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Dear Friends and Supporters:

In 2024, Aimed Alliance continued to advocate for upholding, enforcing, and expanding health 

care consumer protections, including those under the Patient Protection and Affordable Care 

Act (ACA), Employee Retirement Income and Security Act (ERISA), Food Drug and Cosmetic 

Act (FD&C Act), and protecting the needs of patients, caregivers, and health care providers. 

Throughout the year, Aimed Alliance engaged in original research and analysis on our policy 

priorities, such as expanding access to treatments; enforcing federal law in state-based 

exchanges; upholding disability rights and anti-discrimination laws; ensuring the reliability 

of health insurance coverage; and ensuring prescription drug pricing reform centers the 

experience of consumers and their need for affordability and treatment innovation. 

We created sound, patient-centered policy recommendations that we disseminated through 

reports, fact sheets, brochures, legislative maps, letters, and comments. Representatives 

from Aimed Alliance also engaged other organizations to convey these messages, including 

by presenting to diverse stakeholders, communicating with the media, and collaborating with 

like-minded organizations whose missions align with our educational, policy, advocacy, and 

outreach activities. We are especially proud of the relationships we have developed with state 

and local legislators committed to improving health policy. 

In 2025, we will continue building upon our past achievements and developing new projects 

that will advance the interests of healthcare consumers and providers nationwide. As we 

work on the policy areas we have historically prioritized, we will also engage in new advocacy 

surrounding access to treatments and workplace accommodations for women in mid-life; 

ensuring human oversight in the growing usage of artificial intelligence; and encouraging 

states to enforce ACA consumer protections relating to internal and external health insurance 

appeals processes. We look forward to working with you to protect and enhance the rights of 

healthcare consumers and providers.

Letter 
FROM THE BOARD OF DIRECTORS

- �Eifer Goldberg 

Director

- �Shari A. Hicks, CPhT 

Director

- �Mark Estock, RN 

Director
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Sincerely,
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KEY 
STAFF

ASHIRA VANTREES, ESQ. 
Ashira Vantrees, Esq., is the Director of Legal Strategy and Advocacy at Aimed Alliance. 
Ms. Vantrees provides unique strategic planning and legal insights through research 
and analysis of laws, regulations, legislation, and advocacy initiatives. Ms. Vantrees 
also leads the organization’s work relating to new and emerging health policy issues. 
Ms. Vantrees brings with her extensive experience in researching a wide variety of 
issues, including public health, health education, health law, human rights, women’s 
rights, and disability rights. She is a member of the DC Bar and Florida Bar. 

SHANNON GINNAN, MD 
As Director of Medical Affairs for Aimed Alliance, Shannon Ginnan, M.D., provides 
the organization and its collaborators with valuable insight from a practitioner’s 
perspective and serves as a liaison to the medical and healthcare technology 
communities. 

OLIVIA BACKHAUS, ESQ. 
Olivia Backhaus, Esq., is Staff Attorney at Aimed Alliance. Ms. Backhaus provides 
legal counsel and helps lead the organization’s work on prescription drug 
affordability boards. Prior to joining Aimed Alliance, Ms. Backhaus was an Associate 
at Sequel Health Law, where she gained practical experience in policy advocacy and 
legislative research and strategy. She earned her J.D. from Georgetown University 
Law Center. She received a bachelor’s degree in biology from Sewanee: The 
University of the South. Ms. Backhaus is a member of the DC Bar. 

MICHAEL BARNES, ESQ.
Michael C. Barnes, Esq., provides outside legal counsel to Aimed Alliance. He is 
also Managing Attorney at Sequel Health Law, where he practices health and drug 
law and policy. Mr. Barnes advises commercial, professional, academic, and not-
for-profit clients on legal and regulatory matters involving opioids, cannabinoids, 
access to treatment, insurance coverage and payment, parity, privacy, digital health, 
health information exchange, recovery in the workplace, and correctional health care, 
among other topics. He is also Chairman of the Center for U.S. Policy and a member 
of the advisory board for the Rx and Illicit Drug Summit, the board of directors for 
the Legislative Analysis and Public Policy Association, and the editorial board for the 
Journal of Opioid Management. Mr. Barnes is licensed to practice law in the District 
of Columbia and Virginia. 
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VISION
The vision of Aimed Alliance is 

a society in which consumers, in 
consultation with their health care 

providers and loved ones, can make 
informed and individually appropriate 

decisions about their health care, and those 
decisions are not overridden by third parties.

MISSION
Aimed Alliance is 
a 501(c)(3) not-for-
profit health policy 
organization. The 
mission of Aimed 
Alliance is to protect 
and enhance the 
rights of health care 
consumers and 
providers.

BELIEFS
We believe that Americans 
should value their health care 
and prioritize it as consumers. 
We believe that health care 
industry stakeholders should 
place the health and safety 
of patients above all other 
considerations. We believe 
that the costs of health 
care services should 
be reasonable and 
transparent.

AIMEDALLIANCE.ORG  |  COVERAGERIGHTS.ORG� 4



2024 
BY THE NUMBERS

Speaking 
engagements

17

Citations in 
the Media

4

Know Your Rights 
Consumers Assisted

76

State Legislative 
Tracking Maps

12

Webinars Hosted

4
Webinar Attendees

2.5k 

46
Letters & 
Comments 

Health News 
Summaries

113

22
New Publications

308
HR Professionals 
Engaged
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Social Media Impressions
225,000+
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Advocacy
AIMED ALLIANCE 
WORKED ON THE 
FOLLOWING ISSUES 
IN 2024:

Encouraged federal action to 
address non-essential health 
benefit (non-EHB) and alternative 
funding programs (AFPs).

Assisted 76 consumers in 
navigating health insurance 
appeals and insurance questions.

Successfully advocated for a new 
state law to place guardrails on 
step therapy in New York, including 
banning off-label stepping and 
limiting step therapy to no more 
than two drugs. 

Educated patient and provider 
groups about copay accumulators, 
non-EHB schemes and AFPs.

Educated state legislators and 
consumers on state and federal 
prescription drug affordability 
initiatives. 

Facilitated and hosted 
meetings with state insurance 
commissioners regarding 
enforcement of 2020 Notice of 
Benefit and Payment Parameters.

Facilitated and hosted meeting 
with the Center for Consumer 
Information and Insurance 
Oversight (CCIIO), an organization 
within the Centers for Medicare & 
Medicaid Services (CMS), regarding 
oversight of Patient Protection and 
Affordable Care Act internal and 
external appeal requirements. 

Received response to Aimed 
Alliance Citizen Petition to the U.S. 
Food and Drug Administration (FDA) 
regarding employer-sponsored 
health plans’ use of international 
importation programs in a manner 
inconsistent with federal law.

Filed an amicus brief to ensure 
a U.S. District Court considering 
an injunction understood how 
litigation could impact consumers’ 
ability to access and afford their 
medications, and the importance 
of educating consumers regarding 
these programs. 

Educated human resource 
professionals on the importance 
of covering diverse treatment 
options and providing workplace 
accommodations for women in 
mid-life. 



LEGISLATIVE SUCCESSES 
Improving Step Therapy Protocols and Guardrails for New York Patients and Providers 

The Issue:

Step therapy policies, also known as “fail first,” are used by insurers and pharmacy benefit managers (PBMs) 

to require consumers to try and fail on alternative treatments before the insurer or PBM will cover the 

originally prescribed treatment. As a result, the most effective treatments may be inaccessible to consumers 

until alternative treatments are proven ineffective. Without proper guardrails, step therapy policies may 

also require patients to try and fail on off-label treatments, multiple different treatments, and treatments 

consumers have previously failed on under a different health plan. Policies can also require consumers to try 

and fail a treatment for more than 30 days, forcing consumers to continue to experience symptoms without 

relief. In 2016, New York passed a step therapy law, but it had limited protections for consumers. 

Aimed Alliance supports laws, regulations, and policies 

that encourage or require public and private payers to 

provide access to high-quality, individualized, culturally 

appropriate, efficient, and transparent health care. 

Aimed Alliance also supports curtailing the use 

of discriminatory practices in the delivery of 

health care and the administration of health 

insurance and employee benefits. To 

accomplish these goals, Aimed Alliance 

educates patients, providers, employers, 

policymakers, and other stakeholders. 

Advocacy 
HIGHLIGHTS
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Our Work:

Over the past several years, Aimed Alliance has led the New York Step Therapy Alliance, a group of nonprofit 

patient advocacy organizations, professional associations, regulators, and legislative officials working together 

to determine how the New York step therapy law can be improved to better protect patients’ access to their 

necessary medications, and to ensure that bad actors that violate the step therapy law are held accountable. 

Building on the New York Step Therapy Alliance’s 2022 and 2023 legislative wins, Aimed Alliance supported 

Senator Neil Breslin's and Assembly Member John T. McDonald’s introduction of three bills to fill the gaps in 

the New York step therapy law: (1) Protected classes, (2) Reporting requirements, and (3) Additional rules 

and protections. Our fact sheet on the legislation is available here.

Outcome:

In 2024, thanks to Senator Neil Breslin's and Assembly Member McDonald’s leadership, the New York Senate 

and Assembly passed new rules and protections for health plans starting on January 1, 2026. The bill was 

signed by Governor Hochul in December 2024. 

As a result of this legislation, all New York health plans will be prohibited from creating a step therapy policy 

that requires (1) stepping through an off-label medication; (2) trying and failing on more than two drugs; 

(3) failing for more than 30 days or a duration supported by current evidence-based treatment guidelines. 

Additionally, health plans must accept a health care provider’s attestation as evidence that a patient has tried 

and failed previously on a medication.

REGULATORY SUCCESS 
Enforcing the 2023 U.S. District Court Decision and 2020 Notice of Benefit and Payment 
Parameters 

The Issue:

When patients cannot afford their medications, they may rely on financial assistance from pharmaceutical 

manufacturers and other third parties to meet their health plan’s cost-sharing responsibilities and fill their 

prescriptions. The value of this financial assistance typically counts toward the health plan’s deductible or 

maximum out-of-pocket limit, unless the health plan has implemented a copay accumulator program. Copay 

accumulator programs exclude the value of financial assistance from third parties from counting toward the 

health plan’s deductible or maximum out-of-pocket limit. 

These programs may force patients to switch or stop taking their treatment because they cannot afford their 

out-of-pocket costs once their financial assistance has been exhausted. Under the 2021 Notice of Benefit and 

Payment Parameters (2021 NBPP), copay accumulators were permissible because the U.S. Department of 

Health and Human Services (“HHS”) allowed plans to select whether the definition of “cost-sharing” under the 

Patient Protection and Affordable Care Act (“ACA”) included or excluded copay assistance. 
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https://aimedalliance.org/wp-content/uploads/2023/02/AA-NYStepTherapy-FactSheet-Feb2023_v2.pdf
https://aimedalliance.org/wp-content/uploads/2025/01/AA-NYStepTherapy-FactSheet-Jan2024-2023-and-2024-Bills.pdf
https://www.nysenate.gov/legislation/bills/2021/s8193
https://www.nysenate.gov/legislation/bills/2021/s8798
https://www.nysenate.gov/legislation/bills/2021/s8191
https://www.nysenate.gov/legislation/bills/2021/s8191
https://aimedalliance.org/wp-content/uploads/2025/01/AA-NYStepTherapy-FactSheet-Jan2024-2023-and-2024-Bills.pdf
https://aimedalliance.org/wp-content/uploads/2025/01/AA-NY2024GuardrailsBill-Jan2025.pdf
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In response, three patient advocacy organizations sued HHS alleging the 

2021 NBPP was illegal under a variety of theories. In September 2023, the 

U.S. District Court for the District of Columbia struck down the 2021 NBPP 

because it impermissibly allowed health plans to determine how the law 

applied. In December 2023, the Court clarified that, in light of the 2021 

NBPP revocation, the 2020 NBPP was the current law. Under the 2020 

NBPP, copay accumulators are prohibited unless used for a brand-name 

medication that has a medically appropriate generic alternative available.  

Unfortunately, HHS announced it would be issuing a new definition of 

“cost-sharing” and would not enforce the 2020 NBPP in the interim. 

Nevertheless, states without copay accumulator bans had the opportunity 

to enforce the 2020 NBPP and protect consumers where HHS would not. 

Our Work:

Aimed Alliance responded quickly to the U.S. District Court decision to 

educate consumers with a Q&A resource explaining what the decision 

meant for them and the standards health plans would be held to in light of 

the 2021 NBPP revocation. Aimed Alliance shared its legal analysis, prior to 

the December 2023 District Court decision, that the law would revert to the 

2020 NBPP in light of the 2021 NBPPs’ revocation. 

In addition, Aimed Alliance worked with the Crohn’s and Colitis Foundation 

to develop resources in English and Spanish for employers and consumers 

regarding the U.S. District Court Decision and 2020 NBPP.

Lastly, Aimed Alliance sent letters to state insurance commissioners in 

states that have not passed a copay accumulator ban, urging them to use 

their authority to enforce the 2020 NBPP ban on copay accumulators. 

Outcome:

In response to Aimed Alliance letters urging enforcement of the 2020 

NBPP, Aimed Alliance met with insurance authorities in Ohio, Iowa, 

Kansas, and Nevada. During Aimed Alliance’s meeting with the Nevada 

Division of Insurance, the agency announced it would be enforcing the 

2020 NBPP ban on copay accumulators in 2025 and would ensure plans 

were complying with requirements in the 2025 NBPP to ensure all drugs 

considered in addition to the EHB benchmark were treated as EHBs under 

the ACA. As a result, nearly 100,000 consumers in Nevada will be eligible to 

receive the full benefit of their copay assistance in 2025. 

What was the Court Case About?
In 2021, the Department of Health and Human Services (HHS) issued a rule which allowed health plans to 
implement copay accumulators. In 2022, patient groups filed a lawsuit against HHS claiming that the 2021 
rule was illegal and asked the court to strike down (vacate) the rule. On September 29, 2023, the District 
Court ruled in favor of patient groups and struck down the 2021 rule permitting copay accumulators. 

Does this Cover All Insurance?
This court decision applies to all private commercial health insurance plans, including employer-
sponsored health plans. 

Medicare and Medicaid patients are not permitted to use copay assistance under the Anti-Kickback 
Statute. Therefore, this decision does not impact Medicare or Medicaid patients. 

What are Copay Accumulators? 
To help address the skyrocketing health costs, many pharmaceutical companies and foundations offer 
financial assistance to help patients pay for their cost-sharing requirements medications (i.e. copay, 
coinsurance, etc). When a health plan uses accumulator program, it does not count a manufacturer’s support 
(for example, copay assistance that a patient presents at a pharmacy to cover the cost of the copay) towards 
a patient’s annual deductible or out-of-pocket maximum. When the assistance runs out, the patient is once 
again responsible for their copay and meeting their deductible and annual cost-sharing limits. 

Is This a Good Thing?
Yes! This ruling could be a game-changer for patients. Accumulators divert funds intended for patients 
to insurance companies, leaving patients to cover the costs all over again. We know that patients suffer 
when they cannot pay for their medications. Copays higher than $250 a month have been shown to 
significantly harm patient access to needed medications. A recent literature review concluded that 
copay assistance is associated with improved treatment adherence and clinical outcomes.

QUICK SUMMARY:
The United States District Court for the District of Columbia recently 
sided with patient organizations in overturning a change implemented 
by the Trump Administration that allowed commercial group health 
plans to use copay accumulators. The Biden Administration  
has decided not to appeal the decision to a higher court.

FAQ COURT DECISION ON 
COPAY ACCUMULATORS

Frequently Asked 
Questions: Court Decision 

on Copay Accumulators 
English | Spanish

Things Patients Need to Know

The United States District Court for the District Court 
of Columbia, recently ruled that private health plans 
cannot use copay accumulators for brand name 
medications that do not have medically appropriate 
generic alternative available. You can learn more about 
this court case here.

Unfortunately, accumulators are still being widely used 
by insurance companies and their pharmacy benefit 
managers (PBMs). It is now up to patients and their 
employers to stop the use of accumulators and the 
harm they cause.

Steps Patients Can Take

Step 1:  Educate yourself about copay accumulators

Step 2:  Learn if your plan includes an accumulator: 

- 	Ask	your	human	resources	department	if
your plan includes a copay accumulator.
Don’t	be	surprised	if	they	do	not	know	the
answer, as these programs are complex,
deceitful by nature, and often included in the
fine print of health insurance contract.

- 	If	your	human	resources	department	doesn’t
have an answer, review your plan documents.
While an accumulators can be found in all

Copay Accumulators Are No Longer Allowed – 
But Insurers Haven’t Got the Message

WHAT PATIENTS 
NEED TO KNOW

Biosimilar v. 
Generic Alternative

Like	generics,	biosimilars	
are lower-cost versions 
of brand-name biologics. 
However,	unlike	generics	
(which are exact chemical 
replicas of brand-name small 
molecule drugs) biologics and 
biosimilars are made with 
living ingredients. This means 
that they may be different in 
minor ways that do not impact 
their	safety	or	how	they	work	
in your body.

The	FDA	has	explicitly	
recognized that generics and 
biosimilars are not precisely 
the same. Which, in legal 
terms, means that copay 
assistance for a biosimilar is 
required to count towards your 
annual limit on cost-sharing.

To learn more about 
biosimilars please visit: https://
www.crohnscolitisfoundation.
org/what-is-ibd/medication/
biosimilars

Copay Accumulators 
Are Banned: What 

Patients Need To Know 
English | Spanish

Things Employers Need to Know

The United States District Court for the District Court of Columbia, recently ruled that private health 
plans cannot use copay accumulators for brand name medications that do not have medically 
appropriate generic alternative available. You can learn more about this court case here.

Unfortunately, accumulators are still being widely used by insurance 
companies and their pharmacy benefit managers (PBMs). 

The Impact for Employers

As employers, it is imperative that you review your health insurance 
plans to make sure your plan is acting consistently with Federal law. 

As of September 29, 2023, all health plans, including employer sponsored health plans, are required 
to count all copay assistance for brand name medications without a medically appropriate generic 
alternatives towards an employee deductible and annual limits on cost-sharing. 

Steps Employers Can Take:

Step 1: Educate yourself about copay accumulators

Step 2:  Learn if your plan includes an accumulator: Accumulators are widely used, but often not 
recognized. It is estimated that of all commercial markets in 2021, 43% of covered lives 
were in commercial health plans that had implemented accumulators. Review your plan 
documents. Accumulators can be included in all types of plans, but are most common in 
high-deductible health plans. To determine if your health plan is using a copay accumulator 
looking for the word “accumulator” or other terms such as:

 • Out-of-Pocket Protection Program;

 • True Accumulation; or

 • Coupon Adjustment: Benefit Plan Protection Program.

Copay Accumulators Are No Longer Allowed – 
But Insurers Haven’t Got the Message

WHAT EMPLOYERS 
NEED TO KNOW 
ABOUT DC DECISION

About Why Employees Rely 
On Copay Assistance

LEARN MORE

Copay Accumulators 
Are Banned: What 

Employers Need to Know 
English | Spanish

https://aimedalliance.org/wp-content/uploads/2023/10/AA-Understanding-2021NBPP-October-2023-1.pdf
https://aimedalliance.org/aimed-alliance-advocacy-win-nevada-insurance-commissioner-to-enforce-2020-nbpp-and-address-non-ehb-designation/
https://aimedalliance.org/aimed-alliance-advocacy-win-nevada-insurance-commissioner-to-enforce-2020-nbpp-and-address-non-ehb-designation/
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-FAQ-Feb2024_v2.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-FAQ-Feb2024_v2.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-FAQ-Feb2024_v2_ESLA.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Patients-Jan2024_v4.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Patients-Jan2024_v4.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Patients-Jan2024_v4_ESLA.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Employers-Jan2024_v3.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Employers-Jan2024_v3.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Employers-Jan2024_v3_ESLA.pdf
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International Importation 
of Prescription Drugs 

The Issue:

To lower employer prescription drug 

costs, some employer-sponsored health 

plans have partnered with companies that 

require consumers to import their prescription 

drugs from outside the United States. 

Employers are often not informed about the legal 

and logistical risks of these programs. Importantly, 

with limited exceptions, federal law prohibits the 

importation of prescription drugs from outside the 

United States. The two exceptions to this rule are (1) FDA’s 

personal importation and enforcement discretion policy; and 

(2) programs authorized under Section 804 of the Food Drug 

and Cosmetic Act. Neither of these exceptions applies to these 

employer-mandated importation programs. 

Our Work:

To ensure employers were aware of the risks of the programs, and consumers were protected from this 

mandated importation, Aimed Alliance submitted a Citizen Petition to the FDA urging the FDA to issue (1) an 

interpretation and clear position statement regarding whether third-party companies that partner with employer-

sponsored health plans can legally require employees to import their prescription drugs from outside the 

United States; (2) an interpretation and clear position statement regarding whether third-party companies that 

partner with employer-sponsored health plans can import prescription drugs on behalf of consumers enrolled 

in an alternative funding program; and (3) an explanation of existing reporting pathways for individuals and 

organizations to notify the FDA of instances where entities engage in such unauthorized practices.

The Outcome:

Aimed Alliance received an interim response from the FDA stating it was unable to reach a decision on the 

petition because the petition “raised complex issues requiring extensive review and analysis by Agency 

officials.” Although the FDA’s response did not directly address Aimed Alliance’s request, it demonstrates 

the complexity of this issue and the need to educate employers on the complexity and legal risks of these 

programs. Advocacy organizations have continued to be concerned regarding the use of these programs, and 

eleven organizations sent an additional letter to FDA urging it to answer the important questions raised in 

Aimed Alliance’s citizen petition. 

https://aimedalliance.org/aimed-alliance-submits-citizen-petition-to-the-fda-on-alternative-funding-programs/
https://aimedalliance.org/wp-content/uploads/2024/08/FDA-Interim-Response-to-Aimed-Alliance-Citizen-Petition-2024-P-1058.pdf
https://aimedalliance.org/wp-content/uploads/2024/08/FDA-Interim-Response-to-Aimed-Alliance-Citizen-Petition-2024-P-1058.pdf
https://www.regulations.gov/comment/FDA-2024-P-1058-0004


Comment on 2025 NBPP 

Comment on 2025 Medicare Part D Rule 

AFP Taskforce Letter to Committee on 
Education and the Workforce – ERISA 
Request for Information

Letter Urging CMS to Collect Data on 
Medicare Advantage Plans

AFP Taskforce letter to Tri-Agencies 
regarding 2025 NBPP and Non-EHB 
Designation 

Comment on Medicare Drug Price 
Negotiation Program Guidance

Comment on the CMS FY 2025 
Physician Fee Schedule

Comment on Vaccines National 
Strategic Plan for the United States 
2026-2030

Letter to CMS Regarding Definition 
of EHB and FAQ

Comment on 2026 NBPP 

Letter to CCIIO and Texas Department 
of Insurance Regarding External 
Appeals and IRO Oversight

FEDERAL

20 Letters to State Insurance 
Commissioner without Copay 
Accumulator Ban Requesting 
Enforcement of 2020 NBPP

Letter in Support of Vermont Copay 
Accumulator Ban 

Comment to Oregon PDAB

Letter of Support for Washington 
Biomarker Legislation

Letter of Support for Iowa 
Biomarker Legislation

Letter of Support for Hawaii 
Biomarker Legislation

Comment to Colorado PDAB

Letter to Governor Hochul in Support 
of New York Step Therapy Guardrails 

Letter to Connecticut’s Governor on 
PDAB Alternatives

Comment to Maryland PDAB Proposing 
Changes to PDAB Action Plan

Letter to Colorado PDAB on Policy and 
Procedures

Comment on Colorado PDAB Policy 
No. 4 and Rule 3 CCR 702-9

Comment on Nebraska PDABs

Letter to Illinois Legislature on PDABs 

Letter of Support for California Copay 
Accumulator Ban

STATE

AIMEDALLIANCE.ORG  |  COVERAGERIGHTS.ORG� 11

ADVOCACY, COMMENTS, & LETTERS 
Aimed Alliance also met with CCIIO to discuss oversight of internal and external appeals processes under the ACA. 

Other 2024 federal and state advocacy efforts included the following: 

https://aimedalliance.org/aimed-alliance-submits-comment-on-2025-nbpp/
https://aimedalliance.org/aimed-alliance-submits-comment-on-2025-medicare-part-d-rule/
https://aimedalliance.org/wp-content/uploads/2024/04/AFP-ERISA-RFI-Comment-Mar-2024-FINAL.pdf
https://aimedalliance.org/wp-content/uploads/2024/04/AFP-ERISA-RFI-Comment-Mar-2024-FINAL.pdf
https://aimedalliance.org/wp-content/uploads/2024/04/AFP-ERISA-RFI-Comment-Mar-2024-FINAL.pdf
https://aimedalliance.org/wp-content/uploads/2024/05/Aimed-Alliance_-CMS-4207-NC-RFI.pdf
https://aimedalliance.org/wp-content/uploads/2024/05/Aimed-Alliance_-CMS-4207-NC-RFI.pdf
https://aimedalliance.org/afp-taskforce-sends-letter-to-hhs-regarding-upcoming-2025-nbpp-rulemaking/
https://aimedalliance.org/afp-taskforce-sends-letter-to-hhs-regarding-upcoming-2025-nbpp-rulemaking/
https://aimedalliance.org/afp-taskforce-sends-letter-to-hhs-regarding-upcoming-2025-nbpp-rulemaking/
https://aimedalliance.org/aimed-alliance-provides-comment-on-medicare-drug-price-negotiation-program-guidance/
https://aimedalliance.org/aimed-alliance-provides-comment-on-medicare-drug-price-negotiation-program-guidance/
https://aimedalliance.org/wp-content/uploads/2024/09/2025-Physician-Fee-Schedule-Comment.pdf
https://aimedalliance.org/wp-content/uploads/2024/09/2025-Physician-Fee-Schedule-Comment.pdf
https://aimedalliance.org/wp-content/uploads/2024/12/Aimed-Alliance-Response-Vaccines-National-Strategic-Plan-for-the-United-States.pdf
https://aimedalliance.org/wp-content/uploads/2024/12/Aimed-Alliance-Response-Vaccines-National-Strategic-Plan-for-the-United-States.pdf
https://aimedalliance.org/wp-content/uploads/2024/12/Aimed-Alliance-Response-Vaccines-National-Strategic-Plan-for-the-United-States.pdf
https://aimedalliance.org/wp-content/uploads/2025/01/Aimed-Alliance-Comment-2026-NBPP.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/Aimed-Alliance-Oregon-PDAB-Letter.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/Aimed-Alliance-WA-Biomarker-Letter-of-Support.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/Aimed-Alliance-WA-Biomarker-Letter-of-Support.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/Iowa-Letter-of-Support-HF2157.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/Iowa-Letter-of-Support-HF2157.pdf
https://aimedalliance.org/wp-content/uploads/2024/04/Hawaii-SR-159.pdf
https://aimedalliance.org/wp-content/uploads/2024/04/Hawaii-SR-159.pdf
https://aimedalliance.org/wp-content/uploads/2024/04/Aimed-Alliance-Letter-of-Support-CO-SB24-060-2024.pdf
https://aimedalliance.org/wp-content/uploads/2024/07/NY-Step-Therapy-Alliance-Letter-of-Support-A.901a.pdf
https://aimedalliance.org/wp-content/uploads/2024/07/NY-Step-Therapy-Alliance-Letter-of-Support-A.901a.pdf
https://aimedalliance.org/wp-content/uploads/2024/08/CT-PDAB-Alternatives-2025.pdf
https://aimedalliance.org/wp-content/uploads/2024/08/CT-PDAB-Alternatives-2025.pdf
https://aimedalliance.org/wp-content/uploads/2024/11/Aimed-Alliance-Comment_MD-UPL-Plan-Comment.pdf
https://aimedalliance.org/wp-content/uploads/2024/11/Aimed-Alliance-Comment_MD-UPL-Plan-Comment.pdf
https://aimedalliance.org/wp-content/uploads/2024/11/Aimed-Alliance-Comment-_CO-PDAB-Revised-Rules-Comment.pdf
https://aimedalliance.org/wp-content/uploads/2024/11/Aimed-Alliance-Comment-_CO-PDAB-Revised-Rules-Comment.pdf
https://aimedalliance.org/wp-content/uploads/2024/11/Aimed-Alliance-Comment-_CO-PDAB-Revised-Rules-Comment.pdf
https://aimedalliance.org/wp-content/uploads/2024/11/Aimed-Alliance-Comment-_CO-PDAB-Revised-Rules-Comment.pdf
https://aimedalliance.org/aimed-alliance-sends-letter-on-nebraskas-pdab-proposal/
https://aimedalliance.org/wp-content/uploads/2024/06/Aimed-Alliance-Letter-of-Support_California-AB-2180.pdf
https://aimedalliance.org/wp-content/uploads/2024/06/Aimed-Alliance-Letter-of-Support_California-AB-2180.pdf


In addition to the federal advocacy activities listed above, Aimed Alliance signed on to letters supporting 

Cancer Support Network’s Inflation Reduction Act Principles for Patient-centered Engagement; Chron’s 

and Colitis Foundation’s letters to the United States Senate urging PBM reform; antimicrobial resistance 

comment for FY25 Appropriations; CMS treatment coverage for obesity; Alliance for Aging Research letter 

to Labor Appropriation Committee on implementation of Part D cost smoothing program; Safe Step Act 

Coalition letter in honor 50th Anniversary of ERISA; PIC/EACH Coalition comment on IRA guidelines; Let My 

Doctors Decide letter supporting step therapy reform; letter of support for the federal Improving Seniors 

Timely Access to Care Act; New York advocacy organizations’ letter supporting PBM reform; All Copays 

Count Coalition’s comment on 2026 NBPP; and a 2024 year-end legislative package that included PBM 

reform and improving cost-sharing and access. 

In addition to the state advocacy activities listed above, Aimed Alliance signed on to letters supporting 

health care consumer protections in Colorado, West Virginia, and Missouri. 

Lastly, Aimed Alliance directly engaged with payers several times in 2024 to ensure payers complied with 

state and federal patient protection laws. In 2024, Aimed Alliance sent letters to WellCare, University of 

Pittsburg Medical Center Health Plan, Blue Cross & Blue Shield of Mississippi, Geisinger Health System, 

Excellus, CareFirst, and United Healthcare regarding coverage policies that impaired consumers’ ability to 

access their medically necessary treatments.
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LITIGATION 
Aimed Alliance and 23 advocacy 

organizations filed an amicus brief in 

the AbbVie v. PayerMatrix lawsuit urging 

the federal Court to consider how patients, 

caregivers, and providers are impacted by 

alternative funding programs. The brief also urged 

the Court to ensure any injunctions issued in the lawsuit 

provide adequate notice to consumers on how their 

medication access may be impacted by the injunction. 

https://www.cancersupportcommunity.org/article/principles-patient-centered-engagement
https://aimedalliance.org/wp-content/uploads/2023/08/Aimed-Alliance-Et-Al.-Amicus-Brief.pdf


KNOW YOUR RIGHTS
Copay Accumulators: In partnership with the Crohn’s and Colitis Foundation, Aimed Alliance developed several 
Know Your Rights resources to help educate patients and employers on the 2023 U.S. District Court decision 
that re-implemented the 2020 NBPP partial ban on copay accumulators. 
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What was the Court Case About?
In 2021, the Department of Health and Human Services (HHS) issued a rule which allowed health plans to 
implement copay accumulators. In 2022, patient groups filed a lawsuit against HHS claiming that the 2021 
rule was illegal and asked the court to strike down (vacate) the rule. On September 29, 2023, the District 
Court ruled in favor of patient groups and struck down the 2021 rule permitting copay accumulators. 

Does this Cover All Insurance?
This court decision applies to all private commercial health insurance plans, including employer-
sponsored health plans. 

Medicare and Medicaid patients are not permitted to use copay assistance under the Anti-Kickback 
Statute. Therefore, this decision does not impact Medicare or Medicaid patients. 

What are Copay Accumulators? 
To help address the skyrocketing health costs, many pharmaceutical companies and foundations offer 
financial assistance to help patients pay for their cost-sharing requirements medications (i.e. copay, 
coinsurance, etc). When a health plan uses accumulator program, it does not count a manufacturer’s support 
(for example, copay assistance that a patient presents at a pharmacy to cover the cost of the copay) towards 
a patient’s annual deductible or out-of-pocket maximum. When the assistance runs out, the patient is once 
again responsible for their copay and meeting their deductible and annual cost-sharing limits. 

Is This a Good Thing?
Yes! This ruling could be a game-changer for patients. Accumulators divert funds intended for patients 
to insurance companies, leaving patients to cover the costs all over again. We know that patients suffer 
when they cannot pay for their medications. Copays higher than $250 a month have been shown to 
significantly harm patient access to needed medications. A recent literature review concluded that 
copay assistance is associated with improved treatment adherence and clinical outcomes.

QUICK SUMMARY:
The United States District Court for the District of Columbia recently 
sided with patient organizations in overturning a change implemented 
by the Trump Administration that allowed commercial group health 
plans to use copay accumulators. The Biden Administration  
has decided not to appeal the decision to a higher court.

FAQ COURT DECISION ON 
COPAY ACCUMULATORS

Frequently Asked 
Questions: Court Decision 

on Copay Accumulators 
English | Spanish

Things Patients Need to Know

The United States District Court for the District Court 
of Columbia, recently ruled that private health plans 
cannot use copay accumulators for brand name 
medications that do not have medically appropriate 
generic alternative available. You can learn more about 
this court case here.

Unfortunately, accumulators are still being widely used 
by insurance companies and their pharmacy benefit 
managers (PBMs). It is now up to patients and their 
employers to stop the use of accumulators and the 
harm they cause.

Steps Patients Can Take

Step 1:  Educate yourself about copay accumulators

Step 2:  Learn if your plan includes an accumulator: 

- 	Ask	your	human	resources	department	if
your plan includes a copay accumulator.
Don’t	be	surprised	if	they	do	not	know	the
answer, as these programs are complex,
deceitful by nature, and often included in the
fine print of health insurance contract.

- 	If	your	human	resources	department	doesn’t
have an answer, review your plan documents.
While an accumulators can be found in all

Copay Accumulators Are No Longer Allowed – 
But Insurers Haven’t Got the Message

WHAT PATIENTS 
NEED TO KNOW

Biosimilar v. 
Generic Alternative

Like	generics,	biosimilars	
are lower-cost versions 
of brand-name biologics. 
However,	unlike	generics	
(which are exact chemical 
replicas of brand-name small 
molecule drugs) biologics and 
biosimilars are made with 
living ingredients. This means 
that they may be different in 
minor ways that do not impact 
their	safety	or	how	they	work	
in your body.

The	FDA	has	explicitly	
recognized that generics and 
biosimilars are not precisely 
the same. Which, in legal 
terms, means that copay 
assistance for a biosimilar is 
required to count towards your 
annual limit on cost-sharing.

To learn more about 
biosimilars please visit: https://
www.crohnscolitisfoundation.
org/what-is-ibd/medication/
biosimilars

Copay Accumulators 
Are Banned: What 

Patients Need To Know 
English | Spanish

Things Employers Need to Know

The United States District Court for the District Court of Columbia, recently ruled that private health 
plans cannot use copay accumulators for brand name medications that do not have medically 
appropriate generic alternative available. You can learn more about this court case here.

Unfortunately, accumulators are still being widely used by insurance 
companies and their pharmacy benefit managers (PBMs). 

The Impact for Employers

As employers, it is imperative that you review your health insurance 
plans to make sure your plan is acting consistently with Federal law. 

As of September 29, 2023, all health plans, including employer sponsored health plans, are required 
to count all copay assistance for brand name medications without a medically appropriate generic 
alternatives towards an employee deductible and annual limits on cost-sharing. 

Steps Employers Can Take:

Step 1: Educate yourself about copay accumulators

Step 2:  Learn if your plan includes an accumulator: Accumulators are widely used, but often not 
recognized. It is estimated that of all commercial markets in 2021, 43% of covered lives 
were in commercial health plans that had implemented accumulators. Review your plan 
documents. Accumulators can be included in all types of plans, but are most common in 
high-deductible health plans. To determine if your health plan is using a copay accumulator 
looking for the word “accumulator” or other terms such as:

 • Out-of-Pocket Protection Program;

 • True Accumulation; or

 • Coupon Adjustment: Benefit Plan Protection Program.

Copay Accumulators Are No Longer Allowed – 
But Insurers Haven’t Got the Message

WHAT EMPLOYERS 
NEED TO KNOW 
ABOUT DC DECISION

About Why Employees Rely 
On Copay Assistance

LEARN MORE

Copay Accumulators 
Are Banned: What 

Employers Need to Know 
English | Spanish

RESEARCH 
& ANALYSIS
In 2024, Aimed Alliance conducted research 

and provided analysis on its policy priorities, 

much of which was embodied in the comments 

and letters described above. Aimed Alliance also 

presented its research and analysis in reports, fact 

sheets, brochures, and legislative maps. Our research 

and analysis activities in 2024 included the following:

https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-FAQ-Feb2024_v2.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-FAQ-Feb2024_v2.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-FAQ-Feb2024_v2_ESLA.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Patients-Jan2024_v4.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Patients-Jan2024_v4.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Patients-Jan2024_v4_ESLA.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Employers-Jan2024_v3.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Employers-Jan2024_v3.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AA-CCF-JointFactSheet-Employers-Jan2024_v3_ESLA.pdf


Step Therapy Reform in Vermont: 
In partnership with the National Psoriasis 

Foundation and the Vermont Medical Society, 
Aimed Alliance developed a fact sheet 

explaining the new step therapy law passed in 
Vermont during its 2024 legislative session 

English

Medicare Part D Smoothing: 
In 2025, Medicare participants will be eligible to 
spread the cost of their prescription drugs over 

12 months and benefit from a $2,000 cap on 
prescription drug costs. To ensure consumers 

are aware of this program, Aimed Alliance 
developed a resource to explain how consumers 

can enroll in the smoothing program in 2025.  
English

VERMONT STEP 
THERAPY LAW 
A Fact Sheet 
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WHAT IS STEP THERAPY? 
Step therapy, also known as “fail first,” are policies that require patients 

to try and fail on alternative treatments before the health plan will 

cover the originally prescribed treatment. Health plans implement  

these policies under the justification that these policies result in cost savings for the plan.1 

WHY ARE STEP-THERAPY POLICIES HARMFUL? 
Requiring an individual to take a medication picked by the plan rather than the health care provider 

can be unethical and inconsistent with clinical evidence and guidelines. This could be due to a lack 

of efficacy, lack of therapeutic equivalence, or clinical characteristics unique to the patient that 

necessitate one treatment over another.2 Moreover, each patient has a unique medical history and 

background requiring personalized and individualized care.3 This is why health care providers, not 

health plans, are best positioned to determine what treatments are most effective for each 

patient.4 The time that the patient spends trying and failing on the alternative treatment may lead 

to disease progression, relapse, or even death.5 
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2025 MEDICARE PART D 
SMOOTHING: 
What Consumers Need to Know

In August 2022, President Biden signed the Inflation Reduction Act 
(IRA) into law.1 The IRA strives to enhance Medicare by expanding 
benefits, lowering drug costs, and improving the sustainability of 
the program.2

Effective January 1, 2025, the IRA requires several notable 
changes to Medicare prescription drug plans (Part D plans), 
including imposing a $2,000 annual cap on out-of-pocket 
(“OOP”) prescription drug spending and phasing out the 
“donut-hole” coverage gap.3 The IRA also requires 
that all Part D plans offer enrollees the option to 
pay out-of-pocket prescription drug costs in the 
form of capped monthly payments to allow 
enrollees to spread out expenses over the 
course of the year.4 This initiative is known 
as the Medicare Prescription Payment 
Plan, but it has also been referred to 
as “smoothing.”5 The following fact 
sheet answers frequently asked 
questions about the Medicare 
Prescription Payment Plan.
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OPEN ENROLLMENT 
Aimed Alliance published the following consumer and employer resources in 2024 to help consumers have 
access to, find, and enroll in an appropriate health insurance plan. 

©2024 Aimed Alliance. All rights reserved.

Selecting Benefits for Your 
Employees to Protect Their Health

OPEN
ENROLLMENT

2025 Open Enrollment: 
Selecting Benefits for 

Your Employees to 
Protect Their Health 

©2024. Aimed Alliance. All rights reserved.

Understanding Your Health Plan
and Your Cost-Sharing Responsibilities

OPEN
ENROLLMENT

2025 Open Enrollment: 
Understanding Your Health 

Plan and Your Cost-
Sharing Responsibilities

https://aimedalliance.org/wp-content/uploads/2024/10/Aimed-Alliance_NPF_VMS_VT_Step_Therapy_Final_2024.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/AA-MedPartD-FactSheet-Oct2024_Final.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/Aimed-Alliance_NPF_VMS_VT_Step_Therapy_Final_2024.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/AA-MedPartD-FactSheet-Oct2024_Final.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/HR-Open-Enrollment-2025.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/HR-Open-Enrollment-2025.pdf
https://aimedalliance.org/wp-content/uploads/2023/10/OpenEnrollment2024.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/OpenEnrollment2025.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/OpenEnrollment2025.pdf
https://aimedalliance.org/wp-content/uploads/2023/10/OpenEnrollment2024.pdf


REPORTS & FACT SHEETS
Aimed Alliance regularly develops focused reports and fact sheets to help educate consumers, providers, 
caregivers, employers, and policymakers on a variety of complex issues. Below are some of our reports, fact 
sheets, and additional resources from 2024:
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Alternative Funding Programs

Alternative Funding Programs: 
What Employers Need to Know: 

Aimed Alliance and ten other advocacy organizations 
published a white paper explaining how alternative 

funding programs work and the risk these programs 
may pose to employers and employees.

AFPs – Navigating Today’s Pharmacy 
Benefits Efficiently, Effectively, and Ethically: 

Aimed Alliance, HR.com, and the Alliance for Patient 
Access published a report surveying employers on 
their perspective of alternative funding programs, 

international importation, and copay accumulators. 

for family
coverage [2],[3] 

The purpose of this white
paper is to explain the
unintended consequences of
alternative funding programs,
raise attention to the risks for
employers and employees, and
provide more ethical cost-
containment strategies for
employer-sponsored health
plans.

What Are Alternative Funding Programs? 

Alternative Funding Program (AFP):

Key Definitions

Programs designed by for-profit third-party
vendors and marketed to employer-
sponsored self-funded health plans. AFP
vendors either work with the health plan to
exclude specialty drugs from coverage or
deny prior authorization for specialty
medications. In both instances, vendors
then seek to procure the employee’s
medication from a manufacturer patient
assistance program (PAP).A recent survey showed that the

vast majority of employers think
health benefit costs are
excessive, with four in five
believing these costs will become
unsustainable in five to ten years.
[1] These concerns are warranted
and reflect a decade-long rise.
Annual premiums per
employee in 2023 cost
employers an average:

for single
coverage 

$17,393
+

$7,034

Copay Assistance:
Financial aid offered by drug manufacturers
and non-profit organizations to help
patients afford the copay for their
medication. 

This white paper was prepared by Innopiphany LLC. and
supported by Boehringer Ingelheim Pharmaceuticals, Inc. 

Patient Assistance Program (PAP): 
Programs offered by drug manufacturers
that directly supply prescription drugs at no
cost to uninsured or underinsured patients.

Specialty Drugs:
Prescription drugs treating rare, chronic, or
complex conditions that may require special
handling and close patient management;
they are often higher priced than non-
specialty drugs. 

    www.hr.com    |    877-472-6648

M
A

R
C

H
 2

02
4

Sponsored by

Managing Prescription 
Drug Costs 2023-24

Navigate today’s 
pharmacy benefits 
efficiently, effectively 
and ethically

Custom
Research

Employers Plans Beware: Alternative Funding 
Programs May Be Riskier Than They Appear: 

Aimed Alliance published an article in Health Affairs 
explaining how alternative funding programs 

partner with employer-sponsored health plans 
and how these programs may be inconsistent with 

employers’ fiduciary obligations under the Employee 
Retirement Income and Security Act.  

Prescription for Success: Navigating the Risks 
of AFPs for Employers and Employees 

Aimed Alliance and the Alliance for Patient Access 
published an article on HR.com, authored by Josie 

Cooper, Executive Director of the Alliance for Patient 
Access, discussing the 2024 Aimed Alliance and 
Alliance for Patient Access survey on alternative 

funding programs and the risks of these programs 
to employers and employees. 

https://aimedalliance.org/wp-content/uploads/2024/02/AFP-White-Paper_FINAL.pdf
https://aimedalliance.org/wp-content/uploads/2024/03/Aimed-Alliance-AfPA-and-HR-Research-Institute-2023-Report.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AFP-White-Paper_FINAL.pdf
https://aimedalliance.org/wp-content/uploads/2024/03/Aimed-Alliance-AfPA-and-HR-Research-Institute-2023-Report.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AFP-White-Paper_FINAL.pdf
https://aimedalliance.org/wp-content/uploads/2024/02/AFP-White-Paper_FINAL.pdf
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REPORTS & FACT SHEETS
Aimed Alliance regularly develops focused reports and fact sheets to help educate consumers, providers, 
caregivers, employers, and policymakers on a variety of complex issues. Below are some of our reports, fact 
sheets, and additional resources from 2024:

Prescription Drug Affordability 

PDAB Challenges and Alternatives: 
Aimed Alliance released a fact sheet and an 

accompanying one-pager explaining that it is 
unclear whether prescription drug affordability 
boards (PDABs) will directly improve consumer 

affordability and discusses alternatives that may 
better address consumers’ needs. 

PRESCRIPTION DRUG 
AFFORDABILITY BOARDS: 
Challenges & Alternatives

AIMEDALLIANCE.ORG | COVERAGERIGHTS.ORG 1

Prescription drug affordability boards, also known as PDABs, are 

state-level regulatory bodies focused on addressing the rising 

costs of prescription drugs through a range of strategies, 

including monitoring drug prices, conducting data 

analysis, reporting on pricing trends and drug markets, 

formulating policy, and implementing price controls. 

Currently, nine states have implemented PDABs; 

four of them (CO, MD, MN, WA) have the 

authority to establish upper payment limits 

(UPLs), while the remaining five (ME, NH, 

NJ1, OH2, and OR) do not. However, 

as of April 2024, no PDAB has 

completed both the drug selection 

and UPL processes. 

IRA, PDABs, & Orphan Drugs: 
How Price Setting Mechanisms May 
Harm Patients with Rare Disorders: 

Aimed Alliance developed this fact sheet to 
educate legislators and advocates on how 
PDABs and the Inflation Reduction Act’s 

Medicare negotiation program may negatively 
impact patients with rare diseases and access 

to orphan drugs. The fact sheet describes 
alternatives that can foster innovation and 

protect access to these therapeutics. 
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With growing concerns about the cost and affordability 
of prescription drugs, both federal and state legislators 
have launched initiatives to address prescription drug 
affordability. At the federal level, efforts include the 
Inflation Reduction Act (IRA), which empowers the 
Secretary of the Department of Health and Human 
Services to negotiate prescription drug prices for Medicare 
plans. Additionally, several states have established 
Prescription Drug Affordability Boards (PDABs), which are 
state-run entities tasked with setting price controls, such 
as upper payment limits, for prescription drugs deemed 
“unaffordable.” However, as noted in Aimed Alliance’s 
“Challenges and Alternatives PDAB Factsheet,” the 
complexity of the current drug pricing system suggests 
that these well-intended efforts may not necessarily 
achieve the desired cost savings for consumers. 

Moreover, these efforts could potentially hinder, delay, 
or even halt the development of treatments for certain 
rare or ultra-rare disorders. The resource below provides 
an overview of the potential impacts of PDABs and IRA 
negotiations on the development of treatments for rare 
disorders and proposes considerations and solutions 
that can help maintain incentives for investment and 
research into these conditions and treatments. 

IRA, PDABS, & ORPHAN DRUGS: 
How Price Setting Mechanisms May 
Harm Patients with Rare Disorders

IRA Drug Negotiations Prescription Drug Affordability Boards

Overview: The Inflation Reduction 
Act (IRA), signed in August 
2022, requires the Centers for 
Medicare & Medicaid Services 
(CMS), to negotiate prices with 
drug companies for certain drugs 
covered under Medicare Part 
D (starting in 2026) and Part B 
(starting in 2028).16

• �The�negotiated�price�is�known�as�
the maximum fair price (MFP).17

• �CMS�announced�the�list�of�10�
drugs selected for negotiation
on August 29, 2023.18

• �CMS�is�currently�negotiating�
MFPs with drug manufacturers.
If the two sides reach an
agreement, the MFPs will be
published by September 1, 2024,
and take effect during 2026.19

Overview: Building on the momentum of the 
IRA negotiation process, several states have 
passed legislation to create PDABs. These 
state-run boards aim to address the costs of 
prescription drugs through various strategies, 
including implementing price controls.20

• �Upper�payment�limits�(UPLs)�are�the�
highest allowable reimbursement rate that
purchasers can provide for a prescription
drug product.21 These price controls do not
dictate the manufacturer’s pricing, or what
a consumer pays out of pocket.22

• �Nine�states�have�implemented�PDABs.�
Four of these states (CO, MD, MN, WA) have
the�authority�to�establish�UPLs,�while�the�
remaining five (ME, NH, NJi, OHii, and OR)
do not have this authority.23 Vermont has
also passed similar legislation, granting
an already existing Board the authority to
regulate the cost of prescription drugs.24

i. �New�Jersey�established�a�prescription�drug��
affordability�council.

ii. �Ohio�established�a�prescription�drug��
affordability�council.

Prescription Drug Affordability Boards 101: 
Aimed Alliance developed a resource hub 
to explain PDABs and provide resources 

to consumers and advocacy organization 
interested in engaging PDABs to address 

prescription drug affordability. This resource 
hub features key resources developed by 

Aimed Alliance on PDABs, including: 

2024 Enacted PDAB Legislation

ENACTED PRESCRIPTION 
DRUG AFFORDABILITY BOARDS
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2019–2024

The cost of healthcare within the United States has been a widespread concern among 
consumers, employers, and lawmakers. In response to these concerns, numerous states 
have taken measures to establish prescription drug affordability boards (PDABs).1 These 
boards are designed to address the increasing costs of prescription drug products. 
The diverse array of approaches employed by different state PDABs underscores the 
comprehensive nature of their approaches. These strategies encompass reviewing 
drug prices, implementing price controls, conducting data and reporting on pricing 
trends, drug markets, and policy strategies, and offering policy recommendations 
to improve consumer affordability. Currently, a noteworthy gap exists in the 
analysis of state adoptions and proposals of these boards. This resource 
serves as a detailed review of enacted PDAB laws from 2019-2024, 
offering a comprehensive overview of the evolving landscape to better 
engage advocacy organizations, patients, providers for the challenges 
and opportunities that lie ahead in 2025.

2024 Proposed PDAB Legislation

PROPOSED PRESCRIPTION 
DRUG AFFORDABILITY 
BOARDS UPDATES
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2024

The cost of healthcare within the United States has been a widespread concern among 

consumers, employers, and lawmakers. In response to these concerns, numerous states 

have taken steps to propose prescription drug affordability boards (PDABs). 

These boards are designed to address the increasing costs of prescription 

drug products through a variety of mechanisms such as reviewing drug 

prices, implementing price controls, conducting data analysis, reporting on 

pricing trends, drug markets, and policy strategies, and offering policy 

recommendations to improve consumer affordability. This resource serves 

as a detailed review of the proposed PDAB legislation during the 2024 

legislative sessions, offering a comprehensive overview of this evolving 

landscape. This resource aims to educate and empower advocacy 

organizations, patients, and providers on the various versions of 

PDAB legislation that may be seen in 2025. 

2024 Enacted Related Drug 
Pricing Legislation

ENACTED RELATED DRUG 
PRICING LEGISLATION
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2024

The cost of health care within the United States has been a 
widespread concern among consumers, employers, and 
lawmakers. In response to these concerns, numerous state 
have taken measures to regulate drug prices. These diverse 
approaches include PDABs, as well as several non-PDAB 
alternatives. This resource provides an overview of 
related drug pricing legislation that does not directly 
create a PDAB. This resource is intended to inform 
patients, providers, caregivers, advocates and 
other stakeholders on the diverse approaches 
to prescription drug affordability reform.

https://aimedalliance.org/aimed-alliance-releases-new-pdab-fact-sheet-challenges-and-alternatives/
https://aimedalliance.org/wp-content/uploads/2024/05/AA-PDAB-Alternatives-OnePager.pdf
https://aimedalliance.org/wp-content/uploads/2024/05/AA-PDAB-FactSheet-May2024.pdf
https://aimedalliance.org/wp-content/uploads/2024/08/AA-OrphanDrug-FactSheet-August2024.pdf
https://aimedalliance.org/wp-content/uploads/2024/08/AA-OrphanDrug-FactSheet-August2024.pdf
https://aimedalliance.org/prescription-drug-affordability-boards/
https://aimedalliance.org/wp-content/uploads/2024/10/AA-PDAB-Enacted-Chart-Oct2024_Final.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/AA-PDAB-Enacted-Chart-Oct2024_Final.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/AA-PDAB-Proposed-Chart-Oct2024_Final.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/AA-PDAB-Proposed-Chart-Oct2024_Final.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/AA-PDAB-EnactedRelated-Chart-Oct2024_Final.pdf
https://aimedalliance.org/wp-content/uploads/2024/10/AA-PDAB-EnactedRelated-Chart-Oct2024_Final.pdf


STATE MAPS 
Bills & Laws
Aimed Alliance regularly tracks and monitors state-based legislation that would improve consumers' access 
to medically necessary treatments and alleviate administrative burdens on providers. Our 2024 legislative 
tracking included the following maps: 

LAWSUIT TRACKERS 
Various stakeholders often file lawsuits to create change 
within the health care system. These stakeholders can 
include pharmaceutical companies, PBMs, health 
insurers, payers, and even non-profits. To help 
advocates track and monitor the potential impacts 
of these lawsuits, in 2024, Aimed Alliance provided 
periodic summaries of relevant litigation, 
including Mulready v. Pharmaceutical Care 
Management Association. In this case, 
the Pharmaceutical Care Management 
Association (PCMA), a trade 
association representing pharmacy 
benefit managers (PBMs), sued 
the Oklahoma Insurance 
Commissioner in an effort to 
invalidate an Oklahoma law 
aimed at improving patient 
access to pharmacy 
providers, partly by 
regulating PBMs.

� �Step Therapy 
Active & Enacted 

� �Copay Accumulators 
Active & Enacted 

� �Non-medical Switching  
Active & Enacted 

� �Prior Authorization 
Active & Enacted

� �Biomarkers Maps  
Active & Enacted 

� �Oral Parity Maps 
Active & Enacted 
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Aimed Alliance is expanding its 

judicial advocacy activities in 2025!

Sign up for the monthly Aimed Alliance newsletter 

to ensure you don’t miss anything.

https://aimedalliance.org/step-therapy-active-legislation/
https://aimedalliance.org/step-therapy-enacted-laws/
https://aimedalliance.org/copay-accumulators-active-legislation/
https://aimedalliance.org/copay-accumulators-enacted-laws/
https://aimedalliance.org/nonmedical-switching-active-legislation/
https://aimedalliance.org/nonmedical-switching-enacted-laws/
https://aimedalliance.org/prior-authorization-active-legislation/
https://aimedalliance.org/prior-authorization-enacted-laws/
https://aimedalliance.org/biomarker-testing-active-legislation/
https://aimedalliance.org/biomarker-testing-enacted-legislation/
https://aimedalliance.org/oral-parity-active-legislation/
https://aimedalliance.org/oral-parity-enacted-laws/


Thought 
LEADERSHIP

SPOTLIGHT PRESENTATIONS: 
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Copay Accumulators/Non-EHB/Alternative Funding Programs: 

To inform consumers, employers, providers, and caregivers about the impacts of copay accumulators, non-
EHB programs, and AFPs on patients, Aimed Alliance hosted a series of webinars on these issues. These 
webinars provided patient and health care professional perspectives, legal and regulatory analysis, and 
employer insights on the impacts of these programs. Aimed Alliance also participated in several meetings and 
conferences hosted by other organizations.

� �Panel Participant, “Copay Accumulators,” 
at Sanofi Advocacy Meeting.  

� �Panel Participant,  “2020 NBPP Decision,” 
at Chronic Care Policy Alliance Meeting. 

� �Moderator, “Alternative Funding 
Programs: Protecting Patients in an 
Ever-Changing Healthcare Landscape,” 
at BIO International 2024.  

� �Panel Participant, The War on Copay 
Assistance: New Challenges for Access 
and Affordability, at Coalition of State 
Rheumatology Organizations Annual 
Advocacy Conference.  

� �Panel Participant, “Patients Under Pressure: 
From A(FPs) to Z,” at BIO Coffee Chat. 

� �Co-host: HR.com, Copay Compliance 
Understanding Cost-Sharing and Fiduciary 
Obligations for Employers, Webinar

� �Panel Participant, Alternative Funding 
Programs, at Community Oncology Alliance 
Pharmacy Association October meeting. 

Using its research and analysis, Aimed Alliance 

develops sound, patient-centered policy 

recommendations. Representatives for the organization 

disseminate messages by interacting with the news 

media and presenting to audiences of patients, advocates, 

practitioners, human resource professionals, policymakers, 

and the public. In 2024, our thought leadership included:

https://mailchi.mp/f1ba8a5b96c3/health-benefits-webinar-la-daily-news-article-a-federal-comment-and-more-10691929
https://convention.bio.org/sessions/aimed-alliance-bio-international-proposal?&searchTerm=Alternative%20funding%20programs&searchgroup=libraryentry-sessions
https://convention.bio.org/sessions/aimed-alliance-bio-international-proposal?&searchTerm=Alternative%20funding%20programs&searchgroup=libraryentry-sessions
https://convention.bio.org/sessions/aimed-alliance-bio-international-proposal?&searchTerm=Alternative%20funding%20programs&searchgroup=libraryentry-sessions
https://csro.info/UserFiles/file/2024AdvocacyConferenceProgramBookFINAL.pdf
https://csro.info/UserFiles/file/2024AdvocacyConferenceProgramBookFINAL.pdf
https://csro.info/UserFiles/file/2024AdvocacyConferenceProgramBookFINAL.pdf
https://www.youtube.com/watch?v=RKrQwT0N8ow
https://www.youtube.com/watch?v=RKrQwT0N8ow
https://www.youtube.com/watch?v=jft9mLTS7Fo&t=615s
https://www.youtube.com/watch?v=jft9mLTS7Fo&t=615s
https://www.youtube.com/watch?v=jft9mLTS7Fo&t=615s
https://mailchi.mp/f898e55fb0e6/health-benefits-webinar-la-daily-news-article-a-federal-comment-and-more-10977049
https://mailchi.mp/f898e55fb0e6/health-benefits-webinar-la-daily-news-article-a-federal-comment-and-more-10977049
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� �Host, “PDAB 101” Webinar

� �Presenter, “Legislative Approaches to 
Prescription Drug Affordability,” at National 
Foundation of Women Legislatures Annual 
Conference.

� �Roundtable Participant, "Women’s Health and 
Healthcare Reform," at National Foundation of 
Women Legislatures Annual Conference.  

� �Panel Participant, "Solving the Policy Puzzle 
on Winning Solutions to Improving Patient 
Affordability & Access to Medicines," at 
Women in Government Annual Conference.

� �Presenter, "Louisiana Alternative Funding 
Program Taskforce," at September 2024 
Taskforce Meeting. 

� �Panel Participant, "September 2024 PDAB 
Workshop," at Rare Access Action Project 
webinar. 

� �Panel Participant, "Promoting Health Equity 
Through Prescription Medication," at 
National Black Caucus of State Legislatures 
48th Annual Legislative Conference.

� �Panel Participant, Pressure on Patients, 
Alliance for Patient Access, National Policy 
and Advocacy Summit. 

� �Panel Participant, Is Utilization Management 
Valuable or Villainous?, Community Oncology 
Alliance, 2024 Payer Exchange Summit.

Prescription Drug Affordability Boards: 

To inform legislatures, advocates, and advocacy organizations about the complexity of prescription drug 
affordability, rare disease carveouts, and other drug pricing reforms that can impact health care consumers, 
Aimed Alliance hosted and participated in a variety of webinars and panels discussing these complex issues. 

Utilization Management Reform 

Aimed Alliance envisions a society in which consumers, in consultation with their health care providers and 
loved ones, can make informed and individually appropriate decisions about their health care, without having 
those decisions overridden by third parties. An individual should be able to obtain the health care services that 
he or she needs, when the individual needs them. Third-party payers often erect barriers, known as utilization 
management policies, that stand between a patient and his or her ability to access medically necessary health 
care services. Aimed Alliance discussed these barriers during the following events:

Medicare Advantage Reform:

Step therapy polices, also known as “fail first,” are a practice used by insurers and pharmacy benefit managers 
(PBMs) to require consumers to try and fail on alternative treatments, before the insurer or PBM will cover the 
originally prescribed treatment. Medicare Advantage plans are required to cover at least the same benefits as 
traditional Medicare; however, unlike traditional Medicare, Medicare Advantage plans are permitted to use step 
therapy to delay and deny access to medically necessary treatments. Aimed Alliance participated in thought 
leadership to raise awareness regarding the need for Medicare Advantage and traditional Medicare to provide 
the same benefits without unnecessary delays or denials. As part of these efforts, Aimed Alliance and National 
Minority Quality Forum co-hosted a webinar titled, Understanding the Need for Medicare Advantage Reform. 

https://aimedalliance.org/upcoming-webinar-prescription-drug-affordability-boards-101/
https://www.womenlegislators.org/2024-annual-conference-policy-wrap-up/
https://www.womenlegislators.org/2024-annual-conference-policy-wrap-up/
https://storage.googleapis.com/greg-production-paperclip-attachments/file_uploads/files/000/008/333/original/2024_LIS_AGENDA_11-5.pdf?1730817921
https://storage.googleapis.com/greg-production-paperclip-attachments/file_uploads/files/000/008/333/original/2024_LIS_AGENDA_11-5.pdf?1730817921
https://storage.googleapis.com/greg-production-paperclip-attachments/file_uploads/files/000/008/333/original/2024_LIS_AGENDA_11-5.pdf?1730817921
https://www.legis.la.gov/Legis/ViewDocument.aspx?d=1375181
https://www.legis.la.gov/Legis/ViewDocument.aspx?d=1375181
https://www.youtube.com/watch?v=vBtIO7dPPd4
https://www.youtube.com/watch?v=vBtIO7dPPd4
https://nbcsl.org/48th-alc/pre-conference/
https://nbcsl.org/48th-alc/pre-conference/
https://www.youtube.com/watch?v=AvNfpT4NQn0
https://payerexchangesummit.com/wp-content/uploads/2024/09/COA_2024_PES_Agenda_FIN-9-5-1.pdf
https://payerexchangesummit.com/wp-content/uploads/2024/09/COA_2024_PES_Agenda_FIN-9-5-1.pdf
https://aimedalliance.org/aimed-alliance-hosts-nmqf-webinar-on-medicare-advantage-reform/
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Aimed Alliance also published five news releases in 2024 about 
its work products and policy wins.

IN THE MEDIA
Aimed Alliance was published, 
quoted or recognized in the 
following media outlets in 2024:

Women in Mid-Life: 

Menopause and perimenopause can have profound effects on workplace productivity and women’s career 
growth. Despite the growing recognition of the need for inclusive workplace policies, the specific career-
related challenges and health care coverage needs faced by women in midlife are not adequately addressed. 
Aimed Alliance addressed these challenges at the following events: 

� �Host, Supporting Women in Midlife: Survey 
Insights on Workplace Practices and 
Employee Benefits, Webinar.

� �Roundtable Leader, Policies to Support 
Women in Midlife, National Foundation for 
Women Legislators 2024 Annual Conference.

House weighs bill to uniformize prior 
authorization in Wyoming | Local News

More Guardrails proposed for insurer 
“fail first” medication requirements

Why Congress and the FDA Must 
Regulate CBD Consumer Products Now 

https://www.youtube.com/watch?v=Z9-9hdqgLQ4&t=15s
https://www.youtube.com/watch?v=Z9-9hdqgLQ4&t=15s
https://www.youtube.com/watch?v=Z9-9hdqgLQ4&t=15s
https://www.thesheridanpress.com/news/local/house-weighs-bill-to-uniformize-prior-authorization-in-wyoming/article_7e23251c-cd0a-11ee-b798-8f32ba1241b2.html
https://www.thesheridanpress.com/news/local/house-weighs-bill-to-uniformize-prior-authorization-in-wyoming/article_7e23251c-cd0a-11ee-b798-8f32ba1241b2.html
https://www.thesheridanpress.com/news/local/house-weighs-bill-to-uniformize-prior-authorization-in-wyoming/article_7e23251c-cd0a-11ee-b798-8f32ba1241b2.html
https://www.rochesterfirst.com/news/health/more-guardrails-proposed-for-insurer-fail-first-medication-requirements/
https://www.rochesterfirst.com/news/health/more-guardrails-proposed-for-insurer-fail-first-medication-requirements/
https://www.rochesterfirst.com/news/health/more-guardrails-proposed-for-insurer-fail-first-medication-requirements/
https://www.caretalkpodcast.com/post/why-congress-and-the-fda-must-regulate-cbd-consumer-products-now
https://www.caretalkpodcast.com/post/why-congress-and-the-fda-must-regulate-cbd-consumer-products-now
https://www.caretalkpodcast.com/post/why-congress-and-the-fda-must-regulate-cbd-consumer-products-now


Leader

� �New York Step Therapy Alliance 

Co-Chair

� �Advocacy Working Group, Alternative Funding Program Taskforce 

Member

� �State All Copays Count Coalition

� �Federal All Copays Count Coalition

� �Safe Step Act Coalition

� �Collaborative for Cannabinoid Science & Safety

� �Ohio All Copays Count Coalition

� �Ohio Biomarker Coalition 

� �Pennsylvania All Copays Count Coalition

� �Utah All Copays Count Coalition

� �New York Biomarker Coalition 

� �Patient Advocacy Leaders and Drug 
Development Industry Network (PALADIN)

� �Ensuring Access through Collaborative 
Health (EACH)

� �Movement Disorders Policy Coalition (MDPC)

COALITIONS
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Organizational 
COLLABORATION 
Aimed Alliance collaborates with like-minded organizations 

whose missions align with our efforts by participating in coalitions 

and sharing our research and analysis at meetings and conferences. 

In 2024, our organizational collaboration activities included: 



1455 Pennsylvania Avenue NW, Suite 400 • Washington, DC 20004 
(202) 349-4089 • AimedAlliance.org

© 2025 Aimed Alliance. All Right Reserved.

To stay up to date on our health policy activities, sign up for our monthly 

newsletter at aimedalliance.org/newsletters, and follow us on social media: 
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Looking AHEAD 
In 2025, Aimed Alliance will build upon 
past achievements with new projects that 
advance the interests of health care consumers 
and providers nationwide. We will continue our 
outreach to employers regarding employee health 
benefits; track active legislation, enacted laws, and 
health care reform lawsuits; and focus on projects on 
access to care, copay accumulator programs, mental 
health, reducing health disparities, value-based initiatives, 
and stopping workplace discrimination. We will also expand 
our work to engage in a variety of issues relating to women’s 
health and women in midlife, judicial advocacy, artificial 
intelligence, and other new and emerging issues. 

https://aimedalliance.org/newsletters/
https://www.facebook.com/aimedalliance
https://www.instagram.com/aimedalliance/
https://twitter.com/aimedalliance
https://www.linkedin.com/company/aimedalliance

