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For a free consultation call us at 614-389-4004 or email info@twolabs.com.

About Two Labs
Two Labs provides expert, integrated services that eliminate barriers to product launch and provide strategies for 
continued market viability.

HEALTHCARE POLICY INITIATIVES – 
IS CHANGE COMING?



2

HEALTHCARE POLICY INITIATIVES – IS CHANGE COMING?
In 2018, the US healthcare system spent $335 billion on retail prescription drugs 

and it is estimated to have spent $358.7 billion in 2020. This is over 40% more than 

spending in 2010. The US spends more per capita on pharmaceuticals than any 

other developed country. One reason for this is that drug prices are higher in the US 

than other countriesi. 

Spending is highest in diabetes, oncology, autoimmune disorders and respiratory disease. 

The high cost of drugs has become a bipartisan discussion among representatives in Washington, DC. Both 

the Trump and Biden administrations have taken actions to reduce healthcare spending,  

and particularly have focused on prescription drug spending. 

In order to better understand these recent policies and their expected impact on US healthcare payers and 

manufacturers, Two Labs conducted a panel event with Medical Directors and Pharmacy Directors from 

managed care organizations (MCOs) and pharmacy benefit managers (PBMs). In addition, a policy expert 

with experience at a large national health plan, as well as CMS participated in the discussion.
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TRUMP EXECUTIVE ORDERS ON DRUG PRICING
Near the end of his presidential term, in August and September of 2020, former President Trump signed five 

executive orders on drug pricing. During the panel, we explored the current status of each executive order 

and their expected impact on payers and manufacturersii,iii,iv,v,vi,vii

The takeaways from payers on these executive orders is that it is still a ‘watch and wait’ scenario. They are 

not able to take any action without knowing whether these executive orders will indeed move forward. One 

payer noted that “We cannot do much [with the delayed executive orders] unlike with the Affordable Care 

Act, where we started planning because we knew it would go into effect, we are not on that level with any of 

these executive orders.” 

Manufacturers are most concerned about most favored nation, but the 

policy expert reiterated that most favored nation is “pretty much dead 

in the water.” Although, he indicated that while this reform is not going 

forward as written in the Trump executive order, the topic of Part B reform 

has bipartisan support and does not expect the issue to go away. 
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EXPANSION OF ENROLLMENT PERIOD FOR HEALTHCARE EXCHANGES 
President Biden’s first action that will impact the healthcare system was  

to extend the open enrollment period for healthcare exchanges until  

May 15, 2021. This special enrollment period allowed patients to enroll  

or change plans without a qualifying eventviii,ix. 

Payers view this as a positive thing as they see it as a chance for more enrollees which translates into 

more revenue. Their hope is that these patients will be a profitable line of business. As of now, they are not 

concerned about adverse selection as a result of this special enrollment population, because they think any 

cost will be diluted enough. They do not expect to change benefit design as a result of this extension of ACA 

enrollment. The policy expert believes that while there may be shifts in patients from one plan to another, it is 

unlikely to bring in a significantly large number of new patients. 

AMERICAN RESCUE PLAN
The most topical policy change at the time of the panel was the element included in the American Rescue 

Plan that removes the Medicaid Rebate Cap and the “penny rule.” 

Historically, for drugs taking price increases above CPIU, manufacturers are required to pay additional 

rebates to Medicaid. However, these rebates are capped at 100% of the Average Manufacturing Price (AMP) 

and once this price is reached the manufacturer does not have to pay additional rebates . 

If the new legislation goes through in 2024, the rebate cap will be removed and 

branded drugs which have consistently taken rebates in excess of CPIU and have 

reached the rebate cap will continue paying additional rebates and this will have to pay 

Medicaid to use their drugx. 

Manufacturers are concerned about this policy more than any others discussed during the panel. The believe 

it is unreasonable to pay more than 100% of the drug’s AMP. As a result, they believe they may set prices 

higher at launch. Payers expect that as a result of this, manufacturers will pull out of the Medicaid book of 

business and/or shift costs to the commercial book of business, leading to increased cost for those patients. 

The policy expert agreed with payers that manufacturers may not want to participate in Medicaid. However, 

he also noted that 2024 is three years away and much could change before this policy is enacted. 
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https://www.actuary.org/content/prescription-drug-spending-us-health-care-system

https://www.federalregister.gov/documents/2021/03/23/2021-05981/implementation-of-executive-order-on-access-
to-affordable-life-saving-medications-final-rule-delay;

https://www.hfma.org/topics/payment-reimbursement-and-managed-care/article/hhs-delays-implementation-of-
rule-requiring-fqhcs-to-provide-ins.html; 

https://www.npr.org/2020/11/29/939890111/canada-blocks-export-of-medications-in-short-supply-in-response-to-
trump-plan; 

https://www.phrma.org/-/media/Project/PhRMA/PhRMA-Org/PhRMA-Org/PDF/P-R/PhRMA-Commercial-
Importation-Complaint.pdf; 

https://nchc.org/update-on-most-favored-nation-rule-litigation/; https://khn.org/news/promises-kept-on-health-
care-trumps-claims-of-monumental-steps-dont-add-up; 

https://www.cms.gov/Research-Statistics-Data-and-Systems/Research/ActuarialStudies/Downloads/
ProposedSafeHarborRegulationImpact.pdf 

https://www.healthinsurance.org/faqs/what-are-the-deadlines-for-obamacares-open-enrollment-period;

https://www.whitehouse.gov/briefing-room/statements-releases/2021/02/15/statement-by-president-joe-biden-on-
the-2021-special-health-insurance-enrollment-period-through-healthcare-gov

https://www.whitecase.com/publications/alert/elimination-medicaid-rebate-cap-latest-covid-19-relief-package-first-
legislative
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CONCLUSIONS
There is bipartisan support for reforms to the healthcare system, and in particular, actions to reduce 

overall healthcare spending in the US. There is a focus on prescription drug spending and it is likely for 

Washington to take some action that will impact manufacturers. However, there is much ‘red tape’ and there 

are difficulties to new policies being passed, as we have seen with the litigation against the MFN proposal. 

Even within one political party, there are many differences of opinions and disagreements about appropriate 

policies. Manufacturers should continue to monitor the situation and think about how they will react to the 

policies proposed so far and any future policies that are announced. 


