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Welcome to the fifth Regulated Times issue of 2022, our bi-monthly newsletter on federal guidance 
governing regulated markets plans. Every other month, this newsletter will provide an overview of 

recent happenings in this space, highlighting items important to a variety of plan types.

Inflation Reduction Act Signed Into Law 
Go to page 2 to read more...

Manufacturer-Backed Patient Groups Sue Medicare 
Over Copay Relief Rule 
Go to page 4 to read more...

Use the legend below to easily determine application to your specific line of business.

Medicare Medicaid Exchanges EGWP

The information provided herein does not, and is not intended to, constitute legal advice; instead, information herein is for general informational purposes 
only.  Information in this newsletter may not constitute the most up-to-date legal or other information.

Biden Administration Signals Transition to 
Commercial Market for COVID-19 Vaccines and 
Therapeutics in 2023
Go to page 3 to read more...

House Republican Committee Leaders Question 
HHS Implementation of IRA 
Go to page 4 to read more...

HHS Releases Proposed Rule to Strengthen 
Nondiscrimination in Health Care 
Go to page 6 to read more...

Tri-Agencies Issue Guidance Regarding Birth Control 
Coverage 
Go to page 5 to read more...



• Directing the Department of Health and Human 
Services (HHS) to establish a Medicare drug price 
negotiation program for certain high-priced, single-
source drugs and biological products. Negotiated 
prices must take effect for 10 eligible drugs in 
2026, increasing to 20 drugs in 2029. Negotiation 
is limited to Part D drugs for 2026 and 2027. 

• Redesigning the Medicare Part D benefit design, 
including capping maximum out-of-pocket (OOP) 
costs at $2,000 beginning in 2025, with a copay 
smoothing component; capping annual premium 
growth at 6%; and expanding eligibility in the Low-
Income Subsidy (LIS) program. 

• Capping insulin cost-sharing at $35 a month for 
Medicare Part D or Medicare Advantage 
Prescription Drug Plan (MA-PD) covered insulin 
products beginning in 2023. Of note, while the bill 
was being negotiated, Republicans continued to 
express concerns with the late addition of this 
provision. While retweeting recent results from our 
Patient Assurance Program, Rep. Kevin Hern (R-OK) 
said, “The private sector has always solved 
American’s problems better, faster, and cheaper 
than the government. The new Democrat proposal 
will actually increase health care costs and unravel 
the successes of companies like this.” 

• Requiring drug manufacturers to pay rebates to the 
government if drug prices in Medicare Part B and 
Part D rise faster than inflation, with rebates 
equaling the rate at which the price of the drug 
exceeds inflation.  (Continued)

Inflation Reduction Act Signed 
Into Law
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On August 12, the Inflation Reduction Act of 2022 
(IRA) passed the U.S. House by a vote of 220-207, 
and President Biden signed it into law August 16. First 
passed by the U.S. Senate on August 7, the $740 
billion budget reconciliation package includes policies 
on Medicare drug pricing, Affordable Care Act (ACA) 
subsidies, energy, climate, and taxes. Notable health 
care-related provisions in the IRA include: Our Federal Government Affairs is continuing to review 

the IRA and the wide impacts of the new law.

• Requiring vaccine coverage, without cost-sharing or 
the application of a deductible, in Medicare Part D 
beginning in 2023. 

• Delaying implementation of the Medicare Part D 
rebate rule that would prohibit manufacturer 
rebates in Part D for an additional five years, to 
January 1, 2032.

• Extending enhanced ACA subsidies through 2025. 

New research on the financial value provided by PBMs 
was published on July 11 in the National Bureau of 
Economic Research (NBER), authored by Dr. Casey 
Mulligan, an economics professor at the University of 
Chicago. 

Dr. Mulligan’s research estimates that PBMs create 
$145 billion in value annually and that 40% ($58 
billion) of that value would be lost if payers and 
employers acted as their own PBMs. The value to 
society includes not only consumer savings net of 
manufacturer losses, but the values of better drug 
utilization, an increased pace of drug development, and 
government savings. 

The research also finds that for every $22 billion used 
by PBMs, $168 billion is returned to the health system, 
representing a 7:1 return on investment. 

The paper further shows that PBM services generate at 
least $148 billion in savings for the health care system 
annually. 

This new research was highlighted in a recent op-ed 
demonstrating the unique role of PBMs in lowering 
health care costs by Dr. Mulligan and Joe Grogan, 
former director of the U.S. Domestic Policy Council in 
the Wall Street Journal.

New Research Shows PBMs 
Provide $145 Billion in Value 
Annually 



New Polling Finds Employer-
Provided Coverage Delivers 
Health and Financial Security for 
Families
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New polling from Locus Street Group (conducted on 
behalf of AHIP) shows that 75% of respondents 
believed their employer-provided coverage was 
important to maintaining the health and financial 
security of them and their families during the 
pandemic. 

A large majority (71%) also reported that employer-
provided coverage was helpful in accessing services 
like free testing, COVID-19 vaccinations, and 
telehealth appointments. 

Nearly 70% are satisfied with their current coverage 
and believe the quality of their plan is high (64%). 
Satisfaction with coverage was driven by the plan’s 
affordability (45%), comprehensiveness (45%), and 
choice of providers (44%). 

Related to affordability, 56% believe what they 
currently pay for coverage is reasonable, especially 
prescription drugs (64%), and copays and 
coinsurance (58%). 

As some policymakers propose taxing health 
benefits, a strong majority (66%) of respondents 
support the current tax treatment of employer-
provided coverage and over half (52%) would be less 
likely to vote for a lawmaker who supports legislation 
weakening it. 

This new polling data will help AHIP and other 
stakeholders share the value of employer-sponsored 
coverage – which provides coverage to nearly 180 
million Americans – with policymakers and the 
public.

Biden Administration Signals 
Transition to Commercial Market 
for COVID-19 Vaccines and 
Therapeutics in 2023

In the face of congressional inaction on authorization of 
new COVID-19 funding, the Biden Administration is 
ceasing home delivery of COVID-19 tests in order to 
ensure the purchase of the newly FDA-approved COVID-
19 booster vaccines targeting the Omicron subvariants. 

Absent any additional funding, the Biden Administration 
is preparing for government funding for COVID-19 
vaccines and therapeutics to be depleted in 2023 and 
for an accelerated shift in the purchasing of vaccines to 
the commercial market. 

AHIP participated in a meeting this week with leaders 
from HHS, who committed to a thoughtful, well-
coordinated transition, with specific plans varying by 
product type, available funding, impacted age group, 
and demand. 

HHS officials also indicated that decisions around 
COVID-19 commercialization will be made independently 
of any decisions regarding the end of the COVID19 
Public Health Emergency (PHE).



Manufacturer-Backed Patient 
Groups Sue Medicare Over Copay 
Relief Rule 
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Three disease-specific patient groups filed a lawsuit 
against HHS challenging a federal rule that prevents 
certain copay assistance, or copay coupons, from 
applying towards a patient’s deductible or out-of-
pocket cap. 

The existing federal rules are in place to prevent drug 
manufacturers from using coupons to steer patients 
toward more expensive, brand medications. These 
discounts allow for temporary patient savings at the 
pharmacy counter, but ultimately result in a more 
expensive purchase for their employer or health plan, 
driving up premiums for everyone. 

All three of the patient groups are funded, in part, by 
drug manufacturers, and they are also targeting state 
and federal legislation to require insurers and PBMs 
to allow for these coupons. 

AHIP and other industry groups are strongly opposed 
to these efforts.

House Republican Committee 
Leaders Question HHS 
Implementation of IRA 

Republican leaders of the House Energy and Commerce 
Committee and House Ways and Means Committee 
wrote HHS urging transparency on how the 
Administration plans to implement the prescription drug 
negotiation process instituted by the IRA. 

The letter asks a series of questions, including: whether 
HHS officials have prior experience setting prices for 
pharmaceutical products; if HHS will go through notice-
and-comment rulemaking to set up the negotiation 
process; whether HHS will incorporate patient feedback; 
and how HHS plans to respond to drug shortages. 

The leaders’ main concerns center around the impact 
on medical innovation, access, and the potential for 
higher launch prices as result of the new inflation 
rebates included in the IRA. 

The leaders asked for a written response by September 
12, but it is unclear if HHS will be able to respond by 
that deadline. Republicans are expected to keep 
pushing the agency for answers to these and other IRA 
implementation issues.



Florida Governor Issues PBM 
and Drug Importation Executive 
Order
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Gov. Ron DeSantis (R) issued an Executive Order 
(EO) to increase transparency and accountability in 
the pharmaceutical industry. The transparency 
provisions included in the EO prohibit the inclusion of 
spread pricing and “clawbacks” in future contracts 
for Medicaid plans and state-sponsored PBM 
services. 

Additionally, these contracts will require data 
reporting measures including, but not limited to, data 
on rebates and payments from drug manufacturers, 
insurers, and pharmacies. 

The EO also requires the Secretary of the Agency for 
Health Care Administration (AHCA) to audit Medicaid 
PBM services for a detailed review of dispensing fees 
and payments from drug manufacturers, insurers, 
and pharmacies to ensure all costs incurred during 
the past five fiscal years are justified. 

Lastly, the EO directs the AHCA to expeditiously 
implement direct negotiation and purchase of drugs 
ineligible for the Canadian Prescription Drug 
Importation Program, which is currently pending 
approval by the Food and Drug Administration.

REGISTER TODAY

THE INFLATION REDUCTION 
ACT AND WHAT IT MEANS FOR 

THE MARKET

September 21, 1:00 PM EST

Tri-Agencies Issue Guidance 
Regarding Birth Control 
Coverage 

On July 28, the Departments of HHS, Treasury, and 
Labor issued guidance to remind plans and issuers 
of the ACA’s contraceptive coverage requirements. 
Under the ACA, most private health plans are 
required to provide birth control and family planning 
counseling at no additional cost. Through a list of 
Frequently Asked Questions, the Departments clarify 
application of the contraceptive coverage 
requirements and enforcement measures. The 
guidance is part of a series of actions directed by 
President Biden’s July 8 EO on Protecting Access to 
Reproductive Health Care Services, and follows a 
letter sent last month by the Departments calling on 
the industry to commit to meeting their obligations to 
provide coverage for contraceptive services. 

Join us as the Federal Government Affairs team 
hosts a policy briefing webinar on the IRA and what 

this law means for the market moving forward. 

Experts will discuss notable health care-related 
provisions in the IRA as well as how IRA policies -

including newly empowering the federal government 
to negotiate pricing for certain drugs in Medicare -

could impact the Commercial market. Clients will also 
learn how to engage in health policy debates 

important to their business.  REGISTER TODAY!

https://event.webcasts.com/starthere.jsp?ei=1567398&tp_key=1d3be22722&sti=2e
https://event.webcasts.com/starthere.jsp?ei=1567398&tp_key=1d3be22722&sti=2e
https://event.webcasts.com/starthere.jsp?ei=1567398&tp_key=1d3be22722&sti=2e
https://event.webcasts.com/starthere.jsp?ei=1567398&tp_key=1d3be22722&sti=2e
https://event.webcasts.com/starthere.jsp?ei=1567398&tp_key=1d3be22722&sti=2e
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Want to continue the conversation?  

Please reach out to your designated 
Express Scripts Market Strategist.

President Biden Signs Executive 
Order on Abortion Access 

President Biden signed an EO on August 3 directing 
the HHS Secretary to consider actions to help 
patients travel across state lines for medical 
reproductive health care, using funds from Medicaid. 

The EO directs the Secretary to provide technical 
assistance for health care providers and issue 
additional guidance or other actions to address any 
reports of non-compliance with Federal 
nondiscrimination laws. 

The EO also directs HHS to conduct an assessment 
of the adequacy of research, data collection, and 
data analysis in accurately measuring the effect of 
access to reproductive health care on maternal 
health outcomes and other health outcomes. 

The travel measure is likely to face a legal challenge 
from conservatives, as the Hyde Amendment 
currently bars Medicaid from paying for abortions 
except in cases of rape, incest, or danger to a 
mother’s life.

HHS Releases Proposed Rule to 
Strengthen Nondiscrimination in 
Health Care 

On July 25, HHS announced a proposed rule 
implementing Section 1557 of the ACA that prohibits 
discrimination based on race, color, national origin, 
sex, age, and disability in certain health programs 
and activities. 

The proposed rule affirms protections against 
discrimination based on sex, including sexual 
orientation and gender identity consistent with the 
U.S. Supreme Court’s ruling in Bostock v. Clayton 
County. 

The rule also reiterates protection from 
discrimination for seeking reproductive health care 
services, but does not explicitly require coverage of 
any specific services. 

Notably, HHS is also proposing to revise its 
interpretation such that Medicare Part B constitutes 
“federal financial assistance” for purposes of civil 
rights enforcement. 

We are reviewing the proposed rule and will 
comment by the October 3 deadline. HHS Secretary 
Xavier Becerra hopes to finalize the rule by the end 
of the year.
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