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President Joe Biden hit the ground running, signing 30 executive orders in his first 3 days on the job. So far,  
the executive actions on healthcare are focused on tackling the COVID-19 crisis. Expect a similar trend to 
continue in the early months of the administration, with a focus on speeding up vaccinations across the 
country and passing a new stimulus package as the first order of legislative business. 

Lowering drug prices will remain a hot topic. However, the more ambitious policies touted during the 
campaign, such as allowing Medicare to negotiate directly with pharmaceutical manufacturers, will likely 
be put on ice given the extremely narrow majorities held by the Democratic party in both chambers of 
Congress. A few legislative and regulatory proposals will remain a risk for the pharmaceutical industry. 

Here’s what to watch: 
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Legislative attempts will be limited; focus will be on penalties
All eyes will be on Sens. Ron Wyden (D-OR), the incoming chair of the Senate Finance Committee and 
his Republican counterpart Chuck Grassley (R-IA). They have agreed on legislation in the past, which: 

•  Required manufacturers to give rebates on 
drugs covered by Medicare and Medicaid 
when they raise prices above inflation. 

•  Cap out-of-pocket costs for seniors  
(by shifting some of that cost to the  
pharma industry).

With enough bipartisan support for capping out-of-pocket costs for Medicare beneficiaries, Congress may 
revive this proposal in some form in 2021. Congress will need to reauthorize the Prescription Drug User Fee 
Act in 2022. It is a must-pass bill and could be the vehicle to enact various proposals around pricing.
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Medicare Part D and the 340B Drug Discount Program will be under scrutiny
Congress and the administration will try to grab the low hanging fruit. For Medicare Part D, this could 
mean streamlining the benefit design to make patient costs more predictable. There could also be 

attempts to reform the 340B drug discount program. California’s attorney general Xavier Becerra, Biden’s 
pick for Health and Human Services (HHS) secretary, led a group of attorneys general in a December letter 
calling on the agency to hold drug companies accountable for cutting off 340B discounts. These discounts 
to 340B qualified institutions, such as research and charitable care hospitals, have long been a concern for 
biopharmaceuticals who make infused and hospital administered medicines.
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Expect significant use of CMMI grants and Medicare demonstrations 
Given legislative action will be limited, we can expect the Biden administration to aggressively use the 
sweeping authority housed within the Center for Medicare and Medicaid Innovation (CMMI, also known 

as the Innovation Center). These are temporary and smaller in scope, but barring court challenges, can be 
extended without Congressional authority. For example, policies such as instituting limited-scale ICER-style 
drug assessments can be implemented using these demonstrations. Individual state drug utilization boards 
have used such assessments to try to curb access and reimbursement of more costly drugs in competitive 
therapeutic categories. 
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https://www.cnn.com/politics/live-news/biden-presidency-trump-impeachment-1-25-21/h_5055887180eb9760edce8d8f37fe20b6
https://www.politico.com/newsletters/politico-pulse/2021/01/14/biden-makes-his-big-covid-pitch-792779
https://www.fiercepharma.com/pharma/while-pandemic-takes-top-priority-for-biden-administration-experts-see-favorable-landscape
https://oag.ca.gov/sites/default/files/340B Multistate Letter 12.14.2020_FINAL%5B1%5D.pdf
https://www.phrma.org/en/Advocacy/340B
https://www.fiercepharma.com/pharma/while-pandemic-takes-top-priority-for-biden-administration-experts-see-favorable-landscape
https://www.fiercepharma.com/pharma/while-pandemic-takes-top-priority-for-biden-administration-experts-see-favorable-landscape
https://www.kff.org/medicaid/report/how-state-medicaid-programs-are-managing-prescription-drug-costs-results-from-a-state-medicaid-pharmacy-survey-for-state-fiscal-years-2019-and-2020/
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Contact us if you need help navigating this new landscape

Aneeb Sharif: aneeb.sharif@syneoshealth.com 
Michelle Leeds: michelle.leeds@syneoshealth.com

Aneeb and Michelle are part of the Syneos Health Communications Reputation and Risk Management Practice where they help 
clients navigate the impact of public policy on corporate reputation and business decisions.
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Despite the legislative challenges, we are entering an environment in which action on drug pricing policy is 
probable. The life sciences industry will need to be prepared for proposals and public debates that could  
impact companies’ bottom lines, business decisions and ability to innovate. 

Here are three things companies can do right now to prepare:

Prepare for value assessments: The industry 
needs to proactively define the key elements 
that should be considered when assessing the 
value of a treatment and warn against using 
price as the sole proxy of value.

Highlight efforts to lower out-of-pocket 
costs: Almost all legislative and regulatory 
efforts will aim to achieve this goal. 
The industry should highlight initiatives 
undertaken to lower costs, especially  
for seniors.

Link innovation to the ability to respond 
to crises such as COVID: The industry 
should highlight how innovation and years 
of investment in R&D, aided in developing 
COVID treatments and vaccines in record time. 
Legislative and regulatory efforts must not 
hamper this ability to innovate.
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