible since Pharmacy Benefit Managers (PBMs) and other insurance middlemen are not transparent 
and frequently pocket portions of these benefits rather than passing them on to patients. Ultimately, this rule could 
inadvertently reduce patient assistance programs and overall access to critical therapies for people who rely on them.

The burden of the change is complicated further by the recently finalized 2021 Notice of Benefits and Payment Parameters, 
which permits insurers and PBMs to exclude the value of cost-sharing assistance when calculating a patient’s out-of-
pocket maximum. In early March, AARDA led the effort with 43 other organizations to oppose the proposed rule.

WHY NOW?
Despite considerable opposition, the U.S. Department of Health and Human Services decided to move forward with 
the rule that will negatively impact millions of Americans who rely on various forms of financial assistance. Policies 
that exclude certain types of assistance from counting towards patients’ annual limitation on cost sharing effectively 
increase patients’ out-of-pocket costs. As a result, patients will experience significant barriers to access and may 
lose their ability to adhere to prescribed treatment regimens, causing exacerbated conditions, irreparable damage, 
unnecessary suffering, and additional costs.
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Your Voice 
Matters!  
Join AARDA

Join AARDA and its partners and oppose this harmful, unnecessary 
policy shift. Comments are due Monday, July 20, 2020. Click here to send 
comments directly to CMS. 

Patients deserve better. It’s time to put patients first and preserve 
critical access to medicines.

https://www.aarda.org/get-involved/action/advocacy/patients-deserve-better/
https://www.regulations.gov/document?D=CMS-2020-0072-0001

