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March 13, 2026 
 
Dr. Mehmet Oz 
Administrator 
Centers for Medicare & Medicaid Services 
U.S. Department of Health and Human Services 
200 Independence Avenue, SW 
Washington, DC 20201 
 
RE: Comments on Notice of Benefits and Payment Parameters for 2027 Proposed Rule [CMS-
9883-P]  
 
Dear Administrator Oz: 
 
The HIV+Hepatitis Policy Institute, a leading national HIV and hepatitis policy organization 
promoting quality and affordable healthcare for people living with or at risk of HIV, hepatitis, 
and other serious and chronic health conditions, is pleased to offer comments on the Notice of 
Benefits and Payment Parameters for 2027 Proposed Rule (the proposed rule).  
 
We will also be commenting on the 2027 Draft Letter to Issuers. In those comments, we will 
note that while the Center for Consumer Information and Insurance Oversight (CCIIO) claims it 
will continue to enforce several patient protections included in federal law, including those 
related to non-discrimination, we are profoundly disappointed that, in practice, neither CCIIO 
nor state regulators are upholding these standards. Specifically, we will highlight ongoing 
failures to enforce prohibitions on adverse tiering in drug formularies and requirements to 
cover drugs included in widely accepted treatment guidelines. To illustrate the impact, we will 
outline a number of recent examples of formularies that CCIIO and state insurance regulators 
continue to allow issuers to offer that discriminate against people living with HIV by using 
benefit designs that discourage their enrollment.   
 
While we appreciate the intent to make healthcare more accessible and affordable, we 
believe that many of the policies in the proposed rule will actually make Marketplace plans 
less accessible and increase patient costs.  Additionally, we express our extreme 
disappointment that CMS and other federal agencies failed to take long-promised steps to 
make prescription drugs more affordable for patients.   
 
The comments below address: 
 

1) Proposed actions that jeopardize insurance access and affordability  
2) Failure to update the definition of “Cost-sharing” to include copay assistance 

https://www.federalregister.gov/documents/2026/02/11/2026-02769/patient-protection-and-affordable-care-act-hhs-notice-of-benefit-and-payment-parameters-for-2027-and
https://www.federalregister.gov/documents/2026/02/11/2026-02769/patient-protection-and-affordable-care-act-hhs-notice-of-benefit-and-payment-parameters-for-2027-and
https://www.cms.gov/files/document/draft-2027-letter-issuers.pdf
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3) Failure to define all covered drugs as “Essential Health Benefits” in large group and 
self-funded plans 

4) Failure to address “Alternative Funding Plans” 
 

1)   Proposed Actions that Jeopardize Insurance Access & Affordability  
Several policy changes included in the proposed rule will negatively impact patient access to 
health coverage and affordability of care.  This includes eliminating standardized health 
plans; relaxing requirements that expand catastrophic plans; loosening standards for 
provider networks and essential community providers; and removing state flexibilities on 
essential health benefits.  
 
While the intent of each of these proposals is to lower overall health costs, they all will result 
in reduced access and increased costs for beneficiaries.  We strongly urge you to not move 
forward with these proposals.  

 
2)   Copay Assistance & Definition of Cost-sharing 
Two and half years ago, on September 29, 2023, the United States District Court for D.C. in HIV 
and Hepatitis Policy Institute et al. v. HHS et al. struck down the section of the 2021 Notice of 
Benefits and Payment Parameters rule that allowed issuers to decide if copay assistance can 
count or not (see Attachment 1). At the government’s request, that same Court clarified that 
the 2020 Notice of Benefits and Payment Parameters rule is now in effect (see Attachment 2). 
That means that issuers must count copay assistance in most instances and not implement 
copay accumulators. 
 
The rule states: 
 

Notwithstanding any other provision of this section, and to the extent consistent with state 
law, amounts paid toward cost sharing using any form of direct support offered by drug 
manufacturers to enrollees to reduce or eliminate immediate out-of-pocket costs for 
specific prescription brand drugs that have an available and medically appropriate generic 
equivalent are not required to be counted toward the annual limitation on cost sharing 
(as defined in paragraph (a) of this section). 45 C.F.R. § 156.130(h)(1) 

 
As HHS explained when adopting the rule: “Where there is no generic equivalent available or 
medically appropriate,” manufacturer assistance “must be counted toward the annual 
limitation on cost sharing” (84 Fed. Reg. at 17,545). 
 
Instead of complying with the Court’s ruling and issuing guidance to insurers of their legal 
obligations, CMS has ignored it, stating that it would issue a new rule regarding cost-sharing. 
However, two and a half years later, that rule has yet to be proposed. Much to the 
disappointment of the patient community, the current proposed rule does not even mention 
the issue or next steps. At least in the previous Draft NBPP Rule, CMS wrote: 
 

https://hivhep.org/wp-content/uploads/2023/09/HIV-Hepatitis-Policy-Institute-v.-HHS-DDC-opinion.pdf
https://hivhep.org/wp-content/uploads/2023/12/Clarification-decision.pdf


3 
 

HHS and the Departments of Labor and Treasury intend to issue a future notice of 
proposed rulemaking [to] address the issues arising out of HIV and Hepatitis Policy Institute 
et al. v. U.S. Department of Health and Human Services et al., Civil Action No. 22-2604 
(D.D.C. Sept. 29, 2023), namely, the applicability of drug manufacturer support to the 
annual limitation on cost sharing. 

 
That statement was made on October 4, 2024, more than two years ago. Every day that this 
rule is delayed, patients are forced to pay more for their prescription drugs while insurers and 
Pharmacy Benefit Managers (PBMs) continue to pocket billions of dollars meant for patients 
who are struggling to afford their medications. This stands in stark contrast to President 
Trump’s repeated statements and desire to make prescription drugs more affordable to 
patients. 
 
Not only does this inaction increase the cost patients must pay for their drugs, it creates 
confusion in the states and instability in the prescription drug market.   
 
While a new rule is not strictly necessary, if one were to be issued, it must require copay 
assistance to count as cost-sharing. Given that the federal government sided against patients 
and defended insurers and PBMs in our litigation, we are very concerned about which direction 
a proposed rule might take. We cannot imagine how the government can decide differently. 
The Court concluded what patient groups have long maintained: copay accumulators increase 
patient costs, increase drug manufacturer payments, increase insurer revenues, and are not 
drug discounts.  
 
Counting cost-sharing towards the out-of-pocket (OOP) maximum is consistent with 
Congressional intent of the Affordable Care Act (ACA) and is consistent with the plain language 
of the statute itself.  
 
Title 42 USC Section 18022 both establishes the out-of-pocket maximum and defines the “cost 
sharing” that must be counted towards it. That section of the ACA unambiguously provides that 
the “cost sharing” required to be recognized includes “deductibles, coinsurance, copayments, 
or similar charges.”  
 
The plain language meaning of the statute is clear, with no carve-out to its broad applicability. 
The source of the funds used to satisfy these amounts is irrelevant to the statutory mandate 
that they must be counted. Any such “charge” to a patient, regardless of the source of the 
funds used to satisfy that “charge,” must be recognized for purposes of the OOP maximum. It 
does not matter if the source of the funds used to satisfy any of those “charges” is a parent, a 
sibling, a family friend, a charity, or a drug manufacturer sponsoring a copayment card. The 
statutory text, along with the structure and purpose of the statute, speak directly and decisively 
to the question. They must be counted.  
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We urge the federal government to uphold the Court’s decision, and, if a new rule is 
proposed, it must ensure that copay assistance counts as cost-sharing, as it is the only reading 
of the term “cost sharing” that CMS can lawfully adopt.  
 
Patient Stories 
The HIV+Hepatitis Policy Institute receives countless stories from patients and their families 
who have been harmed by copay accumulator and maximizer programs forced upon them, 
usually without their knowledge, by insurers, PBMs, or employer benefit administrators. Many 
contact us after reading press coverage of our Court victory and wonder why the copay 
assistance they have received is still not being counted as cost-sharing, and why they have to 
come up with thousands of additional dollars to pay for their prescriptions.  These people are 
confused, frustrated, and fearful, wondering why the government is not enforcing the Court’s 
decision, and want to know what they can do and are willing to hire lawyers to help them out.   
 
Below are just some of these real-life patient experiences we have received this year illustrating 
the severe and ongoing harms caused by the federal government’s failure to enforce the 
Court’s ruling and stop the expansion of accumulator and maximizer schemes.   
 
North Carolina Patient with Eczema  
A patient relying on a high-cost medication reported CVS Caremark did not apply a copay card 
valued at $10,000… to the deductible,” and that they “had no clue they were doing that.”  
When they contacted the North Carolina Department of Insurance, they were told that because 
CVS is headquartered out of state, “they didn't have to apply” the assistance—even though the 
patient’s previous insurer had.    
 
Patient with Crohn’s Disease and a Connective Tissue Disorder  
This patient requires a specialty medication.  Their employer insists it “doesn't have to follow 
the federal law as determined by the 2020 NBPP and the 2023 federal court ruling, they're also 
saying” that the plan is “not an insurance company” to try to justify not having to apply copay 
assistance towards the deductible or out-of-pocket maximum. “This really stinks because I 
would have used the rebate program the manufacturer offers if I knew they were going to do 
this.” Appeals and letters from lawyers have been dismissed even though the state has enacted 
a ban on copay accumulator programs.    
 
Parent of a 9-year-old Child Using Dupixent 
A parent whose daughter depends on Dupixent notes that the manufacturer provides $10,000 
annually in copay assistance, but that their employer’s self-funded HDHP excludes that 
assistance using an accumulator.  Their employer’s HR department informed them that an HSA-
compatible HDHP “is not legally permitted to count drug manufacturer support towards the 
plan’s deductible.”  The parent, who followed the litigation closely, asks whether the ruling 
protected their daughter and why their employer is allowed to disregard it.   
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Alabama Husband of Patient with Stiff Person Syndrome and Lung Cancer 
The patient, who receives intravenous immunoglobulin treatment and recently underwent 
surgery for lung cancer, obtained copay assistance from a foundation in 2024, but Blue Cross 
Blue Shield of Alabama nevertheless “failed to credit the payment to her deductible.” Her 
husband, an attorney, wrote that Judge Bates’s decisions “clearly establish[es] co-pay 
accumulator programs are illegal” and is preparing litigation. 
 
Illinois Patient Living with HIV  
A patient stable on Biktarvy since 2019 discovered to their surprise that their new Cigna 
employer-sponsored plan had implemented a copay accumulator without any notice.  They 
explained that the new benefit design “really just delay[s] payment of the entire out-of-pocket 
maximum” resulting in a $4,500 annual cost to them.  They added that “copay accumulator 
programs are federally banned, and … banned in the state of Illinois,” and asked, “is this legal? 
Anything I could/should do?”  
 
Texas Patient Seeking Legal Action  
A Texas patient covered by an employer plan administered by BCBS of Tennessee and CVS 
Caremark reported that CVS’s “True Accumulations” program blocks all copay assistance from 
counting, leading them to pay over $10,000 in cost-sharing in 2024 alone. They report receiving 
“materially false summaries” of their plan’s terms and being unable to obtain documentation 
required under ERISA.  They wrote, “I would be an ideal plaintiff to continue the legal fight,” 
and are exploring litigation against both the employer and the PBM. 
 
California Crohn’s Disease Patient Forced to Enroll in Copay Maximizer Program 
This patient has lived with Crohn’s for two decades and is a licensed pharmacist. Though their 
employer’s plan lists a $50 copay for specialty drugs, CVS Caremark requires 30% coinsurance 
or about $3,000 a month for the two specialty medications they rely on, Rinvoq and Hyrimoz, 
after they declined to enroll in PrudentRx, CVS Caremark’s vendor for copay maximizer 
programs.  The patient notes that this amount “exceed[s] both the listed copay price and both 
individual and family out of pocket maximums.” CVS confirmed that these payments “would not 
accrue towards deductibles or out-of-pocket limits, because the medications were classified as 
"non-essential health benefits.”  They were told this designation could not be appealed.  The 
patient wrote, “I feel I have exhausted all reasonable options… I’m concerned their practices are 
resulting in financial damages and barriers to care. 
 
These patient reports—from multiple states, plan types, and health conditions—illustrate the 
systemic, ongoing harm caused by CMS’s failure to enforce the law.   

 
Patient Scenarios: Copay Accumulators and Maximizers 
The payer community has perpetuated some confusion about the impact of copay 
accumulators and maximizers on patients, drug manufacturers, and payers.  Payers have 
repeatedly contended, even in court, that they do not collect the copay assistance and are not 
double-billing or collecting more than they should under the ACA.  While they are correct that 
the pharmacy, not the payer, collects the copay assistance, it does delay when insurers have to 
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pick up the costs of the drugs. Payers clearly benefit from the copay assistance first collected 
from the drug manufacturer and then, since it did not count as cost-sharing, the additional out-
of-pocket costs from the patient.  In 2024, the amount they collected in copay assistance 
attributable to accumulators and maximizers was $7 billion.1   
 
If payers did not benefit financially from these programs, why would they implement copay 
accumulator programs?  Why do they defend them and work so hard to make sure the copay 
assistance does not count?  It is clear they are doing this to decrease their costs and increase 
their revenues and profits, all at a great expense to patients.  We are extremely disappointed 
that the federal agencies continue to side with insurers and PBMs to the detriment of patients 
who depend on copay assistance to afford their medications.   
 
As the patient scenarios below clearly illustrate, individuals in copay accumulator plans pay 
much more in cost-sharing than they would if their assistance counted. Furthermore, in both 
accumulators and maximizer schemes, payers collect far more revenue than intended under 
the ACA when copay assistance counts. 

 

 
 

Confirm Insurers are Including Copay Assistance in Medical Loss Ratio 
Pursuant to Section 2718 of the Public Health Service Act, the ACA generally limits the total 
percentage that many plans may take in either profits or administrative costs to 15 or 20 
percent of the claims incurred. Importantly, as of late 2025, about four in ten commercially 
insured lives were enrolled in plans using a copay accumulator or a maximizer.2  This indicates 
that plans and/or their PBMs are capturing literally billions of dollars in additional funds each 
year.   
 

Copyright © 2023 Mercalis. All rights reserved.

Comparing Plans: Traditional vs Maximizer vs Accumulator

TotalDecNovOctSepAugJulJunMayAprMarFebJanTraditional

$6,500$0$0$0$0$0$0$0$0$0$0$2,500$4,500Cost Share

$6,500$0$0$0$0$0$0$0$0$0$0$2,500$4,500Copay Funds

$0$0$0$0$0$0$0$0$0$0$0$0$0Patient ROOP

TotalDecNovOctSepAugJulJunMayAprMarFebJanMaximizer

$20k$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67Cost Share

$20k$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67$1,666.67Copay Funds

$0$0$0$0$0$0$0$0$0$0$0$0$0Patient ROOP

TotalDecNovOctSepAugJulJunMayAprMarFebJanAccumulator

$26,500$0$0$0$0$0$2,000$2,000$4,500$4,500$4,500$4,500$4,500Cost Share

$20k$0$0$0$0$0$0$0$2,000$4,500$4,500$4,500$4,500Copay Funds

$6,500$0$0$0$0$0$2,000$2,000$2,500$0$0$0$0Patient ROOP

Patient Insurance Max Out of Pocket: $6,500 Copay Program: $0 copay up to $20,000 Annually
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Under Section 2718, plans are obliged to apply these amounts against incurred losses and 
claims, which, in turn, reduces the amount that can be taken as profits or for administrative 
costs under the applicable caps.  If accounting for these billions triggers a cap, rebates must be 
generated. 
 
Insurers are also required, under Section 2718 of the Public Health Service Act, to annually 
submit a Medical Loss Ratio (MLR) report to CMS.  If a plan has not appropriately accounted for 
accumulator and maximizer revenues, their MLR report to CMS would be false, creating 
potential civil and even criminal liability. 
 
Significantly, concern has been voiced that, separate from this issue, plans may “manage” their 
reporting to retain profits in a manner that is either inconsistent with the letter or the spirit of 
the MLR cap.3   
 
We request that CMS confirm that these laws are properly being implemented, ensure proper 
oversight of insurers, and take appropriate action against plans that are not in compliance.  
 
Proliferation of Copay Accumulators & Copay Maximizers 
The use of copay accumulators and copay maximizer programs continues to increase due to the 
federal government’s inaction in issuing rules to stop them and their lack of enforcement 
following our favorable Court decision.   
 
As illustrated in the graph below, in 2020, 27 percent of commercial plans had implemented 
copay accumulators, which increased to 39 percent in 2025.  For copay maximizers, 39 percent 
of commercial plans had implemented copay maximizers in 2025, compared to 24 percent in 
2020.  The percentage of plans that include them but not yet implementing them is much 
higher. 
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According to IQVIA, copay accumulator and maximizer programs accounted for $7 billion of 
copay assistance in 2024.4  
 
Increased Out-of-Pocket Expenses for Patients & Their Impact 
There is no doubt that patients need copay assistance to afford their prescription drugs, 
particularly given high deductibles and cost-sharing, often expressed in terms of coinsurance, or 
a percentage of the list price of a drug.  
 
While much attention is focused on list prices, patient out-of-pocket costs—the amount of 
money people actually pay for their drugs—are set by the insurers. Due to insurance benefit 
design, as described below, issuers are forcing beneficiaries to pay high costs, especially when 
compared to other healthcare services.   
 
According to CMS’ 2024 National Health Expenditures report, illustrated below, patients paid 
only 2.5 percent of hospital care spending out-of-pocket, despite hospital care accounting for 
nearly four times more total spending than prescription drugs. Despite the much smaller total 
amount of spending for prescription drugs, the out-of-pocket spending for prescription drugs 
($55 billion) was higher than all the out-of-pocket spending for hospitals ($40.6 billion).5  
 

 
 

CMS has already announced that the maximum annual out-of-pocket cost will be increasing in 
2027 by 13 percent from 2026. For 2027, it will be $12,000 for an individual and $24,000 for a 
family.  The 2026 limits are $10,600 and $21,200, respectively.  This is a great deal of money, 
which most people do not have, and it is on top of the cost of monthly premiums.  
 
Due to the proliferation of high-deductible plans, depending on the drug, an individual may be 
required to pay the total amount of $12,000 all at once for their medication at the beginning of 
the year. 
 

https://www.cms.gov/files/document/2026-PAPI-Parameters-Guidance-2024-10-08.pdf
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According to KFF, the 2026 silver plan average deductible is $5,304 (compared to $4,902 in 
2025) while the bronze plan average deductible is $7,476 (compared to $7,186 in 2025).6 

 
That is why patients who use prescription medications rely on copay assistance.  As illustrated 
in the graph below, according to IQVIA, in 2024 patient out-of-pocket costs for medicines was 
$98 billion.  That was an increase of $6 billion from 2023.  

 
Due in part to high patient out-of-pocket costs, patients do not always pick up their 
prescription drugs. As detailed below, according to an IQVIA analysis, an estimated 96 million 
prescriptions were abandoned at the pharmacy in 2024, with an abandonment rate of one in 
four for prescriptions with out-of-pocket costs above $75.7 For prescriptions with a final out-
of-pocket cost above $250, 54 percent are not picked up by patients, as compared with 7 
percent of patients who do not fill when the cost to them is less than $10.  
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In order to afford their prescription medications, patients and families rely on copay assistance.  
In 2024, manufacturer copay assistance brought down patient costs by nearly $21.5 billion 
and accounted for 25 percent of out-of-pocket costs.8  Over the last five years, copay 
assistance accounted for $91 billion. Without copay assistance, the American people would 
have had to come up with all this money, which most people do not have. 
 

 
 

 
 
Consider some recent surveys regarding patient affordability of prescription drugs: 
 

• A June 2025, GoodRx survey titled “More Americans Than Ever Are Struggling to 
Afford Their Prescription Medications” found the following:  

o 67% of Americans who filled a prescription described the cost of their 
medication as a burden. 

o Paying for prescription drugs leads many Americans to make sacrifices in 
other areas of life. Almost 30% of people reported cutting back on spending 
for food or clothing to pay for their prescriptions. 

o 38% of people said they worried about being able to afford their medications, 
up significantly from 27% in 2024.  

o High out-of-pocket costs change how people take their medications. Among 
people who filled a prescription in 2025, 1 in 5 reported rationing their 
medications due to cost. 
 

• A KFF survey released in January 2026 titled “Americans’ Challenges with Health Care 
Costs” found the following: 

o About one in five adults (21%) say they have not filled a prescription because 
of the cost, while a similar share (23%) say they have instead opted for over-
the-counter alternatives.  

https://www.goodrx.com/healthcare-access/research/prescription-cost-burden-2025
https://www.goodrx.com/healthcare-access/research/prescription-cost-burden-2025
https://www.kff.org/health-costs/americans-challenges-with-health-care-costs/
https://www.kff.org/health-costs/americans-challenges-with-health-care-costs/
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o About one in seven adults say they have cut pills in half or skipped doses of 
medicine in the last year because of the cost. 

o A third of all adults say they have taken at least one of these cost saving 
measures in the past year, including larger shares of women and those with 
lower incomes. 

 
Copay Accumulator State Bans Lead to Lower Patient Costs & Greater Adherence 
A study released in 2024 and was included in our comments on the 2026 Proposed Rule (see 
Attachment 3) conducted by Oxford PharmaGenesis examined the impact of copay accumulator 
adjustment program (CAAP) bans in five states (Arizona, Georgia, Illinois, Virginia, and West 
Virginia) and patient cost and adherence of autoimmune or multiple sclerosis drugs between 
January 1, 2017 to December 31, 2021.9 The study found:  

• States that implemented a CAAP ban had relative reductions in patient liability after the 
first two months, which ranged from 41% to 63%, with monthly savings ranging from 
$128 to $520.  

• Patients in states with a CAAP ban had 14% greater odds of being adherent to their 
treatment after policy implementation than patients in states without a CAAP ban and a 
13% reduction in risk of discontinuing. 

 
Looking at patient liability: 

• In states without a CAAP ban, patient liability increased from a range of $930 (January) 
to $88 (November) before the policy effective date to a range of $930 (January) to $103 
(November) after the policy effective date.  

• In contrast, in the states that implemented a CAAP ban, the mean monthly patient 
liability reduced from a range of $2,781 (January) to $303 (November) before the policy 
effective date to a range of $2,460 (January) to $164 (November) after the policy 
effective date.  

• For states with a CAAP ban, relative reductions in patient liability were similar to those 
of states without a CAAP ban in January and February, whereas relative reductions were 
greater from March through December, ranging from 41% to 63% and monthly savings 
ranging from $128 to $520.  

 
A more recent study released in October 2025 titled, “Balancing Patient Affordability and 
Insurer Costs: Evidence from State-Level Copay Accumulator Bans” (See Attachment 4) 
conducted by researchers at Penn State and the University of Toronto examined the impact of 
state copay accumulator bans between 2018 and 2020.  They concluded: 

 
First, we find that the ban raises the annual purchase quantity per patient by 40.0% 
(e0.337 – 1), indicating support for H1. That is, the ban allows the average patient to fill 
more prescriptions over the year, possibly suggesting improved adherence to prescribed 
treatment. In addition, the ban lowers the average patient OOP spending per quantity 
by 18.2% while raising the average insurer spending per quantity by 15.6%, indicating 
support for H2 and H4. These results suggest the improvement in affordability is 
achieved by shifting the average patient’s financial responsibility to the insurer, which in 
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turn allows the patient to fill more prescriptions (i.e., possibly improve adherence). 
Meanwhile, contrary to expectations, the ban is not found to increase the overall 
patient volume on copay-assisted medications, indicating rejection of H3. That is, the 
results possibly suggest unimproved access in the post-ban years, despite the ban’s 
financial advantages revealed at the patient-level.    

 
Confusion in the States 
While the federal government is allowing insurers and PBMs to implement copay accumulators, 
26 states, Puerto Rico, and DC have enacted legislative bans on them in state regulated plans.  
Two additional states, Nevada and Minnesota, rightly require plans to abide by the federal 
Court decision. According to Avalere Health, their analysis of AIS Health Data’s September 2025 
enrollment data found that at least 17 percent of the total US commercial market 
(approximately 34.28 million individuals) are enrolled in plans that must count any form of 
copay assistance toward patient cost-sharing limits.10 This patchwork is creating great 
confusion throughout the country for patients, regulators, payers, and drug manufacturers and 
is another reason why the federal government should issue a rule requiring copay assistance to 
count. 
 

 
 
Copay Assistance Does Not Increase Premiums 
Proponents of copay accumulators frequently argue that copay assistance leads to higher 
premiums. However, research conducted by The AIDS Institute reveals that there is no 
difference in premiums between plans that have instituted copay accumulators and those 
without them in the states that have not yet banned copay accumulators.11  See graphic below. 
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3)   Covered Drugs Must be Included as Essential Health Benefits 
We were pleased that CMS codified in the 2025 Notice of Payment and Parameters Rule the 
policy that prescription drugs covered in excess of the state’s benchmark plan are to be 
considered essential health benefits (EHB) in the small group and individual markets, and 
therefore, are subject to EHB protections, including annual cost-sharing limits. However, it did 
not make the same clarification for the large group and self-funded markets, though it said it 
would do so in the future. 
 
Unfortunately, the 2027 Proposed Rule failed to include this important clarification. We urge 
the federal agencies to issue a rule that applies this same principle to all plans to close this 
loophole.  
 
Due to the federal government’s inaction, payers and vendors using this scheme continue to 
implement copay maximizers by exploiting copay assistance from drug manufacturers far in 
excess of ACA out-of-pocket maximums.  
 
In our comments on the proposed 2025 Notice of Benefits and Payment Parameters Rule, we 
described how certain entities are working with employers and insurers to implement schemes 
that designate certain prescription drugs as “non-essential health benefits.”  The drugs selected 
just happen to be the ones whose manufacturers offer copay assistance. The copay assistance 
does not accumulate toward the beneficiaries’ deductible or out-of-pocket maximum and the 
vendors then exhaust all of the available copay assistance for themselves and split it with the 
payers. To accomplish this, they force the beneficiaries to sign up for copay assistance 
programs but if they do not, require them to pay a high cost, such as 30 percent coinsurance.  
 
As we wrote in our comments for the last two years, it is rather ironic that while there are 
entities (including insurers) that voice strong opposition to copay assistance, at the same time, 

https://hivhep.org/wp-content/uploads/2024/01/HIV-Hep-2025-NBPP-Proposed-Rule-Comments.pdf
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they are working with others that are taking advantage of the copay assistance programs and 
extracting as much as they can for themselves.  
 
To make matters worse, the federal government is allowing these schemes to continue and 
grow.   
 
While stopping the use of “non-EHB” schemes will end the practice of copay maximizers, doing 
so without also requiring copay assistance to count will likely simply enable payers to convert 
copay benefit designs into copay accumulator benefit designs.  As described in the patient 
scenarios above, accumulators have a much greater financial impact on patients.  Therefore, it 
is necessary for the federal government to end the “non-EHB” loophole and make copay 
assistance count.  
 
4)   Alternative Funding Programs (AFPs) 
In addition to entities that designate “non-EHB drugs” in order to extract manufacturer copay 
assistance to implement a copay maximizer, there are other vendors that also use “non-EHB 
drug” designations to implement alternative funding programs.  In these programs, patients 
who use certain medications are directed to enroll in an alternative program (which is not 
insurance) in order to bypass ACA laws and regulations relative to patient cost-sharing limits 
and other patient protections. They then find alternative funding mechanisms, such as 
imported drugs or patient assistance programs, to supply the drugs to the patient.  If the 
patient does not comply, they will be left paying the full cost of the drug.  
 
In our comments on the 2025 proposed rule, we described in more detail some of these 
companies and how they work.  We described that for as an alternative funding source, one 
vendor uses “manufacturer free programs, grants/charities, our International Mail Order 
Pharmacy partner, domestic wholesale pharmacy and occasionally a copay card.” Another 
vendor forces patients to sign up for drug manufacturers patient assistance programs, which 
are free drug programs meant for people who are uninsured.   
 
There are a growing number of other vendors that are working with insurers, employers, and 
PBMs around the country.  
 
The federal government must investigate and prohibit these harmful schemes.  
 
We thank you for the opportunity to share these comments and look forward to working 
with you as you seek to make healthcare, particularly prescription drugs, more affordable 
and accessible for more Americans. Should you have any questions or comments, please 
feel free to contact me at cschmid@hivhep.org. Thank you very much.  

 
 
 
 

https://hivhep.org/wp-content/uploads/2024/01/HIV-Hep-2025-NBPP-Proposed-Rule-Comments.pdf
mailto:cschmid@hivhep.org
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Sincerely, 

 
Carl E. Schmid II 
Executive Director     
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UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

 

HIV AND HEPATITIS POLICY 
INSTITUTE et al.,  

Plaintiffs, 

 

v. Civil Action No. 22-2604 (JDB) 

UNITED STATES DEPARTMENT OF 
HEALTH AND HUMAN SERVICES et al., 
      Defendants. 

 

MEMORANDUM OPINION 

Plaintiffs, three individuals and three patient advocacy groups, challenge a rule 

promulgated by defendants, the U.S. Department of Health and Human Services (“HHS”), its 

component agency the Centers for Medicare and Medicaid Services (“CMS”), and the leadership 

of those agencies (collectively, the “agencies”).  This rule affirmatively permits, but does not 

require, health insurance issuers and group health plans (collectively, “insurers”) to decline to 

credit certain financial assistance provided to patients by drug manufacturers when calculating 

whether those patients have met their cost-sharing obligations under the Affordable Care Act.  See 

Patient Protection and Affordable Care Act; HHS Notice of Benefit and Payment Parameters for 

2021; Notice Requirement for Non-Federal Governmental Plans, 85 Fed. Reg. 29164, 29230–35, 

29261 (May 14, 2020) (codified at 45 C.F.R. § 156.130(h)) (“2021 NBPP”).1  Plaintiffs allege that 

the rule conflicts with the Affordable Care Act’s statutory definition of “cost sharing,” conflicts 

with the agencies’ preexisting regulatory definition of “cost sharing,” and is arbitrary and 

capricious. 

 
1 The full “Notice of Benefit and Payment Parameters for 2021” spans ninety-nine pages in the Federal 

Register.  References to the “2021 NBPP” throughout this opinion are only to the portion challenged by plaintiffs. 
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Before the Court are the parties’ cross-motions for summary judgment.  For the reasons 

that follow, the Court concludes that the 2021 NBPP must be set aside based on its contradictory 

reading of the same statutory and regulatory language and the fact that the agencies have yet to 

offer a definitive interpretation of this language that would support the rule.  The Court will thus 

grant plaintiffs’ motion, deny the agencies’ cross-motion, and vacate the challenged rule. 

Background 

I. Statutory and Factual Background 

In 2010, Congress enacted the Patient Protection and Affordable Care Act, Pub. L. No. 

111-148, 124 Stat. 119 (2010) (“ACA”), in an effort to “increase the number of Americans covered 

by health insurance and decrease the cost of health care.”  Nat’l Fed’n of Indep. Bus. v. Sebelius, 

567 U.S. 519, 538 (2012).  Among its various provisions, the ACA sets an annual cap on the 

amount that insurers can require insured individuals to pay out of pocket for their medical 

expenses.  See 42 U.S.C. § 18022(c)(1); see also id. § 300gg-6(b); 2021 NBPP, 85 Fed. Reg. at 

29229 (setting cost-sharing cap for 2021 at $8,550 for individual plans and $17,100 for family 

plans).  Once this annual “cost sharing” cap is reached, the insurer is solely responsible for 

covering the insured individual’s remaining medical expenses that year.  See 42 U.S.C. 

§ 18022(c)(1).  The statute defines “cost sharing” as follows: 

The term “cost-sharing” includes—(i) deductibles, coinsurance, copayments, or 
similar charges; and (ii) any other expenditure required of an insured individual 
which is a qualified medical expense (within the meaning of section 223(d)(2) of 
Title 26) with respect to essential health benefits covered under the plan. 
 

Id. § 18022(c)(3)(A). 

A deductible is “the portion of the loss [under an insurance policy] to be borne by the 

insured before the insurer becomes liable for payment.”  Deductible, Black’s Law Dictionary (9th 

ed. 2009).  Coinsurance is “[i]nsurance under which the insurer and insured jointly bear 
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responsibility.”  Coinsurance, id.  And a copayment is “[a] fixed amount that a patient pays to a 

healthcare provider according to the terms of the patient’s health plan.”  Copayment, id.  

Copayments are typically low, flat fees required when picking up a prescription drug or accessing 

medical care, while coinsurance payments are assessed as a percentage of the overall cost and thus 

may be much higher.  See Pls.’ Mem. Supp. Summ. J. [ECF No. 13-1] (“Pls.’ Mot.”) at 4 n.2 

(citing public-facing agency guidance). 

Some drug manufacturers offer direct “manufacturer assistance”—financial support to 

patients to pay for specific prescription drugs.  See, e.g., 2021 NBPP, 85 Fed. Reg. at 29230.  In 

one common setup, a drug manufacturer may provide a patient with a coupon that, when presented 

to a pharmacy or other point of sale, directs the pharmacy to bill all or part of the patient’s 

copayment or coinsurance obligations to the drug manufacturer instead of the patient.  See id. at 

29234 (providing example of patient paying a $50 copay with $30 cash and a $20 coupon); Admin. 

R. App. [ECF No. 40-2] (“AR”) at 2790–91 (describing the typical billing process as (1) the 

pharmacy submitting an electronic claim to the insurer for the drug, (2) the insurer processing the 

claim and sending a response indicating what portion of the payment is to be paid by the patient 

as cost-sharing, (3) the pharmacy billing the third-party assistance provider for all or part of that 

cost-sharing obligation, and (4) the patient paying any remaining balance); id. at 2768–69 (“The 

pharmacy receives the same payment it would for each drug dispensed, regardless of whether cost-

sharing assistance is applied.”).  Other direct manufacturer assistance programs include “pre-paid 

debit cards for the payment of cost-sharing . . . and cash or check reimbursement to patients for 

their cost-sharing for a specific drug.”  AR at 2270 n.4; see id. at 2791 (similar).  The through-line 

is some payment by the drug manufacturer to subsidize the patient’s purchase of the drug at the 
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point of sale.  See, e.g., id. at 2790–91; see also id. at 2270 n.4 (comment from national insurers’ 

organization describing these programs as “funded by drug manufacturers”). 

Supporters of manufacturer assistance argue that these programs help patients—

particularly those suffering from rare or costly conditions—afford drugs, which improves health 

outcomes by promoting adherence to existing medication regimens.  See, e.g., 2021 NBPP, 85 

Fed. Reg. at 29234; AR at 3569–71.  Critics contend that manufacturer assistance can be used by 

drug manufacturers to artificially inflate demand for their drugs, thus distorting the market and 

increasing overall healthcare costs.  See, e.g., 2021 NBPP, 85 Fed. Reg. at 29234; AR at 2271–72. 

In response to manufacturer assistance, some insurers have instituted “copay accumulator” 

programs.  Under these programs, patients are still able to utilize manufacturer assistance to pay 

for medications, but the value of this assistance is not credited toward patients’ deductibles and 

annual cost-sharing maximums.  See, e.g., 2021 NBPP, 85 Fed. Reg. at 29233.  Take this stylized 

example, with assumptions of a $6,000 cost-sharing maximum, $4,000 in manufacturer assistance 

available, and a $2,000 monthly drug cost: 

 Without Copay Accumulator With Copay Accumulator 
Month Paid by Patient Paid by Mfr. 

Assistance 
Paid by Patient Paid by Mfr. 

Assistance 
January $0 $2,000 $0 $2,000 
February $0 $2,000 $0 $2,000 
March $2,000 $0 $2,000 $0 
April $0 $0 $2,000 $0 
May $0 $0 $2,000 $0 
Rest of Year $0 $0 $0 $0 
Total $2,000 $4,000 $6,000 $4,000 

 
Cf. AR at 1348 (providing similar example).  With the copay accumulator program, the patient 

pays $4,000 more—the value of the non-credited manufacturer assistance—before reaching the 

$6,000 cost-sharing cap and having the insurer cover all costs for the remainder of the year.  The 
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insurer thus collects $10,000 in cost-sharing payments as opposed to the $6,000 it would have 

collected in the absence of the copay accumulator. 

II. Regulatory Background 

Prior to 2019, the agencies had not directly addressed the permissibility of copay 

accumulator programs.  See 2021 NBPP, 85 Fed. Reg. at 29232 (noting that prior to the 2019 

rulemaking, “federal rules did not explicitly state whether issuers and group health plans had the 

flexibility to determine how to factor in direct drug manufacturer support amounts towards the 

annual limitation on cost sharing”).  The agencies had, however, defined the term “cost sharing” 

by regulation as follows: 

Cost sharing means any expenditure required by or on behalf of an enrollee with 
respect to essential health benefits; such term includes deductibles, coinsurance, 
copayments, or similar charges, but excludes premiums, balance billing amounts 
for non-network providers, and spending for non-covered services. 

 
45 C.F.R. § 155.20; see Patient Protection and Affordable Care Act; Establishment of Exchanges 

and Qualified Health Plans; Exchange Standards for Employers, 77 Fed. Reg. 18310, 18445 

(March 27, 2012) (“2012 Rule”). 

In April 2019, the agencies published the following rule regarding copay accumulators: 

Notwithstanding any other provision of this section, and to the extent consistent 
with state law, amounts paid toward cost sharing using any form of direct support 
offered by drug manufacturers to enrollees to reduce or eliminate immediate out-
of-pocket costs for specific prescription brand drugs that have an available and 
medically appropriate generic equivalent are not required to be counted toward the 
annual limitation on cost sharing (as defined in paragraph (a) of this section). 

 
Patient Protection and Affordable Care Act; HHS Notice of Benefit and Payment Parameters for 

2020, 84 Fed. Reg. 17454, 17568 (April 25, 2019) (codified at 45 C.F.R. § 156.130(h); version 

effective from June 24, 2019 to July 12, 2020) (“2020 NBPP”).  In the preamble to the rule, the 

agencies explained that it was motivated by the market-distortive effect of manufacturer assistance 

Case 1:22-cv-02604-JDB   Document 42   Filed 09/29/23   Page 5 of 25



6 

when a less expensive generic drug is available and expressed the view that “the overall intent of 

the [ACA] was to establish annual limitations on cost sharing that reflect the actual costs that are 

paid by the enrollee.”  Id. at 17544. 

In response to commenters who recommended that all manufacturer assistance be excluded 

from counting toward the cost-sharing limit, the agencies explained that the rule was specifically 

intended to address market distortion in the generic-drug context and that “[w]here there is no 

generic equivalent available or medically appropriate, it is less likely that the manufacturer’s 

coupon would disincentivize a lower cost alternative and thereby distort the market.”  Id. at 17545.  

The agencies further stated:  

Where there is no generic equivalent available or medically appropriate . . . amounts 
paid toward cost sharing using any form of direct support offered by drug 
manufacturers must be counted toward the annual limitation on cost sharing.  We 
have added language to the regulation text to address this clarification. 

 
Id. (emphasis added).  But no such language was in fact added to the text of the final regulation.  

Compare Patient Protection and Affordable Care Act; HHS Notice of Benefit and Payment 

Parameters for 2020, 84 Fed. Reg. 227, 290–91 (proposed Jan. 24, 2019) (“Proposed 2020 

NBPP”), with 2020 NBPP, 84 Fed. Reg. at 17568. 

 In short order, the agencies received “feedback . . . indicat[ing] there [was] confusion about 

whether the 2020 NBPP Final Rule require[d] plans and issuers to count the value of drug 

manufacturers’ coupons toward the annual limitation on cost sharing, other than in circumstances 

in which there is a medically appropriate generic equivalent available.”  AR at 4320.  The agencies, 

along with the Departments of Labor and the Treasury, issued a guidance document in August 

2019 acknowledging this confusion.  See id. at 4319–21.  The guidance document also explained 

that, if read to apply outside the generic-drug context, the 2020 NBPP might conflict with certain 

IRS guidance regarding high deductible health plans.  Id. at 4320.  The agencies noted their intent 
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to address this issue in the 2021 NBPP and explained that, until then, they “[would] not initiate an 

enforcement action if an [insurer] excludes the value of drug manufacturers’ coupons from the 

annual limitation on cost sharing, including in circumstances in which there is no medically 

appropriate generic equivalent available.”  Id. at 4321; see id. at 4320–21. 

In May 2020, the agencies published the 2021 NBPP regulation at issue in this case: 

Notwithstanding any other provision of this section, and to the extent consistent 
with State law, amounts paid toward reducing the cost sharing incurred by an 
enrollee using any form of direct support offered by drug manufacturers for specific 
prescription drugs may be, but are not required to be, counted toward the annual 
limitation on cost sharing, as defined in paragraph (a) of this section. 
 

2021 NBPP, 85 Fed. Reg. at 29261 (emphasis added); see 45 C.F.R. § 156.130(h).  The preamble 

to the rule explained that it was motivated by the “confusion” engendered by the 2020 NBPP, the 

potential conflict with IRS guidance, and the desire to provide insurers with “flexibility.”  2021 

NBPP, 85 Fed. Reg. at 29231.  The agencies stressed that the 2021 NBPP was intended to leave 

insurers “free to continue longstanding policies” and that the agencies “[did] not require and are 

not directing [insurers] to any specific practice with regards to how [manufacturer assistance is] 

treated with respect towards accumulators.”  Id. at 29233; see also, e.g., id. at 29232 (“[Insurers] 

need not make changes to how they have historically handled direct drug manufacturer support 

amounts.”). 

In the notice of proposed rulemaking for the 2021 NBPP, the agencies had “proposed to 

interpret the definition of cost sharing to exclude expenditures covered by drug manufacturer 

coupons.”  Id. at 29231; see also Patient Protection and Affordable Care Act; HHS Notice of 

Benefit and Payment Parameters for 2021; Notice Requirement for Non-Federal Governmental 

Plans, 85 Fed. Reg. 7088, 7136 (proposed Feb. 6, 2020).  The agencies opted not to finalize this 

proposed interpretation, due at least in part to commenters who argued that the interpretation was 
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inconsistent with the existing regulatory definition of “cost sharing” at 45 C.F.R. § 155.20.  See 

2021 NBPP, 85 Fed. Reg. at 29230, 29234.  Instead, the agencies concluded that “the term ‘cost 

sharing’ is subject to interpretation”: 

For [health insurance] issuers who elect to include these amounts towards a 
consumer’s annual limitation on cost sharing, the value of direct drug manufacturer 
support would be considered part of the overall charges incurred by the enrollee.  
For [health insurance] issuers who elect to not count these amounts towards the 
consumer’s annual limitation on cost sharing, the value of the direct drug 
manufacturer support would be considered a reduction in the amount that the 
enrollee incurs or is required to pay. 

 
Id. at 29234. 

 The agencies also responded to other comments expressing concern about aspects of the 

rule.  As to the purported conflict with IRS guidance, the agencies explained their reasoning as to 

why this conflict “may exist.”  Id. at 29233.  As to comments questioning why the rule was limited 

to direct support provided by drug manufacturers (as opposed to other forms of third-party support, 

such as amounts raised via crowdfunding), the agencies explained that they “currently ha[d] no 

evidence” that these other types of support had “similar distortive effects.”  Id. at 29234.  And as 

to comments expressing concern that the affirmative authorization of copay accumulators would 

increase patients’ out-of-pocket costs, the agencies noted that this cost impact would be limited if 

insurers not currently utilizing copay accumulators “continue[d] their current behavior,” which the 

agencies “believe[d] [would] be the case.”  Id. at 29232.  The agencies “acknowledge[d] the 

possibility” that the 2021 NBPP might lead some insurers to adopt copay accumulator programs 

but concluded that they could not “project this burden with sufficient certainty.”  Id. 

III. Procedural History 

On August 30, 2022, the three organizational plaintiffs—the HIV and Hepatitis Policy 

Institute, the Diabetes Patient Advocacy Coalition, and the Diabetes Leadership Council—filed a 
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complaint challenging the 2021 NBPP and naming as defendants HHS, CMS, Xavier Becerra, in 

his official capacity as Secretary of HHS, and Chiquita Brooks-Lasure, in her official capacity as 

Administrator of CMS.  Compl. [ECF No. 1].  The agencies moved to dismiss for lack of standing.  

Defs.’ Mot. to Dismiss [ECF No. 8].  In response, plaintiffs filed an amended complaint adding 

three individual plaintiffs: Alyssa Dykstra, Katherine Mertens, and Cynthia Regan.  Am. Compl. 

[ECF No. 10] ¶¶ 18–20. 

On February 2, 2023, plaintiffs moved for summary judgment.  Pls.’ Mot.  Plaintiffs 

advance three central arguments as to why the 2021 NBPP is unlawful and must be set aside.  First, 

they argue that the 2021 NBPP conflicts with the ACA’s statutory definition of “cost sharing” and 

that the new rule is not entitled to Chevron deference.  See id. at 13–18.  Second, plaintiffs contend 

that the 2021 NBPP “clashes even more starkly” with the agencies’ preexisting regulatory 

definition of “cost sharing” at 45 C.F.R. § 155.20.  Id. at 18; see id. at 18–21.  Third, plaintiffs 

offer a host of reasons why the 2021 NBPP is arbitrary and capricious: (1) it gives the same 

statutory and regulatory language different meanings, (2) the “sole justification” for the rule is 

based on an erroneous view of the law, (3) the rule’s analysis of costs to patients is irrational, (4) 

the agencies failed to explain their “reversal” from the 2020 NBPP and failed to take reliance 

interests on that earlier rule into account, and (5) the rule treats similarly situated cases differently 

without adequate justification.  See id. at 21–38. 

The agencies filed a cross-motion for summary judgment and opposed plaintiffs’ motion.  

Defs.’ Mem. Supp. Cross-Mot. Summ. J. & Opp’n to Pls.’ Mot. [ECF No. 27-1] (“Defs.’ Mot.”).  

The agencies argue that the 2021 NBPP is not reviewable both because it is not “final agency 

action,” 5 U.S.C. § 704, and because it is “agency action committed to agency discretion by law,” 

id. § 701(a)(2).  Defs.’ Mot. at 12–16.  They further contend that each of plaintiffs’ challenges 
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lacks merit.  See id. at 16–38.  And the agencies assert that, even if the Court ultimately sets aside 

the 2021 NBPP as arbitrary and capricious, it should decline to interpret the statutory definition of 

“cost sharing” in the first instance.  See id. at 39. 

Plaintiffs filed a combined reply in support of their motion and opposition to the agencies’ 

cross-motion, Reply Supp. Pls.’ Mot. & Opp’n to Defs.’ Cross-Mot. [ECF No. 32] (“Pls.’ Reply”), 

and the agencies filed a reply in support of their cross-motion, Reply Supp. Defs.’ Cross-Mot. 

[ECF No. 38] (“Defs.’ Reply”).  The Court also received three amicus curiae briefs supporting 

plaintiffs—one from Aimed Alliance and other healthcare policy and patient advocacy 

organizations, one from drug assistance coupon administrator TrialCard Incorporated, and one 

from Pharmaceutical Research and Manufacturers of America—and an amicus curiae brief 

supporting the agencies from America’s Health Insurance Plans, Inc. 

Both motions are now fully briefed and ripe for decision. 

Legal Standard 

A moving party is entitled to summary judgment where it shows “that there is no genuine 

dispute as to any material fact and [that it] is entitled to judgment as a matter of law.”  Fed. R. Civ. 

P. 56(a).  In an Administrative Procedure Act (“APA”) challenge such as this, the “‘entire case’ . . . 

is a question of law,” Am. Bioscience, Inc. v. Thompson, 269 F.3d 1077, 1083 (D.C. Cir. 2001), 

and “[s]ummary judgment is the proper mechanism for deciding, as a matter of law, whether an 

agency action is supported by the administrative record and consistent with the APA standard of 

review,” Hosp. for Special Surgery v. Becerra, Civ. A. No. 22-2928 (JDB), 2023 WL 5448017, at 

*4 (D.D.C. Aug. 24, 2023) (quoting Styrene Info. & Rsch. Ctr., Inc. v. Sebelius, 944 F. Supp. 2d 

71, 77 (D.D.C. 2013)).  Under the APA, a reviewing court will set aside final agency action that 
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is “arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with law.”  5 U.S.C. 

§ 706(2)(A); see id. § 704. 

Analysis 

I. Justiciability 

A. Standing 

The agencies concede that at least one of the individual plaintiffs added in plaintiffs’ 

amended complaint has standing because she “takes a biologic medication . . . that currently has 

no generic equivalent.”  Defs.’ Mot. at 10 n.1; see Am. Compl. ¶¶ 20, 81–82; Regan Decl. [ECF 

No. 13-4] ¶ 3.  This plaintiff, Cynthia Regan, attests that due to her insurer’s copay accumulator, 

manufacturer assistance she utilized in both 2022 and 2023 was not credited toward her cost-

sharing maximum and she was required to pay additional money out of pocket before reaching the 

maximum.  Regan Decl. ¶¶ 4–9. 

To establish standing, “a plaintiff must show (i) that he suffered an injury in fact that is 

concrete, particularized, and actual or imminent; (ii) that the injury was likely caused by the 

defendant; and (iii) that the injury would likely be redressed by judicial relief.”  TransUnion LLC 

v. Ramirez, 141 S. Ct. 2190, 2203 (2021).  Here, the monetary harm suffered by Regan is a 

quintessential injury in fact.  See id. at 2204.  The agencies’ authorization of the insurer’s conduct 

satisfies the causation element, because “injurious private conduct is fairly traceable to the 

administrative action contested in the suit if that action authorized the conduct or established its 

legality.”  Animal Legal Def. Fund, Inc. v. Glickman, 154 F.3d 426, 441 (D.C. Cir. 1998) (en 

banc) (quoting Tel. & Data Sys., Inc. v. F.C.C., 19 F.3d 42, 47 (D.C. Cir. 1994)); see also, e.g., 

Consumer Fed’n of Am. v. F.C.C., 348 F.3d 1009, 1012 (D.C. Cir. 2003).  And “[i]t follows that 

the injury is also redressable.”  Consumer Fed’n of Am., 348 F.3d at 1012.  Even assuming the 
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2020 NBPP does not prohibit the challenged conduct—such that vacatur of the 2021 NBPP would 

render the conduct unregulated as opposed to unlawful—”[o]n remand, the [agencies] could adopt 

[plaintiffs’] position and force [insurers] to change [their] practices.”  Id.  While “remand would 

not entitle [plaintiffs] to such relief, it ‘would constitute a necessary first step.’”  Id. (some internal 

quotations omitted) (quoting Tel. & Data Sys., Inc., 19 F.3d at 47). 

Hence, Regan has standing.  Because she does, the Court “need not consider the standing 

of the other plaintiffs.”  Carpenters Indus. Council v. Zinke, 854 F.3d 1, 9 (D.C. Cir. 2017) (quoting 

Mountain States Legal Found. v. Glickman, 92 F.3d 1228, 1232 (D.C. Cir. 1996)).2 

B. Administrative Reviewability 

The agencies argue that the 2021 NBPP is unreviewable either as agency action that is not 

“final,” 5 U.S.C. § 704, or as “agency action committed to agency discretion by law,” id. § 

701(a)(2).  Neither contention is ultimately persuasive. 

Under the APA, judicial review is limited to “[a]gency action made reviewable by statute 

and final agency action for which there is no other adequate remedy in a court.”  5 U.S.C. § 704.  

To be “final,” agency action must generally meet two requirements: (1) it “must mark the 

consummation of the agency’s decisionmaking process” rather than being “of a merely tentative 

or interlocutory nature” and (2) it “must be one by which rights or obligations have been 

determined, or from which legal consequences will flow.”  U.S. Army Corps of Eng’rs v. Hawkes 

Co., 578 U.S. 590, 597 (2016) (quoting Bennett v. Spear, 520 U.S. 154, 177–78 (1997)).  The 

agencies concede that the first of these requirements is met.  Defs.’ Mot. at 12. 

 
2 The agencies moved to dismiss plaintiffs’ original complaint for lack of standing.  Plaintiffs have since filed 

the amended complaint adding Dykstra, Mertens, and Regan as individual plaintiffs.  The Court will thus deny the 
motion to dismiss as moot.  See, e.g., Bowe-Connor v. Shinseki, 923 F. Supp. 2d 1, 3 n.1 (D.D.C. 2013). 
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The agencies argue that the second requirement is not satisfied because the 2021 NBPP “is 

essentially a decision to decline to set rules” and “does not require regulated entities to make any 

changes to prior practices or impose any consequences on the choices regulated parties make in 

this regard.”  Id. at 12–13.  They highlight the rule preamble’s explanation that regulated parties 

“need not make changes,” remain free to “continue longstanding policies,” and are afforded 

“flexibility.”  Id. at 13 (quoting 2021 NBPP, 85 Fed. Reg. at 29231–32).  And they invoke case 

law noting that this requirement is commonly met where an agency action “impose[s] ‘obligations, 

prohibitions or restrictions on regulated entities’” or subjects them to “the risk of ‘significant 

criminal and civil penalties’”—conditions that are not present here.  Id. (quoting Sierra Club v. 

Env’t Prot. Agency, 955 F.3d 56, 63 (D.C. Cir. 2020)); see also, e.g., Nat’l Min. Ass’n v. 

McCarthy, 758 F.3d 243, 252 (D.C. Cir. 2014). 

The agencies are correct, but only to a point.  They miss an important strand of case law: 

agency action may also have “legal consequences” (and thus be final) where it meaningfully 

circumscribes regulators’ discretion and affords a safe harbor to regulated parties.  See Scenic 

Am., Inc. v. United States Dep’t of Transp., 836 F.3d 42, 56 (D.C. Cir. 2016) (concluding that 

guidance memorandum had legal consequences, and thus was final agency action, because it 

“withd[rew] some of the discretion . . . [regulators] previously held,” thus “creat[ing] a safe harbor” 

such that the agency could not disapprove of conduct authorized by the memorandum); see also, 

e.g., POET Biorefining, LLC v. Env’t Prot. Agency, 970 F.3d 392, 405 (D.C. Cir. 2020) (“The 

Guidance carries legal consequences because it withdraws some of the discretion [a prior rule] 

afforded EPA . . . .”); cf. Cal. Cmtys. Against Toxics v. Env’t Prot. Agency, 934 F.3d 627, 637–

38 (D.C. Cir. 2019) (distinguishing case from the “circumstance where the action at issue may be 

legally consequential because its binds agency staff”). 
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Here, the 2021 NBPP affirmatively authorizes the use of copay accumulator programs.  See 

85 Fed. Reg. at 29261.  In so doing, it bars the agencies from instituting enforcement actions 

against insurers who utilize these programs so long as the rule is in effect.  This “legal 

consequence[]” satisfies Bennett’s second requirement, and thus the 2021 NBPP is a final agency 

action.  Hawkes Co., 578 U.S. at 597 (quoting Bennett, 520 U.S. at 178). 

The fact that the 2021 NBPP was published in the Code of Federal Regulations (“CFR”) 

following notice and comment reinforces this conclusion.  While publication in the CFR is not 

dispositive in the finality inquiry, see Am. Tort Reform Ass’n v. Occupational Safety & Health 

Admin., 738 F.3d 387, 394 (D.C. Cir. 2013), it is another indicator that the rule has legal effect 

and thus constitutes final agency action, see Ass’n of Flight Attendants-CWA, AFL-CIO v. Huerta, 

785 F.3d 710, 717 (D.C. Cir. 2015); see also 44 U.S.C. § 1510(a) (designating for publication in 

the CFR “documents . . . having general applicability and legal effect”). 

The agencies also argue that the 2021 NBPP is unreviewable because it is “agency 

action . . . committed to agency discretion by law.”  5 U.S.C. § 701(a)(2).  They contend that the 

rule “represents an exercise of [their] discretion not to regulate in certain situations,” Defs.’ Mot. 

at 15, and that the Court has “no meaningful standard against which to judge [this] exercise of 

discretion,” id. (quoting Webster v. Doe, 486 U.S. 592, 600 (1988)).  But, as plaintiffs observe and 

as discussed above, the 2021 NBPP is not merely a decision not to regulate.  See Pls.’ Reply at 7.  

Rather, it affirmatively authorizes two courses of conduct and permits regulated parties to choose 

between them.  Plaintiffs are not challenging the agencies’ decision whether or not to regulate, but 

rather the product of the agencies’ decision to regulate.  And as to the agencies’ affirmative 

authorization of copay accumulators, there is clearly a “meaningful standard” against which to 
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judge the action’s legality: the statutory and regulatory definitions of “cost sharing,” as well as the 

APA’s well-established arbitrary and capricious test. 

The Court thus concludes that the 2021 NBPP is reviewable under the APA. 

II. Merits 

Plaintiffs contend that the 2021 NBPP must be vacated because (1) it conflicts with the 

ACA’s statutory definition of “cost sharing,” (2) it conflicts with the agencies’ preexisting 

regulatory definition of “cost sharing,” and (3) it is arbitrary and capricious for a variety of reasons, 

including that it defines the same statutory and regulatory language in two conflicting ways.  As 

discussed below, the Court will set aside the 2021 NBPP based on both its contradictory reading 

of the same statutory and regulatory language and the fact that the agencies have yet to offer a 

definitive interpretation of this language that would support their authorization of copay 

accumulators.  The Court declines to reach plaintiffs’ remaining arguments as to why the 2021 

NBPP is arbitrary and capricious. 

A. Contradictory Textual Interpretation 

The agencies have yet to adopt a single interpretation of either the statutory or regulatory 

definition of “cost sharing” as applied to manufacturer assistance.  See 2021 NBPP, 85 Fed. Reg. 

at 29234.  Rather, the 2021 NBPP authorizes insurers to either count, or not count, such assistance 

“toward the annual limitation on cost sharing”—that is, to treat it as either within or without the 

definitions of “cost sharing.”  Id. at 29261.  The agencies justified these dual authorizations based 

on two different, and contradictory, readings of the same statutory and regulatory text: 

For [health insurance] issuers who elect to include these amounts towards a 
consumer’s annual limitation on cost sharing, the value of direct drug manufacturer 
support would be considered part of the overall charges incurred by the enrollee.  
For [health insurance] issuers who elect to not count these amounts towards the 
consumer’s annual limitation on cost sharing, the value of the direct drug 
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manufacturer support would be considered a reduction in the amount that the 
enrollee incurs or is required to pay. 

 
Id. at 29234. 

Plaintiffs challenge as arbitrary and capricious this interpretation of the same statutory and 

regulatory provisions as having two different meanings, to be chosen at the discretion of regulated 

parties.  See Pls.’ Mot. at 21; Pls.’ Reply at 14–16.  The Court agrees.  The Supreme Court has 

rejected the “dangerous principle that . . . the same statutory text” can be given “different meanings 

in different cases.”  Clark v. Martinez, 543 U.S. 371, 386 (2005); accord United States v. Santos, 

553 U.S. 507, 522–23 (2008) (plurality opinion); cf. Walter O. Boswell Mem’l Hosp. v. Heckler, 

749 F.2d 788, 798–99 (D.C. Cir. 1984) (noting that “[i]t would be arbitrary and capricious for 

HHS to bring varying interpretations of the statute to bear” based “on mere expedience”).  This is 

not a case where the agency has interpreted a term differently when it appears in different sections 

of a statute; here, the dueling authorizations are based on the very same provision.  Cf. Verizon 

California, Inc. v. F.C.C., 555 F.3d 270, 276 (D.C. Cir. 2009). 

The agencies offer little in the way of pushback to this conclusion, not even addressing the 

argument in their reply brief.  They first assert that they “are permitted to promulgate regulations 

interpreting ambiguous statutes without having to resolve all possible ambiguity.”  Defs.’ Mot. at 

25 (quoting Guedes v. Bureau of Alcohol, Tobacco, Firearms & Explosives, 920 F.3d 1, 34 (D.C. 

Cir. 2019)).  But the issue here is not that the agencies have not yet definitively interpreted the 

definition of “cost sharing”: it is that they have authorized two courses of conduct based on two 

fundamentally contradictory readings of that definition.  The agencies also generally invoke the 

importance of choice in the health insurance context and the role of state-level regulation, and 

claim that the 2021 NBPP “merely extends this provision of choice to the question of whether to 
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count manufacturer financial assistance as cost sharing.”  Id. at 26.  Again, this is not responsive 

to the fact that the rule rests on contradictory interpretations of the same text. 

Hence, the Court concludes that the 2021 NBPP is arbitrary and capricious in its 

authorization of conduct (at the insurer’s choice) based on contradictory interpretations of the same 

statutory and regulatory provisions and must be set aside on that basis. 

B. Statutory Definition 

Plaintiffs urge the Court to conclude that the ACA’s definition of “cost sharing” 

unambiguously encompasses manufacturer assistance.  See Pls.’ Mot. at 13–18.  The agencies, for 

their part, do not offer a preferred interpretation of the statute but rather defend their prior 

conclusion that the statute is ambiguous.  See Defs.’ Mot. at 16–23.  The agencies concede that, 

because they have not offered an authoritative interpretation of the statute, Chevron “step two” 

deference is not warranted.  Defs.’ Mot. at 23 n.2; see also Pls.’ Mot. at 17. 

In assessing whether the statutory language is ambiguous—such that remand to the 

agencies to interpret it in the first instance would be warranted—the Court begins, as it must, with 

the text.  See, e.g., Bartenwerfer v. Buckley, 143 S. Ct. 665, 671 (2023).  The ACA defines “cost 

sharing” as follows: 

The term “cost-sharing” includes—(i) deductibles, coinsurance, copayments, or 
similar charges; and (ii) any other expenditure required of an insured individual 
which is a qualified medical expense (within the meaning of section 223(d)(2) of 
Title 26) with respect to essential health benefits covered under the plan. 
 

42 U.S.C. § 18022(c)(3)(A).  This definition does not expressly speak to the treatment of 

manufacturer assistance, so the Court will employ the traditional tools of statutory construction. 

The Court will interpret the three enumerated terms in the first clause in light of their “plain 

meaning at the time of enactment.”  Tanzin v. Tanvir, 141 S. Ct. 486, 491 (2020).  Both parties 

cite Black’s Law Dictionary as reflective of this meaning.  See Pls.’ Mot. at 14; Defs.’ Mot. at 19.  
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This analysis yields competing inferences.  On the one hand, Black’s defines “deductible” as “the 

portion of the loss to be borne by the insured.”  Deductible, Black’s Law Dictionary (9th ed. 2009) 

(emphasis added).  This language is most naturally read as speaking to “loss”—i.e., costs—actually 

“borne” by the insured herself.  Such a reading is reinforced by the definition of “copayment” as 

“[a] fixed amount that a patient pays to a healthcare provider.”  Copayment, id. (emphasis added).  

On the other hand, Black’s defines “coinsurance” as “[i]nsurance under which the insurer and 

insured jointly bear responsibility.”  Coinsurance, id. (emphasis added).  This lends support to 

plaintiffs’ central argument that these terms and the overall statutory definition of “cost sharing” 

speak only to “the legal responsibility for payment, not where the insured gets the money to satisfy 

that responsibility.”  Pls.’ Mot. at 14.  The phrase “any other expenditure required of an insured 

individual” in the second statutory clause—which plaintiffs argue should read back to define the 

terms in the first clause—also supports this theory.  Id. (citing Dong v. Smithsonian Inst., 125 F.3d 

877, 880 (D.C. Cir. 1997)); see id. at 14–15; Pls.’ Reply at 11. 

Plaintiffs also argue that the second clause’s definition of the other types of expenditures 

that count toward “cost sharing” supports their position.  The clause cross-references 26 U.S.C. 

§ 223(d)(2), which defines “qualified medical expenses,” in relevant part, as amounts paid for 

medical care “but only to the extent such amounts are not compensated for by insurance or 

otherwise.”  Id. (emphasis added).  Plaintiffs argue that the presence of this limitation (which 

would presumably exclude manufacturer assistance) in the second clause but not the first clause 

evinces Congress’s intent that the first clause of the definition not be so limited.  Pls.’ Mot. at 15.  

Plaintiffs are correct that when “‘Congress includes particular language in one section of a statute 

but omits it in another section’ . . . [courts] generally take the choice to be deliberate.”  

Bartenwerfer, 143 S. Ct. at 673 (quoting Badgerow v. Walters, 142 S. Ct. 1310, 1318 (2022)).  But 
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this exclusionary presumption “is not absolute”: “[c]ontext counts, and it is sometimes difficult to 

read much into the absence of a word that is present elsewhere in a statute.”  Id.  “The more 

apparently deliberate the contrast, the stronger the inference.”  Field v. Mans, 516 U.S. 59, 75 

(1995).  Here, the potentially limiting language is present in a cross-reference to another statute, 

weakening the inference.  And there is also a tension inherent in plaintiffs’ argument: they argue 

that the “required of” language in the second clause must reflect back on the terms in the first 

clause, but offer no explanation as to why, under that logic, the limiting language from § 223(d)(2) 

should not also reflect back. 

To add to the mix, the agencies contend that manufacturer assistance may not even be a 

“cost” within the statutory definition in the first place, because “the value of the direct drug 

manufacturer support could be viewed as not representing costs incurred by or charged to 

enrollees” but rather “a reduction . . . in the amount that the enrollee is required to pay . . . to obtain 

the drug.”  Defs.’ Mot. at 17 (quoting 2021 NBPP, 85 Fed. Reg. at 29234); see also Defs.’ Reply 

at 3–4. 

Finally, plaintiffs contend that “the patient-benefitting purpose of the ACA” should serve 

as “an interpretive tie-breaker.”  Pls.’ Reply at 10 n.4.  But while benefiting individual patients is 

no doubt one purpose of the statute, the statute was also intended to “decrease the cost of health 

care.”  Nat’l Fed’n of Indep. Bus., 567 U.S. at 538.  And the agencies undertook the 2021 NBPP 

rulemaking in part due to concern that manufacturer assistance may distort the market and “add 

significant long-term costs to the health care system.”  2021 NBPP, 85 Fed. Reg. at 29234. 

Having considered these arguments and the statutory text, the Court concludes that the 

ACA’s definition of “cost sharing” does not speak clearly as to the treatment of manufacturer 

assistance.  And “[i]n a suit challenging agency action, ‘it is not for the court to choose between 
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competing meanings’ of an ambiguous statute when the agency charged with its administration 

has not weighed in first.”  Teva Pharms. USA, Inc. v. Food & Drug Admin., 441 F.3d 1, 4 (D.C. 

Cir. 2006) (some internal quotations omitted) (quoting PDK Labs., Inc. v. D.E.A., 362 F.3d 786, 

798 (D.C. Cir. 2004)); see also, e.g., Prill v. N.L.R.B., 755 F.2d 941, 942 (D.C. Cir. 1985); Hosp. 

of Barstow, Inc. v. N.L.R.B., 820 F.3d 440, 445 (D.C. Cir. 2016) (collecting cases). 

The Court rejects plaintiffs’ contention that this principle does not apply here.  See Pls.’ 

Reply at 24.  While the agencies have offered potential interpretations of the statute, they have not 

made a final judgment between these competing meanings so as to “tee[] up” that interpretive 

question for the Court’s review.  Id.  And while the original rationale for the doctrine—remand 

“when an agency incorrectly concludes that Congress mandated a particular regulatory 

interpretation of a statute”—is not implicated here, subsequent case law makes clear that the 

underlying principle applies more broadly.  Noble Energy, Inc. v. Salazar, 671 F.3d 1241, 1246 

n.5 (D.C. Cir. 2012); see also, e.g., Child.’s Hosp. & Rsch. Ctr. of Oakland, Inc. v. N.L.R.B., 793 

F.3d 56, 59 (D.C. Cir. 2015). 

Hence, the Court will vacate the 2021 NBPP and remand to permit the agencies to interpret 

the statutory definition in the first instance.  Vacatur is appropriate here.  An “inadequately 

supported rule . . . need not necessarily be vacated,” because an “agency may be able to rehabilitate 

its rule on remand, and the consequences of vacatur ‘may be quite disruptive.’”  Shands 

Jacksonville Med. Ctr., Inc. v. Azar, 959 F.3d 1113, 1118 (D.C. Cir. 2020) (quoting Allied-Signal, 

Inc. v. U.S. Nuclear Regul. Comm’n, 988 F.2d 146, 150–51 (D.C. Cir. 1993)).  But here, whatever 

interpretation the agencies adopt on remand cannot conceivably “rehabilitate” the 2021 NBPP, 

because the 2021 NBPP rests on two contradictory interpretations of the statute.  Tellingly, the 
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agencies do not even argue for remand without vacatur.  See Defs.’ Mot. at 39; see generally Defs.’ 

Reply. 

C. Regulatory Definition 

Building on their statutory arguments, plaintiffs contend that the 2021 NBPP must be set 

aside because its approval of copay accumulators “clashes even more starkly” with the agencies’ 

preexisting regulatory definition of “cost sharing.”  Pls.’ Mot at 18; see id. at 18–20; Pls.’ Reply 

at 12–14.  The Court agrees that, based on the arguments presented by the parties, the 2021 NBPP 

would conflict with the regulatory definition.  But there are difficult interpretive questions as to 

this definition that were not raised by the parties. 

“[A]n agency action may be set aside as arbitrary and capricious if the agency fails to 

‘comply with its own regulations.’”  Nat’l Env’t Dev. Ass’ns Clean Air Project v. E.P.A., 752 F.3d 

999, 1009 (D.C. Cir. 2014) (quoting Environmentel, LLC v. F.C.C., 661 F.3d 80, 85 (D.C. Cir. 

2011)); see also, e.g., Pol’y & Rsch., LLC v. U.S. Dep’t of Health & Hum. Servs., 313 F. Supp. 

3d 62, 67 (D.D.C. 2018).  Here, the agencies defined “cost sharing” under the ACA by regulation 

as follows: 

Cost sharing means any expenditure required by or on behalf of an enrollee with 
respect to essential health benefits; such term includes deductibles, coinsurance, 
copayments, or similar charges, but excludes premiums, balance billing amounts 
for non-network providers, and spending for non-covered services. 

 
45 C.F.R. § 155.20 (emphasis added).  This regulation, enacted in 2012, predated the 2021 NBPP.  

See 2012 Rule, 77 Fed. Reg. at 18445. 

 Both parties appear to read the regulation as defining cost sharing as an “expenditure” by 

or on behalf of an enrollee.  Pls. Mot. at 19; see Defs.’ Mot. at 23–25 (not challenging plaintiffs’ 

characterization).  So read, the definition squarely encompasses manufacturer assistance: such 

assistance is an “expenditure” by drug manufacturers made “on behalf of an enrollee.”  45 C.F.R. 
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§ 155.20; see Expenditure, Black’s Law Dictionary (9th ed. 2009) (“A sum paid out.”); Behalf, 

Black’s Law Dictionary (11th ed. 2019) (“[O]n behalf of means ‘in the name of, on the part of, as 

the agent or representative of.’”).  The use of the term “any” lends further support to that 

conclusion.  See, e.g., Lissack v. Comm’r, 68 F.4th 1312, 1320 (D.C. Cir. 2023) (“The Supreme 

Court has ‘repeatedly explained’ that ‘the word “any” has an expansive meaning.’” (quoting Patel 

v. Garland, 142 S. Ct. 1614, 1622 (2022))). 

The agencies’ three rejoinders are not persuasive.  First, the agencies argue that the 2021 

NBPP’s affirmative authorization of copay accumulators does not run afoul of this definition 

because the value of manufacturer assistance could “be viewed as representing a reduction, by 

drug manufacturers, in the amount that the enrollee is required to pay at the point of sale in order 

to obtain the drug.”  Defs.’ Mot. at 24 (quoting 2021 NBPP, 85 Fed. Reg. at 29234).  But regardless 

of whether manufacturer assistance represents a reduction in the amount a patient is required to 

pay (under the statutory definition), it would still be an “expenditure” by the drug manufacturer 

“on behalf of” that patient (under the regulatory definition). 

The agencies further contend that the preexisting regulatory definition could be viewed as 

speaking to the “actual economic impact” on the drug manufacturer.  Id. at 25.  On this view, 

manufacturer assistance may be more easily characterized as a reduction in the price of the drug 

rather than a “cost” or an “expenditure” on behalf of a patient.  But nothing in the regulatory 

definition indicates that “cost sharing” should be defined with reference to its underlying economic 

impact on third-party drug manufacturers.  To the contrary, the text of the regulation—“any 

expenditure required by or on behalf of an enrollee”—makes clear that the locus of the inquiry is 

the patient.  45 C.F.R. § 155.20 (emphasis added).  The statutory language—“any other 
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expenditure required of an insured individual”—is to the same effect.  42 U.S.C. § 18022(c)(3)(A) 

(emphasis added). 

Finally, the agencies assert that manufacturer assistance “may not involve any 

‘expenditure[s]’ on anyone’s behalf” because “at least in some cases, the drug manufacturer may 

merely reduce the amount required to be paid by the purchaser.”  Defs.’ Reply at 7.  The agencies 

offer no factual support for this assertion regarding the mechanics of manufacturer assistance.  And 

it is in tension with the 2021 NBPP and the administrative record, which indicate that manufacturer 

assistance involves a payment—an expenditure—by the drug manufacturer to a pharmacy or other 

point of sale.  See, e.g., 2021 NBPP, 85 Fed. Reg. at 29234; AR at 2270 & n.4, 2768–69, 2790–

91.  But even accepting the agencies’ premise, the 2021 NBPP would still conflict with the 

preexisting regulatory definition with respect to many forms of manufacturer assistance that do 

involve “expenditure[s]” by drug manufacturers. 

Hence, on these arguments, the Court would conclude that the regulatory definition 

unambiguously requires manufacturer assistance to be counted as “cost sharing.” 

But the parties’ reading is not the only, and perhaps not the best, literal reading of the text 

of the regulation.  The Court agrees with the parties’ implicit assumption that the likely intent of 

the regulation was to define “cost sharing” as costs that are (1) required of an enrollee and (2) paid 

by “or on behalf of” that enrollee.  But that is not what the text of the regulation actually says.  

Instead, it defines cost sharing as “any expenditure required by or on behalf of an enrollee.”  45 

C.F.R. § 155.20.  On the parties’ reading, this means any expenditure either “required by” or “on 

behalf of” an enrollee.  But an equally plausible reading of the language is any expenditure 

“required by” or “required . . . on behalf of” an enrollee.3  This raises thorny questions about what 

 
3 Indeed, this may be the best reading of the words.  See, e.g., Wronke v. Marsh, 787 F.2d 1569, 1574–75 

(Fed. Cir. 1986) (concluding that, under rules of English grammar, the phrase “judicial proceedings resulting in an 
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it might mean for an expenditure to be “required”—whether by law, by an insurance plan, by 

contractual arrangement, or otherwise—“on behalf of” an enrollee.  And there is a further wrinkle: 

the regulation defines cost sharing as an expenditure “required by” an enrollee, instead of the 

statutory “required of.”  It would be odd to think of the enrollee as the one “requiring” the 

expenditure, but that is what the word “by” implies.  In sum, there are interpretive depths to this 

regulation that have yet to be plumbed. 

These questions further support the Court’s decision to remand to the agencies.  Plaintiffs 

do not challenge this preexisting regulatory definition, and the parties have not briefed any of these 

questions.  The Court will thus leave these questions to the agencies to grapple with in the first 

instance on remand. 

D. Remaining Arguments 

Because the Court will set aside the 2021 NBPP for the reasons stated above, it declines to 

reach plaintiffs’ remaining arguments as to why the agencies acted arbitrarily and capriciously in 

promulgating the 2021 NBPP.4 

 
acquittal based on the merits of the case or in an action having the same effect” must be read as “judicial proceedings 
resulting in an acquittal . . . or judicial proceedings resulting in an action having the same effect as an acquittal” 
(emphasis omitted)); cf. A. Scalia & B. Garner, Reading Law: The Interpretation of Legal Texts 147 (2012) (“When 
there is a straightforward, parallel construction that involves all nouns or verbs in a series, a prepositive . . .  modifier 
normally applies to the entire series.”). 

 
4 Plaintiffs’ amended complaint seeks vacatur, a declaratory judgment, and an injunction.  Am. Compl. at 

28–29.  In their summary judgment briefing, plaintiffs request only vacatur of the rule.  Pls.’ Mot. at 42; Pls.’ Reply 
at 25.  In light of that limited request and in the absence of any indication that the agencies will not abide by the 
Court’s ruling, issuance of an injunction is not warranted at this juncture.  See O.A. v. Trump, 404 F. Supp. 3d 109, 
153–54 (D.D.C. 2019). 
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III. Conclusion 

For the foregoing reasons, the Court will grant plaintiffs’ motion for summary judgment 

and will deny the agencies’ cross-motion for summary judgment.5  An accompanying Order will 

issue on this date. 

 
 
 

                       /s/                       
                              JOHN D. BATES             

            United States District Judge 
Dated: September 29, 2023 

 
5 The Court will vacate the 2021 NBPP to the extent that it amends 42 C.F.R. § 156.130(h).  See 85 Fed. Reg. 

at 29261.  Should the agencies need further clarification as to what rule is in effect while they consider the matter on 
remand, they may seek guidance from the Court. 

Case 1:22-cv-02604-JDB   Document 42   Filed 09/29/23   Page 25 of 25



1 

UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

 

HIV AND HEPATITIS POLICY 
INSTITUTE et al.,  

Plaintiffs, 

 

v. Civil Action No. 22-2604 (JDB) 

UNITED STATES DEPARTMENT OF 
HEALTH AND HUMAN SERVICES et al., 
      Defendants. 

 

MEMORANDUM OPINION & ORDER 

Plaintiffs, three individuals and three patient advocacy groups, challenged a rule 

promulgated by defendants, the U.S. Department of Health and Human Services (“HHS”), its 

component agency the Centers for Medicare and Medicaid Services, and the leadership of those 

agencies (collectively, the “agencies”).  That rule, the “2021 NBPP,” affirmatively permitted, but 

did not require, health insurance issuers and group health plans to decline to credit certain financial 

assistance provided to patients by drug manufacturers when calculating whether those patients 

have met their cost-sharing obligations under the Affordable Care Act.  On September 29, 2023, 

this Court granted plaintiffs’ motion for summary judgment, denied the agencies’ cross-motion for 

summary judgment, vacated the challenged rule, and remanded the matter to the agencies.  See 

HIV & Hepatitis Pol’y Inst. v. U.S. Dep’t of Health & Hum. Servs., Civ. A. No. 22-2604 (JDB), 

2023 WL 6388932 (D.D.C. Sept. 29, 2023) [ECF No. 42] (“SJ Op.”); Summ. J. Order [ECF No. 

41].  The agencies now move for clarification of the scope of the Court’s decision.  For the reasons 

that follow, the Court will grant the motion. 
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Background 

The Court assumes familiarity with its prior opinion and the factual and procedural history 

set forth therein.  As relevant here, the Court vacated the rule challenged by plaintiffs and 

remanded to the agencies for further consideration.  Summ. J. Order; SJ Op. at *14.1  The Court 

also noted that “[s]hould the agencies need further clarification as to what rule is in effect while 

they consider the matter on remand, they may seek guidance from the Court.”  SJ Op. at *14 n.5. 

On November 27, 2023, the agencies filed a motion to clarify the scope of the Court’s 

order.  Defs.’ Conditional Mot. to Clarify [ECF No. 43] (“Mot.”).  The agencies indicate their 

intent “to address, through rulemaking, the issues left open by the Court’s opinion” and to refrain 

from “tak[ing] any enforcement action against issuers or plans based on their treatment of such 

manufacturer assistance” pending the issuance of a new final rule.  Id. at 2.  They seek to “clarif[y]” 

their understanding of the Court’s decision as “vacat[ing] the relevant portion of the 2021 NBPP 

but . . . not order[ing] any additional relief.”  Id.  In particular, they seek confirmation that the 

Court’s order does not “require HHS to take enforcement action.”  Id. 

The next day, the agencies filed a notice of appeal to the D.C. Circuit.  Notice of Appeal 

[ECF No. 44]. 

On December 11, 2023, plaintiffs filed their own notice of appeal.  Notice of Appeal [ECF 

No. 46].  They also opposed the agencies’ motion to clarify.  Pls.’ Resp. to Mot. [ECF No. 47] 

(“Opp’n”).  Plaintiffs argue that the Court’s vacatur of the 2021 NBPP restores the prior rule and 

that the agencies’ newly announced nonenforcement policy is unlawful.  See id. at 3–10. 

The agencies filed a reply in support of their motion, Defs.’ Reply in Further Supp. of Mot. 

[ECF No. 49] (“Reply”), and plaintiffs filed a motion for leave to file a surreply, Mot. for Leave 

 
1 Citations to the Court’s prior opinion follow the Westlaw pagination. 
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to File Surreply & Surreply [ECF No. 50].  The agencies have indicated that they oppose plaintiffs’ 

motion for leave to file a surreply but will not file a separate opposition.  Id. at 1.  The agencies’ 

motion to clarify is thus fully briefed and ripe for decision. 

Legal Standard 

“A ‘motion for clarification’ is not a formal creature of civil procedure; it appears nowhere 

in the Federal Rules.”  All. of Artists & Recording Cos. v. Gen. Motors Co., 306 F. Supp. 3d 413, 

418 (D.D.C. 2016).  Even so, courts generally “permit parties to tender motions that beseech the 

court ‘to explain or clarify something ambiguous or vague’ about a ruling.”  Id. (quoting United 

States v. Philip Morris USA, Inc., 793 F. Supp. 2d 164, 168 (D.D.C. 2011)).  Such motions “have 

a limited role,” and are not a proper vehicle for “seek[ing] to alter or modify the result” of the prior 

ruling.  Steele v. United States, Civ. A. No. 14-1523 (RCL), 2023 WL 6215790, at *5 (D.D.C. 

Sept. 25, 2023) (quoting Sai v. Transp. Sec. Admin., Civ. A. No. 14-403 (RDM), 2015 WL 

13889866, at *3 (D.D.C. Aug. 19, 2015)). 

Analysis 

I. Jurisdiction 

The Court will first consider whether it has jurisdiction to entertain the agencies’ request.  

Neither party disputes the Court’s jurisdiction—plaintiffs address this issue briefly in a footnote, 

while the agencies do not address it at all.  See Opp’n at 3 n.1; see generally Mot.; Reply.2 

An appeal generally “divests the district court of its control over those aspects of the case 

involved in the appeal.”  Coinbase, Inc. v. Bielski, 143 S. Ct. 1915, 1919 (2023) (quoting Griggs 

v. Provident Consumer Discount Co., 459 U.S. 56, 58 (1982) (per curiam)); see also 16A Wright 

 
2 Because the Court will conclude that it has jurisdiction, it need not reach the question whether jurisdiction 

is waivable or forfeitable in this situation. 
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& Miller, Federal Practice and Procedure § 3949.1 (5th ed. April 2023 update) (“Wright & 

Miller”).3  However, this is “not a per se rule,” but rather “a judicially crafted rule rooted in the 

interest of judicial economy, designed ‘to avoid confusion or waste of time resulting from having 

the same issues before two courts at the same time.’”  United States v. Rodgers, 101 F.3d 247, 251 

(2d Cir. 1996) (quoting United States v. Salerno, 868 F.2d 524, 540 (2d Cir. 1984)).  Hence, “its 

application is guided by concerns of efficiency and is not automatic.”  Id.  District courts generally 

retain jurisdiction to act “in aid of the appeal,” including by clarifying an ambiguity in the 

appealed-from decision.  See, e.g., United States v. Viola, 555 F. App’x 57, 59–60 (2d Cir. 2014); 

Lytle v. Griffith, 240 F.3d 404, 407 n.2 (4th Cir. 2001); Barnstead Broad. Corp. v. Offshore Broad. 

Corp., 869 F. Supp. 35, 38–39 (D.D.C. 1994); see generally Wright & Miller.  Applying that 

principle to the particular circumstances here—where the Court specifically invited the agencies 

to seek clarification if necessary, the agencies did so prior to noticing their appeal, the relief sought 

is clarification of ambiguity rather than a substantive alteration, and the appeal is still in its 

infancy—the Court concludes that it may properly consider the agencies’ motion. 

II. Merits 

A. Effect of Vacatur of 2021 NBPP 

The Court’s prior decision vacated the 2021 NBPP but did not explicitly specify what rule 

was in effect on remand.  See SJ Op. at *14 n.5; cf. id. at *6 (alluding to fact that prior rule would 

 
3 Had the agencies filed their motion to clarify within 28 days of entry of the Court’s judgment, the Court 

could arguably have construed the motion as made under Federal Rule of Civil Procedure 59 or 60 so as to retain 
jurisdiction pending the disposition of the motion.  Federal Rule of Appellate Procedure 4(a)(4)(B)(1) provides that 
“[i]f a party files a notice of appeal after the court . . . enters a judgment—but before it disposes of [certain timely 
post-judgment motions]—the notice becomes effective to appeal . . . when the order disposing of the last such 
remaining motion is entered.”  Fed. R. App. P. 4(a)(4)(B)(1).  These post-judgment motions include timely filed 
motions under Federal Rules of Civil Procedure 59 and 60 (the latter if “filed within the time allowed for filing a 
motion under Rule 59”).  Id. 4(a)(4)(A).  The relevant time period under Rule 59 is 28 days.  Fed. R. Civ. P. 59(b), 
(e).  Here, however, the agencies filed their motion outside of this 28-day window so the motion cannot toll the 
effective date of their notice of appeal. 

Case 1:22-cv-02604-JDB   Document 51   Filed 12/22/23   Page 4 of 6



5 

govern on remand).  Clarification of this ambiguity is warranted.  See, e.g., All. of Artists & 

Recording Cos., 306 F. Supp. 3d at 418. 

The effect of vacatur is to “reinstate the rules previously in force.”  Georgetown Univ. 

Hosp. v. Bowen, 821 F.2d 750, 757 (D.C. Cir. 1987) (cleaned up) (quoting Action on Smoking & 

Health v. CAB, 713 F.2d 795, 797 (D.C. Cir. 1983)), aff’d, 488 U.S. 204 (1988); see also, e.g., 

Am. Great Lakes Ports Ass’n v. Zukunft, 301 F. Supp. 3d 99, 103–04 (D.D.C. 2018), aff’d sub 

nom. Am. Great Lakes Ports Ass’n v. Schultz, 962 F.3d 510 (D.C. Cir. 2020); Nat’l Parks 

Conservation Ass’n v. Jewell, 62 F. Supp. 3d 7, 21 (D.D.C. 2014).  As the Court has previously 

noted, there is some tension in D.C. Circuit case law on this point.  See AFL-CIO v. Chao, 496 F. 

Supp. 2d 76, 83 n.1 (D.D.C. 2007) (discussing Small Refiner Lead Phase-Down Task Force v. 

U.S. E.P.A., 705 F.2d 506, 545 (D.C. Cir. 1983)).  But the weight of circuit precedent favors the 

reinstatement-on-vacatur principle, and this principle is also “consistent with the unanimous body 

of law from other circuits.”  Id.  In any event, here the agencies never argued that vacatur did not 

restore the prior rule. 

The prior (and thus reinstated) rule is the “2020 NBPP.”  See Patient Protection and 

Affordable Care Act; HHS Notice of Benefit and Payment Parameters for 2020, 84 Fed. Reg. 

17454, 17568 (April 25, 2019) (previously codified at 45 C.F.R. § 156.130(h) from June 24, 2019 

to July 12, 2020).4  The Court expresses no view on plaintiffs’ proffered interpretation of this rule.  

See Opp’n at 4–5. 

 
4 The Court agrees with plaintiffs’ position (uncontested by the agencies) that, by its own terms, the 

nonenforcement policy announced in August 2019 expired upon issuance of the 2021 NBPP.  See Opp’n at 5 n.2; 
Admin. Rec. [ECF No. 40-2] at 4321 (“Until the 2021 NBPP is issued and effective, the Departments will not initiate 
an enforcement action . . . .”). 
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B. Nonenforcement Policy 

The Court’s prior decision vacated the 2021 NBPP.  It did not purport to interpret the 2020 

NBPP or to rule on the legality of any nonenforcement policy.  And for good reason: these issues 

were not before the Court.  Plaintiffs’ amended complaint challenges only the 2021 NBPP.  See 

Am. Compl. [ECF No. 10] at 28–29; see also, e.g., Reply Supp. Pls.’ Mot. for Summ. J. & Opp’n 

to Defs.’ Cross-Mot. [ECF No. 32] at 11 (“[T]he statutory validity of the pre-existing regulations 

[i.e., the 2020 NBPP] is simply not at issue in this case.”). 

Plaintiffs take issue with the agencies’ apparent announcement, in their motion to clarify, 

of a new nonenforcement policy.  See Mot. at 2; Opp’n at 6–9.  The lawfulness of any such policy 

is not properly before the Court on the present motion to clarify.  A ruling on this issue would go 

far beyond merely “clarify[ing] something ambiguous or vague” in the Court’s prior decision.  All. 

of Artists & Recording Cos., 306 F. Supp. 3d at 418 (quoting Philip Morris USA, Inc., 793 F. 

Supp. 2d at 168); see Steele, 2023 WL 6215790, at *5.  Hence, the Court declines to reach this 

question, and expresses no view on it. 

*              *              * 

For the foregoing reasons, and upon consideration of the entire record herein, it is hereby  

ORDERED that [50] plaintiffs’ motion for leave to file a surreply is GRANTED; and it 

is further 

ORDERED that [43] defendants’ motion to clarify [41] [42] the Court’s September 29, 

2023 order and memorandum opinion is GRANTED. 

 
 

                       /s/                       
                              JOHN D. BATES             

            United States District Judge 
Dated: December 22, 2023 
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ABSTRACT
BACKGROUND: Insurers increasingly use copay maximizer programs 
to control costs. Although these programs shield patients from out-of-
pocket (OOP) exposure for drugs, the impact on OOP costs for other 
health care services is unknown.

OBJECTIVE: To examine the impact of copay maximizer programs on 
overall patient liability for all health care services.

METHODS: This retrospective analysis of pharmacy and medical 
claims from the IQVIA PharMetrics Plus database included patients 
who were required to have 3 or more prescriptions (for autoimmune, 
multiple sclerosis, or oral oncolytic drugs) in a calendar year between 
2018 and 2022 and have been continuously enrolled in a commercial 
plan during that year. An algorithm was applied to identify patients 
with presumed exposure to a copay maximizer program within each 
calendar year. Patients with presumed exposure to a maximizer pro-
gram in a given year and no exposure to a maximizer program in prior 
years were eligible for the maximizer cohort. Patients without pre-
sumed exposure to a maximizer program were eligible for the 
nonmaximizer cohort. Eligible patients were matched 1:1 for the study 
cohorts. The outcome of interest was the effect of copay maximizer 
programs on patient liability for other health care services (via a 

difference-in-difference [DiD]) approach using a generalized linear 
mixed-effects model).

RESULTS: In total, 5,976 patients were included in the analysis. 
Assuming no change in total costs from baseline to follow-up, copay 
maximizer programs were associated with increased patient liability 
for other health care services. When patient liabilities for the maximiz-
er drug in the baseline period were $125, there was no effect on patient 
liabilities for other health care services (DiD [95% CI] = 0.98 [0.71-1.37]), 
whereas at $4,000, there was a 51% increase in patient liabilities for 
other health care services (1.51 [1.17-1.95]). In scenario analyses for 
which total costs changed from baseline to follow-up, results were sim-
ilar to the base case. In the patient subgroup with no other health care 
patient liability at baseline ($0), a greater proportion of those who par-
ticipated in a copay maximizer program had some (>$0) patient liability 
for other health care services in the follow-up period, compared with 
patients who did not participate (94.3% vs 63.2%).

CONCLUSIONS: Our results indicated that copay maximizer programs 
are associated with an increase in patient liability for other health 
care services, especially for patients who relied heavily on the maxi-
mizer drug to meet deductible requirements or OOP maximums. 
These findings should be factored into decisions and policies on 
implementing and regulating these programs.
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Implications for  
managed care pharmacy

This study offers supporting evidence on the 
impact that copay maximizer programs may 
have on patient liability beyond that of the 
drug subject to the maximizer program. The 
potential increase in patient liability with 
copay maximizer programs is an important 
consideration for patients and plan sponsors 
when evaluating the use of copay maximiz-
ers as part of their plans, as well as for 
policymakers considering the legislation 
regulating these programs.

Plain language summary

Drug companies and other organizations 
help patients to afford medications by 
covering their out-of-pocket (OOP) costs. 
However, some health insurances use 
copay maximizer programs, which do not 
allow this support to count toward a 
patient’s OOP costs. This study found that 
copay maximizer programs may increase 
what patients owe for their other health 
care services. Additionally, copay maxi-
mizer programs increase the number of 
patients who owe money and did not pre-
viously owe anything for their health care.

Impact of copay maximizers on total patient 
liability among patients using specialty medicines
Daniel Sheinson, PhD; Achal Patel, PhD; William B. Wong, PharmD, MS
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Cost sharing is a common tool used by health insurers to 
manage the use and cost of health care services by requir-
ing patients to pay a portion of the cost.1,2 Examples of cost 
sharing include copays (a flat fee), coinsurance (a propor-
tion of the cost of the service), and deductibles (a fixed 
amount that patients need to pay before copays or coinsur-
ance applies).1 The use of coinsurance and deductibles by 
insurers has increased over time, thereby increasing the 
share of the cost for patients.3 Although cost sharing may 
encourage patients to thoroughly consider whether a 
health care service is needed, the associated increased 
financial burden may make cost sharing unaffordable, lim-
iting patient access to necessary health care.

Patients for whom cost sharing for prescription medi-
cines poses an affordability challenge may turn to copay 
assistance programs to alleviate their financial burden. 
These programs are often offered through manufacturer-
sponsored programs or nonprofit foundations and help to 
offset the out-of-pocket (OOP) costs due to cost sharing. 
Although copay assistance programs may improve medi-
cation adherence and reduce the risk of early 
discontinuation or prescription abandonment,4–6 they are 
not without controversy, with some arguing that such 
programs encourage patients to use drugs that cost 
more.7–9 In response to the use of copay assistance pro-
grams from manufacturers, commercial insurers have 
implemented new programs, such as copay accumulators 
and maximizers, which aim to shift the cost of medicines 
back to patients and/or manufacturers when copay assis-
tance is used.10 Insurer copay accumulator programs do 
not allow the value of a copay card to count against 
patients’ deductibles and OOP maximums, and patients 
remain responsible for meeting their entire deductible and 
OOP maximums after the copay assistance has been 
exhausted.10 Although research on copay accumulator 
programs has suggested that these lead to great OOP 
costs and poor treatment adherence/persistence, little is 
known about the impact of copay maximizer programs.11,12 
In contrast to copay accumulator programs, copay maxi-
mizer programs categorize certain drugs as nonessential 
health benefits, allowing insurers to remove them from 
the OOP maximums required by the Affordable Care Act 
(ACA). Insurers will typically set a patient’s cost-sharing 
obligations for the drug under a copay maximizer program 
to match that of the value of the copay assistance program 
used. However, the value of the copay assistance is 
excluded from counting toward a patient’s deductible and 
maximum OOP for other health care services.13,14 The way 
copay maximizer programs have been operationalized has 
changed over time, with early iterations of copay maxi-
mizer programs setting a patient’s liability to the maximum 

value of the copay assistance program applied evenly 
throughout the year (ie, if a copay assistance program’s 
maximum benefit was $24,000, a patient’s liability would 
be set to $2,000 per month). As manufacturers have 
pushed back on the use of copay maximizer programs by 
altering the terms of their copay assistance programs, 
maximizer programs have become increasingly sophisti-
cated in setting patient liabilities.15 This includes 
front-loading patient liabilities to mimic a traditional 
deductible benefit design.

Copay maximizer programs have been largely focused on 
key specialty medicine areas, such as autoimmune, multiple 
sclerosis, and oncology drugs. Since 2019, the use of pro-
grams has grown approximately 3-fold, accounting for 
11%-18% of patients using copay assistance in 2023.16 One 
key feature of copay maximizer programs is that patients 
face low or no OOP costs for the drug used under the copay 
maximizer program because liabilities are set to match the 
value of the copay assistance programs used.14 However, 
because of the copay maximizer program drug no longer 
counting against their maximum OOP limit, the impact of 
copay maximizer programs on patients’ OOP costs for all of 
their other health care services is unknown. Therefore, the 
objective of this analysis was to assess the impact of copay 
maximizer programs on patient liability for other health 
care services (ie, patient liability for health care services 
other than the maximizer drug) for patients enrolled in 
commercial health plans.

Methods
STUDY DESIGN
This was a retrospective analysis of pharmacy and medical 
claims from the IQVIA PharMetrics Plus database, which 
contains claims for more than 210 million unique enrollees 
and is nationally representative of the commercially 
insured US population under the age of 65 years.17 Patients 
were required to have commercial insurance and at least  
3 prescriptions for the same drug among a select list of 
autoimmune, multiple sclerosis, or oral oncolytic drugs 
(Supplementary Table  1, available in online article) in a 
given calendar year between 2018 and 2022. These 3 thera-
peutic areas were chosen because of copay adjustment 
programs primarily targeting high-cost specialty medi-
cines.18 Patients must also have been continuously enrolled 
in a commercial plan throughout a calendar year to be 
considered on a drug for that year. Cohort attrition can be 
found in Supplementary Table 2.

Patients were presumed as participating or not partici-
pating in a copay maximizer program in any given calendar 

https://www.jmcp.org/doi/suppl/10.18553/jmcp.2025.31.10.982/suppl_file/25-013_supplement.pdf
https://www.jmcp.org/doi/suppl/10.18553/jmcp.2025.31.10.982/suppl_file/25-013_supplement.pdf
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year if the drug was or was not subject to a maximizer 
(maximizer drug) during that year. In general, drugs subject 
to a copay maximizer program were identified based on the 
following: 
1.	 Having at least 3 claims for a given drug in a calendar year 

with a minimum patient liability of $1,000 and of approxi-
mately the same value (±$50) OR

2.	 Having at least 2 claims for a given drug in a calendar 
year with a patient liability (rounded to the nearest dol-
lar) equal to the monthly value of the corresponding copay 
card program.

Additional criteria were applied to some drugs based on the 
specifics of their respective copay assistance programs 
(Supplementary Table 3).

We identified incident patients presumed as participat-
ing in a copay maximizer program (maximizer cohort) via 
lack of exposure to a copay maximizer program in the cal-
endar year immediately preceding (baseline period) the 
earliest year of exposure to a copay maximizer program 
(follow-up period) during the study period. These patients 
were matched 1:1 to patients with the same maximizer drug 
during the baseline and follow-up periods, the same state of 
residence (limited to 50 US states), the same payer type 
(self-insured vs fully insured), and the same plan type (such 
as preferred provider organization or health maintenance 

organization) who did not participate in a copay maximizer 
program (nonmaximizer cohort) (Figure  1). Note that for 
both cohorts, patients were receiving a drug during both 
the baseline and follow-up periods and were thus subject to 
the continuous enrollment requirement for 2 consecutive 
calendar years. To focus the study on the impact of copay 
maximizer programs, patients with a total liability for the 
maximizer drug exceeding the ACA limit during the base-
line period were identified as potential copay accumulator 
patients and excluded from the analysis.19 Patients in the 
nonmaximizer cohort were also excluded if their total liabil-
ity for the maximizer drug exceeded the ACA limit during 
the follow-up period. Additionally, patients in both the 
maximizer and nonmaximizer cohorts must have never had 
a total patient liability exceeding the ACA maximum during 
the baseline period (for all claims).

STATISTICAL METHODS
The outcome of interest was patient liability for other 
health care services, that is, total patient liability for all 
health care services besides utilization of the maximizer 
drug, during the follow-up period. To assess the effect of 
copay maximizer programs on this outcome, a difference-
in-difference (DiD) approach was applied using a 
generalized linear mixed-effects model. The DiD approach 

FIGURE 1	 Study Concept and Design

No maximizer: $100 Maximizer: $200 $200-$100=$100
(2-fold increase)

$150-$100=$50
(1.5-fold increase)

Pre-index and post-index
di�erence in

yearly patient liability

No maximizer: $100 No maximizer: $150

Follow-up calendar year

E�ect of maximizer:

Dollar change (absolute)

$100-$50=$50

Fold change (relative)

2x÷1.5x=1.3x

Baseline calendar year

Noncopay maximizer cohort
Drug “A” not subject to maximizer

program in follow-up period

Copay maximizer cohort
Drug “A” subject to maximizer

program in follow-up period

https://www.jmcp.org/doi/suppl/10.18553/jmcp.2025.31.10.982/suppl_file/25-013_supplement.pdf
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enables the estimation of the effect of the copay maxi-
mizer program while controlling for potential biases due to 
differences in baseline characteristics by patients serving 
as their own controls for baseline vs follow-up periods 
(Figure 1). To account for potential differences in baseline 
costs and changes in utilization between baseline and fol-
low-up, covariates including baseline total costs (allowed 
amounts), baseline patient liability of the maximizer drug, 
and changes in both between baseline and follow-up peri-
ods were added to the model. This allowed for assessment 
of the DiD effect under the assumption of no change (base 
case) or change (scenario analyses) in total costs from 
baseline to follow-up. Additionally, a subgroup analysis 
was performed to describe the likelihood of any nondrug 
patient liability among patients with no patient liability for 
other health care services in the baseline period. All costs 
were inflation-adjusted to 2022 US dollars using the medi-
cal care component of the consumer price index.

Results
BASELINE CHARACTERISTICS
In total, 5,976 patients were included in the analysis (2,988 
patients per group). The mean (SD) age in both cohorts was 
48 (14) years and the proportion of female patients was 
similar between the maximizer and nonmaximizer cohorts 
(56.0% and 54.9%, respectively) (Supplementary Table  4). 
Mean (SD) baseline calendar year patient liability for the 
maximizer drug was higher in the maximizer than in the 
nonmaximizer cohort ($1,331 [$1,613] vs $1,015 [$1,289]; 
P < 0.01). Baseline patient liability for other health care ser-
vices (excluding the maximizer drug) was not significantly 
different between the respective cohorts ($1,076 [$1,210] vs 
$1,016 [$1,076]; P = 0.69). Baseline total costs (allowed 
amounts) were statistically higher in the nonmaximizer 
than in the maximizer cohort ($73,155 [$41,148] vs $69,490 
[$42,498]; P < 0.01).

IMPACT OF THE COPAY MAXIMIZER PROGRAM ON 
TOTAL PATIENT LIABILITY FOR OTHER HEALTH CARE 
SERVICES
Mean (SD) follow-up calendar year patient liability for the 
maximizer drug was $12,428 ($7,428) in the maximizer 
cohort and $1,462 ($1,731) in the nonmaximizer cohort 
(Supplementary Table  5). Mean follow-up calendar year 
patient liability for other health care services (excluding 
the maximizer drug) was $1,529 ($3,496) in the maximizer 
cohort and $1,068 ($1,297) in the nonmaximizer cohort. 
Assuming no change in total costs from baseline to follow-
up, copay maximizer programs were associated with 

increased patient liability on other health care services. As 
patient liability for the maximizer drug in the baseline 
period increased, the effect of copay maximizer programs 
on patient liabilities for other health care services also 
increased. When patient liability for the maximizer drug in 
the baseline period was $125 (DiD [95% CI] = 0.98 [0.71-
1.37]), there was no effect on liabilities for other health 
care services, whereas at $4,000 (DiD [95% CI] = 1.51 [1.17-
1.95]), there was a 51% DiD increase in patient liabilities for 
other health care services (Figure 2). In absolute US dollar 
terms, the 51% increase represented an increase in patient 
liability between $75 and $493, depending on the assumed 
patient liability for other health care services in the base-
line period (Figure 3).

SCENARIO ANALYSES: INCREASING AND DECREASING 
TOTAL COSTS FROM BASELINE TO FOLLOW-UP
Given that health care utilization may vary from year to 
year, scenario analyses were performed for which total 
health care costs increased or decreased from baseline to 
follow-up. In scenario analyses for which total costs 
changed from baseline to follow-up, results were generally 
similar to the base case, with the maximizer effect increas-
ing with larger patient liabilities for the maximizer drug in 
the baseline period (Figure  4). Assuming a 25% or 50% 
increase in total costs from baseline to follow-up, signifi-
cant DiD increases in patient liabilities for other health 
care services were observed in patient liabilities for the 
maximizer drug of $500 or more. Up to an 82% DiD increase 
was observed in patient liabilities for other health care 
services (a scenario of a 50% increase in total costs and 
$4,000 maximizer patient liability at baseline, DiD [95% 
CI] = 1.82 [1.27-2.61]). In the scenario for which health care 
costs decreased by 10%, significant DiD increases in 
patient liabilities for other health care services were 
observed when patient liabilities for the maximizer drug 
were $250 or more.

SUBGROUP ANALYSIS: PATIENTS WITH NO OTHER 
HEALTH CARE SERVICE PATIENT LIABILITY AT 
BASELINE
In the subgroup of patients with no other health care ser-
vice patient liability at baseline ($0; n = 293), a greater 
proportion of the patients participating in a copay maxi-
mizer program (n = 157) vs those who did not (n = 136) had 
some (ie>$0) patient liability for other health care services 
in the follow-up period (94.3% vs 63.2%). The difference 
between these patients was more pronounced with higher 
patient liabilities for the maximizer drug in the baseline 
period (<$1,000, 25.9% point difference; >$1,000, 36.8% 
point difference) (Figure 5).

https://www.jmcp.org/doi/suppl/10.18553/jmcp.2025.31.10.982/suppl_file/25-013_supplement.pdf
https://www.jmcp.org/doi/suppl/10.18553/jmcp.2025.31.10.982/suppl_file/25-013_supplement.pdf


JMCP.org | October 2025 | Vol. 31, No. 10

986 Copay maximizers and total patient liability

FIGURE 2	 Effect of Copay Maximizer Program Assuming No Change in Total Costs From Baseline to Follow-Up 
(Base Case)

2.5

2.0

*
*

*

*

1.5

1.0

0.5

0
0 500 1,000

Fo
ld

 c
ha

ng
e 

in
 p

at
ie

nt
 li

ab
ili

ty
 fo

r o
th

er
 h

ea
lth

 c
ar

ea

1,500 2,000 2,500

Baseline patient liability for the maximizer drug ($)

3,000 3,500 4,000 4,500

*Statistically significant at P < 0.05.
aPatient liability for all health care services except for the maximizer drug.

FIGURE 3	 Effect of Copay Maximizer Program in Absolute US Dollar Change for Varying Levels of Baseline 
Patient Liability for Other Health Care Services
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FIGURE 4	 Scenario Analyses Assuming Changes in Total Costs From Baseline to Follow-Up
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FIGURE 5	 Proportion of Patients Who Had Any Patient Liability for Other Health Care Services During 
Follow-Up After Having No Liability During Baseline
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Discussion
In this retrospective analysis, we found that copay maxi-
mizer programs were associated with an increase in total 
patient liability. To our knowledge, this is the first study 
examining whether maximizers affect patient costs for 
health care services beyond that of the drug under a copay 
maximizer program. These results have important implica-
tions for patients and for policymakers debating the 
regulation of copay maximizer programs.

Recent analyses have suggested that copay maximizer 
programs are growing in prevalence. For example, among 
multiple sclerosis and oncology drugs, the estimated 
prevalence was 5%-6% in 2019 to 18% in 2023 among 
commercially insured patients.16 One reason for the 
increased use of maximizers could be the perception that 
patients are generally shielded from OOP cost exposure.20 
Although this may be true for OOP costs associated with 
the maximizer drug, our results suggest that patients’ 
OOP costs for other health care services may rise. This is 
likely due to the copay maximizer programs disallowing 
patients’ copay cards to count against the maximum OOP 
limits and/or deductibles of their plans. Therefore, 
whereas in a noncopay maximizer scenario patients are 
using the value of copay cards for the maximizer drug to 
reduce their OOP exposure, under a copay maximizer 
program patients are facing more OOP exposure from 
cost sharing of other health care services (to some extent 
replacing the amounts by which the copay cards reduced 
their exposure).

We also observed that the effect of the copay maximizer 
program on patient liability increased with larger baseline 
maximizer-drug patient liabilities. This trend indicates that 
for those patients with larger maximizer-drug OOP expo-
sures (eg, due to higher deducible plans or higher formulary 
tier placement), copay maximizer programs could be par-
ticularly impactful on their OOP exposure. In absolute 
terms, we estimated that the copay maximizer programs 
could increase a patient’s overall OOP exposure by up to 
$500. Although the impact of this increase was beyond the 
scope of this study, existing literature may provide insights 
into potential downstream effects. For example, Doshi et al 
estimated that an increase in OOP costs for anticancer 
medicines from $50-$100 to $100-$500 would increase the 
prescription abandonment rate from 16% to 36%.21 This may 
have implications for patients taking more than 1 medicine 
owing to comorbid conditions. Additionally, the impact of 
this increase may disproportionately affect patients who 
are not White, who are more likely to be exposed to copay 
maximizer programs than White patients.22 Further 
research is needed to understand the additional financial 

burden that copay maximizer programs may have on 
patients and any exacerbation of disparities.

Given that patients’ diseases and conditions may change 
over time, we sought to understand how our results may 
vary because of changing health care use from year to year. 
We found that regardless of changes in health care costs 
from –10% to +50%, our results were similar, suggesting that 
the effect of copay maximizer programs on increasing 
patient liability for other health care services may persist 
regardless of variations in health care utilization. Additionally, 
we observed that copay maximizer programs may increase 
the proportion of patients exposed to cost sharing for other 
health care services for which they may not have previously 
had any cost-sharing exposure to. This could be an unex-
pected financial burden to patients who may not have 
anticipated this additional financial responsibility. Patients’ 
awareness of maximizer programs may be limited23; thus, 
further education of the potential impacts of being enrolled 
in a maximizer program is needed to assist patients in 
making informed health plan choices and in financially 
planning for the potential impacts of being enrolled in a 
maximizer program.

LIMITATIONS
There are several limitations to consider for this study. First, 
although the database used could ascertain patient liability, 
we were unable to detect actual payments made by patients. 
Although patient liability likely tracks similarly to that of 
actual patient OOP costs, if a patient used financial assis-
tance for their other health care services, our estimates may 
be overestimates. That being said, we have no indication that 
the use of financial assistance for other health care services 
may have differed between the two cohorts; hence, this may 
not have had a substantial impact on the relative effects 
observed. Second, copay maximizer programs are challeng-
ing to identify, so an algorithm was used to identify these, 
allowing potential misclassification. In particular, in the non-
maximizer cohort, repeated similar large values due to 
coinsurance could potentially be misclassified as maximizer 
patients. That being said, this scenario may be most likely for 
those who did not have any deductible (since patient liability 
would differ in the deductible and coinsurance phases), and it 
is uncommon for patients to have nondeductible plans (esti-
mated at 12% to 18% of employees during the period of this 
study).24 Furthermore, the large estimates of patient liability 
in the maximizer cohort in the follow-up period, well above 
the ACA limits of any given year, combined with the fact that 
patients were required to have total patient liabilities under 
the ACA limit in the baseline period, provide confidence in 
our cohort selection methodology (Supplementary Table 4). 
Last, the database we used lacked information on specific 

https://www.jmcp.org/doi/suppl/10.18553/jmcp.2025.31.10.982/suppl_file/25-013_supplement.pdf
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benefit designs. Additional information 
on plan characteristics, such as maxi-
mum OOP limits, would provide 
additional variables to control for, as 
well as assist in interpreting results. 
Future research is warranted in exam-
ining and accounting for these factors.

Conclusions
Given that patient liability for the max-
imizer drug is not allowed to count 
against a patient’s deductible or OOP 
maximums, copay maximizer pro-
grams are associated with an increase 
in patient liability for other health care 
services. This is especially the case for 
patients who relied heavily on the max-
imizer drug to meet their deductible 
requirements or OOP maximums. 
Additionally, maximizer programs 
increase the number of patients who 
newly have patient liability. These find-
ings should be factored into decisions 
and policies focused on implementing 
and regulating these programs.
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Abstract 

The emerging trend of state-enacted copay accumulator bans, which aim to undo the insurers’ restrictions 

on branded drug manufacturers’ copay assistance to patients, represents the latest development in a decade-

long cat-and-mouse payment game in the pharmaceutical industry. Using a unique dataset spanning from 

2018 to 2022 and leveraging variations from earlier-enacted state-level ban policies, we adopt a staggered 

difference-in-differences framework to examine the impact of the accumulator ban. Our results indicate 

that the ban increases the average patient’s annual purchase quantity by 40.0% and lowers the average out-

of-pocket spending per quantity by 18.2%, suggesting improved patient adherence and affordability. These 

gains are achieved through the shift of financial risks from patients to insurers, as indicated by a 15.6% 

increase in the average insurer’s spending per quantity. On the other hand, the ban is not found to increase 

the overall volume of patients on copay-assisted treatments, suggesting possibly unimproved access. 

Further analyses reveal that while the ban does not seem to induce unwanted uptakes among drugs with 

generic equivalents, it reduces access for biologics—drugs for patients with rare, chronic or severe 

conditions requiring specialty medications. Collectively, our results show that while the ban improves 

patient adherence and affordability, higher insurer costs may trigger responses that potentially reduce 

access for those requiring specialty medications, highlighting efficiency-equity tradeoffs in the payment 

design. 
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1. Introduction 

The rising cost of prescription drugs in the US has been a significant concern in the health sector. In 2022, 

the national health expenditure rose to $4.5 trillion with roughly 8.4%, or $405.9 billion, attributed to retail 

prescription drug spending—a figure that is projected to reach $591.8 billion by 2031 (CMS 2023). In 2021, 

prescription drug spending accounted for as much as over 20% of total healthcare spending among US 

employers sponsoring health plans (PwC 2021)—an impactful share given that nearly half of all insured 

Americans have employer-sponsored health plans (The AIDS Institute 2021). Branded drugs make up a 

large percentage of this spending, as they typically enter the market with hefty price tags that aim to 

maximize drug manufacturers’ profit before patent expiration to recoup their research and development 

costs. In 2019, branded drugs made up just under 10% of drug utilization and yet accounted for 80% of 

total drug spending (IQVIA 2020). 

At the core of the manufacturers’ strategy to promote sales of branded drugs in the commercially 

insured market is copay assistance, a direct patient discount at the point of sale (Ross and Kesselheim 2013). 

Since its emergence in the mid-2000s, copay assistance has received heavy criticism from insurers for 

driving up healthcare spending by steering patients toward high-cost drugs in lieu of more affordable 

treatments (Foley 2011). This criticism materialized into action as insurers adopted counterstrategies called 

copay accumulators around early 2018 to intercept copay assistance’s financial support while leaving 

patients at risk of treatment abandonment (i.e., discontinuation of treatment due to unaffordability; Fein 

2018b). To shield patients against these risks, 13 states banned copay accumulators in their states between 

2020 and 2022 (All Copays Count Coalition 2025)—the market influence of which has not yet been studied. 

The focus of this study is to investigate the impact of the accumulator ban. We are particularly interested 

in the policy’s impact on drug purchase quantity, patient out-of-pocket (OOP) spending, and patient volume 

(i.e., number of patients) on copay-assisted medications. Note that these measures have important respective 

implications for patient adherence (i.e., adhering to initiated treatment), affordability, and access, which 

are the three pillars of patient-centered care in continued pursuit of improvement by the pharmaceutical 

industry (AmerisourceBergen 2024, Cardinal Health 2024, McKesson 2024). Moreover, we are interested 

in the ban’s impact on insurers, as well as its heterogeneous effects with respect to two main concerns of 

copay assistance and copay accumulator, respectively. Specifically, we ask whether the ban shifts patients 

from generics to branded drugs, and benefits patients with rare diseases who rely on costly specialty 

medications. These insights may offer further clues into the insurers’ potential reaction to the ban, helping 

us not only better understand our main insights but also shed light on the potential longer-term 

consequences of the ban. 

Based on a unique dataset spanning from 2018 to 2022, we answer the above questions by leveraging 

the state-implemented bans and using a staggered difference-in-differences framework to assess pre and 
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post outcomes across states that enacted the ban versus those that did not. Our findings reveal that for an 

average patient, the ban raises the annual purchase quantity by 40.0% while reducing patient OOP spending 

per quantity by 18.2%, suggesting improved adherence and affordability. These gains result from shifting 

patients’ financial risks to the insurers, as indicated by a 15.6% increase in insurer spending per quantity. 

However, the ban is not found to increase the overall number of patients on copay-assisted medications 

(measured as patient volume), suggesting potentially unimproved access. Further analyses reveal that while 

the ban does not seem to trigger unwanted spikes in drug utilization among branded drugs with generic 

equivalents, it reduces access for biologics—commonly taken by patients with rare, chronic or severe 

conditions who require specialty drugs (FDA 2023). Taken together, our findings illustrate a classic risk-

shifting dynamic: as patients gain leverage on OOP spending from the ban, insurers absorb greater financial 

risk, creating incentives for strategic countermeasures to reduce access, particularly for those requiring 

specialty medications. 

To our knowledge, our study is the first to empirically investigate the effects of state-enacted 

accumulator ban policies regarding the contentious problem of high drug prices. It also contributes to the 

literature by specifically investigating heterogeneous effects of the payment design, looking at whether and 

how the ban addresses two main concerns of copay assistance and accumulators, respectively, that have led 

to this ongoing payment game of cat-and-mouse. Furthermore, by discovering evidence suggesting insurers’ 

potential responses to the ban, our study highlights the importance of continued attention to this evolving 

problem, especially for those incurring significant financial losses (i.e., the insurers) who are expected to 

adjust and formulate new strategies in response. These adjustments could, in turn, affect patient welfare, 

especially for those who are potentially vulnerable. 

The rest of the paper is organized as follows. In Section 2, we provide a contextual overview of copay 

assistance, copay accumulator, and its ban, laying the necessary background for the study. In Section 3, we 

review the relevant literature and formulate our hypotheses. In Section 4, we describe our data sources and 

data integration processes. In Section 5, we present our empirical analyses including the models, results, 

and robustness checks. In Section 6, we explore heterogeneity of the ban’s effects considering two main 

concerns regarding copay assistance and copay accumulator, respectively. Finally, we summarize our study 

implications and managerial insights and discuss future directions in Section 7. 

 

2. Institutional Background 

To mitigate cost burdens, insurers typically adopt tiered formularies to incentivize the use of lower-cost 

drugs with lower copayments (King et al. 2019) and offer cost-shifting plans with lower premiums but 

higher deductibles such as high-deductible health plans (HDHPs; Dafny et al. 2024). To lay the contextual 

foundation, let us consider an example. Suppose a patient has a condition that requires ongoing treatment 
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and faces two options—a generic drug A that costs $40 per month, and its branded version, drug B, that 

costs $2,000 per month. Let us assume for now that these drugs are comparable in quality and effectiveness. 

This patient is enrolled in a HDHP with a $4,000 deductible, a tiered formulary with a 10% coinsurance for 

drug A and a 40% coinsurance for drug B, and an $8,000 annual out-of-pocket (OOP) maximum. Table 1, 

under the two scenarios labeled baseline, illustrates the differences in the patient’s and the insurer’s 

spending over the full calendar year under each drug choice, demonstrating the patient’s financial incentive 

to choose drug A over B. This is beneficial for the insurer but not for the manufacturer of drug B. 

 

Table 1. Scenario-based annual spending (in US dollars) by drug and entity 

Scenario Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Total 

Drug A, Baseline 

Patient 40 40 40 40 40 40 40 40 40 40 40 40 480 

Insurer 0 0 0 0 0 0 0 0 0 0 0 0 0 

Drug B, Baseline 

Patient 2,000 2,000 800 800 800 800 800 0 0 0 0 0 8,000 

Insurer 0 0 1,200 1,200 1,200 1,200 1,200 2,000 2,000 2,000 2,000 2,000 16,000 

Drug B, Copay Assistance 

Patient 0 0 0 0 0 0 0 0 0 0 0 0 0 

Copay Card 2,000 2,000 800 800 800 800 800 0 0 0 0 0 8,000 

Insurer 0 0 1,200 1,200 1,200 1,200 1,200 2,000 2,000 2,000 2,000 2,000 16,000 

Drug B, Copay Accumulator 

Patient 0 0 0 0 0 2,000 2,000 800 800 800 800 800 8,000 

Copay Card 2,000 2,000 2,000 2,000 2,000 0 0 0 0 0 0 0 10,000 

Insurer 0 0 0 0 0 0 0 1,200 1,200 1,200 1,200 1,200 6,000 

Note. Patient assumes full cost up to the annual deductible, and pays coinsurance up to the annual out-

of-pocket maximum, after which all subsequent expenses for the year are covered by the insurer. Other 

payment sources, discounts and rebate arrangements not mentioned here are beyond the scope of this 

study. Scenarios are based on simplified industry examples (Fein 2018a, Baker and Parks 2020). 

 

2.1. Copay Assistance 

To increase sales of high-cost branded drugs, manufacturers have offered copay assistance programs since 

the mid-2000s (Dafny et al. 2017). Available exclusively for the commercially insured and typically for 

pricey drugs that treat long-term conditions (Ross and Kesselheim 2013), these programs reduce the patients’ 

out-of-pocket (OOP) expenses via pre-funded cards, coupons, or e-vouchers (Foley 2011). For the example 

in Table 1, suppose the patient now has copay assistance with an annual allowance of $10,000. The 

scenario labeled copay assistance demonstrates the changes in spending, where the patient now has a 

greater incentive to choose drug B over A with OOP expenses fully absorbed by the copay card. Thus, with 

copay assistance, the manufacturer induces profit by incentivizing the patient while the insurer incurs higher 

costs due to losing the ability to steer the patient toward lower-cost drugs. 

As a result, copay assistance programs have undergone heavy scrutiny by both regulators and insurers. 

Proponents, mainly the manufacturers, have argued that these programs provide much needed financial 

support for effective but expensive medications and may in turn improve clinical outcomes over time 
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(Parekh et al. 2022). Opponents, mainly the insurers, have argued that these programs may have pernicious 

effect on healthcare premiums over time and add limited clinical value, especially in the presence of cheaper 

treatment alternatives (Foley 2011). Over the last decade, two states (i.e., Massachusetts and California) 

have established legal barriers against copay assistance (Lee 2020). As a result, copay cards, including the 

ones considered in our study, are typically invalid across these two states. Nevertheless, in all other states, 

copay assistance is permitted. By 2017, these programs accounted for over 93% of total spending on 

branded drugs (Dafny et al. 2024). 

 

2.2. Copay Accumulator 

Recognizing the financial risks posed by copay assistance, many insurers have adopted benefit adjustments 

called copay accumulators since around 2018 (Fein 2018b). With the accumulator, patients are still 

allowed to use copay assistance to make payments for their drug purchases, but these funded payments do 

not count toward their annual deductibles or OOP maximums. Once the annual allowance runs out, patients 

are once again subject to their plans’ cost-share and formulary requirements. For the example in Table 1, 

suppose the patient is now subject to copay accumulator. The scenario labeled copay accumulator 

demonstrates the drastic shift where the insurer now exhausts copay assistance and separately imposes full 

annual OOP maximum on the patient. As a result, the patient has little incentive to stay on drug B given A 

as an alternative. Had drug A been either unavailable or ineffective, however, the patient would be left to 

choose between hefty OOP expenses and treatment abandonment, which can compromise long-term health 

outcomes (Osterberg and Blaschke 2005). 

Much like copay assistance, copay accumulator has undergone heavy scrutiny by both regulators and 

manufacturers. Proponents, mainly the insurers, have argued that copay accumulator plans decelerate 

unwarranted increases in healthcare spending driven by copay assistance, with negligible impact on health 

outcomes especially in the presence of treatment alternatives (Kang et al. 2021). Opponents, mainly the 

manufacturers, have argued that copay accumulators intercept financial support intended for patients, 

inducing treatment abandonments that can raise preventable medical spending (ASCO 2021). By mid-2018, 

nearly 60% of privately insured patients were enrolled in accumulator health plans, with an additional 30% 

enrolled in plans that were set to adopt the policy in 2019 or beyond (Zitter Health Insights 2018). 

 

2.3. Accumulator Ban 

Recognizing the risk of accumulator-induced treatment abandonments, CMS issued a partial restriction on 

copay accumulators in 2019 (Linehan 2020). However, this rule was withdrawn in 2020, as the federal 

government opted to delegate its control to states (NCSL 2023). Subsequently, states began to diverge in 

direction, with thirteen states enacting their own accumulator bans during our sample period, and a total of 

25 states having committed to the ban as of 2025 (All Copays Count Coalition 2025). In September 2023, 
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the US District Court for the District of Columbia ruled in favor of a federal accumulator ban, requiring all 

insurers to roll back on copay accumulator policies (Wooldridge 2023). However, this ruling has not been 

adequately enforced to date (Crohn’s & Colitis Foundation 2025), and copay assistance and accumulator 

remain at odds throughout other states. 

Nonetheless, the above has sparked important questions regarding how the market may recalibrate after 

states enact their accumulator bans, let alone the federal ban should regulators begin to strictly enforce it. 

First, how will patients respond? Will they be able to stay longer on medications as needed? Will more 

patients opt into treatment due to better affordability? These questions are inevitably tied to how insurers 

may respond. That is, will they absorb the full impact of the ban, or find ways to conserve costs? Finally, 

how will these immediate responses shape the market, and are there unintended consequences in the long 

run? With little to no existing research available, stakeholders have limited guidance as they attempt to 

navigate through the post-ban market. This ambiguity, amid ongoing tensions among manufacturers and 

insurers with patients caught in the middle, establishes the motivation for this study. 

 

3. Literature Review and Hypothesis Development 

In this section, we first review and position our paper among the related literature in Section 3.1. We then 

develop our hypotheses in Section 3.2. 

 

3.1. Literature Review on Payment Design 

As the healthcare industry continues to evolve with new players and partnerships, so do its payments and 

reimbursements along the pharmaceutical supply chain, accompanied by equilibrium shifts among 

stakeholders. The operations management (OM) field has a track record of scrutinizing these emerging 

trends in payment designs and policies. For example, one stream of literature examines payments for 

medical services, such as bundle payments studied by Gupta and Mehrotra (2015), Adida et al. (2017) and 

Guo et al. (2019), and reference pricing models studied by Nassiri et al. (2022). Another stream of OM 

literature examines innovative payments in the supply chains of pharmaceuticals, including Zhao et al. 

(2012) who study optimal design of fee-for-service (FFS) contracts between manufacturers and distributors 

in the branded drug supply chain, Hu et al. (2012) who explore the role of group purchasing organizations 

(GPOs) in drug supply chains, and Zhao et al. (2024) who study the impact of Medicare’s drug 

reimbursement policy. 

More closely aligned with the topic of our research is the stream of OM literature on drug pricing and 

the impact of emerging payment designs. King et al. (2019) analyze cost implications of copay coupons for 

manufacturers, insurers, and patients via game-theoretical modeling and identify conditions under which 

coupons could be a win-win for all. Adida (2021) and Xu et al. (2022) study outcome-based reimbursement 

(OBR) models for high-price drugs with efficacy uncertainties and their implications on insurers, 

This preprint research paper has not been peer reviewed. Electronic copy available at: https://ssrn.com/abstract=5547698

Pr
ep

rin
t n

ot
 p

ee
r r

ev
ie

wed



6 

 

manufacturers, and patients under heterogeneous conditions. Kouvelis et al. (2015) study optimal drug 

pricing and formulary tier decisions of pharmacy benefit managers (PBMs) as they compete to win the 

market. While these studies all utilize theoretical analytical models, the OM literature has yet to offer 

specific insights on copay accumulator or its ban, particularly from an empirical perspective—a research 

gap filled by our study. 

Apart from OM, the most pertinent stream of literature focuses on health economic implications of drug 

coupons, both from analytical and empirical perspectives. Dafny et al. (2017) find that copay coupons do 

not expand the market but instead shift it from generics to their branded equivalents, accelerate price 

increases, and raise total retail spending. Lee (2020) shows that a drug coupon’s impact on cost and patient 

welfare hinge on the underlying business and ethical motives of the manufacturer. Brouwer et al. (2021) 

observe that coupons eliminate patients’ expenses 98% of the time and reduce their annual spending by 

nearly $4,000. Jordan et al. (2022) find that a patient’s decision to purchase is heavily influenced by the 

presence of copay assistance in addition to the magnitude of its discount. Dafny et al. (2022) find that while 

prohibiting coupons raises patient spending on drugs without generic equivalents, doing so yields long-

term premium savings that outweigh the costs. Ingham et al. (2023) empirically observe racial disparities 

among copay-assisted patients in their exposures to copay accumulator plans. 

While the literature offers some insights into copay assistance and accumulators, it does not specifically 

address the accumulator ban. The enactment of this policy differs from the initial launch of copay assistance, 

as the ban takes place in a setting where patients are already using copay assistance. Hence, the ban is a 

restoration on copay assistance’s full utility. More specifically, copay assistance originally offers two perks 

to patients. The first and the direct perk is the sheer financial support that offsets patients’ OOP expenses. 

The second and the indirect perk is the ability of these funds to accrue toward patients’ annual deductibles 

and OOP maximums to induce greater insurance benefit over time. While copay accumulator allows copay 

assistance but suppresses the indirect perk, the ban policy restores it, re-enabling patients to stretch their 

budgets for more medications as intended. How, then, does this restoration affect drug purchases over the 

benefit year? Furthermore, what implications does this have for the insurers? As the first step toward 

generating evidence-based insights for these unanswered questions, we establish our conceptual framework 

and develop our hypotheses in the following section. 

 

3.2. Hypothesis Development 

Under the accumulator ban, patients are no longer subject to the restrictions on copay assistance previously 

set forth by insurers. More specifically, the ban allows full usage of copay assistance without limitations 

(i.e., copay-assisted dollars are allowed to count toward patients’ annual deductibles and OOP maximums). 
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Given the lack of literature on copay accumulator and its ban, we draw from the relevant literature on copay 

assistance as a starting point to formulate our hypotheses around expected outcomes of the ban. 

Two theoretical frameworks posit the impact of copay assistance, first of which is the concept of risk 

protection, where demand increases as patients’ financial risks (i.e., OOP costs) shift away from them 

(Dafny et al. 2017, Xu et al. 2022). Given the payment structure with insurers as intermediaries between 

manufacturers and patients, manufacturers have a stronger incentive to bypass insurers to directly provide 

discounts to patients through copay assistance rather than to lower the drug wholesale prices in order to 

reduce the patients’ coinsurance requirements (Dafny et al. 2017). Hence, offering copay assistance leads 

to a greater reduction in the patients’ OOP expenses, driving demand upward and, in turn, manufacturers’ 

profit. The second conceptual framework is the theory of transaction utility, in which patients’ perception 

of discount received through copay assistance influences purchase behaviors (Jordan et al. 2022). That is, 

in addition to the magnitude of OOP savings, presence of copay assistance during transactions adds extra 

perceived value, inducing a higher propensity to purchase. 

Applying these frameworks to the accumulator ban, the following can be posited: The ban restores the 

full value of copay assistance by re-allowing its funds to count toward patients’ OOP expenses—the 

aforementioned indirect perk that is demonstrated in the earlier example. This change should allow copay 

assistance to further reduce the patients’ OOP spending, which would have a positive impact on their 

purchase decisions and hence increase their purchase quantities. In addition, the ban should restore the 

perceived value of copay assistance by re-enabling patients to stretch their funds longer through the year, 

allowing more purchases to be made in the presence of copay-assisted discounts. This change should 

increase the patients’ propensity to purchase and hence raise their purchase quantities. Finally, these 

benefits would attract more patients (i.e., increase patient volume) to consider initiating treatment on copay-

assisted drugs. Based on the above logic, we formulate our hypotheses as follows: 

 

Hypothesis 1 (H1). For an average patient, the ban increases annual drug purchase quantity. 

 

Hypothesis 2 (H2). For an average patient, the ban lowers out-of-pocket spending per quantity. 

 

Hypothesis 3 (H3). The ban increases total patient volume on copay-assisted medications. 

 

The ban restores the full value of discounts offered through copay assistance. Given all else remains 

equal (e.g., drug price), insurers’ spending will increase. This concept allows us to posit the following: 

Since the ban requires insurers to count copay assistance toward patients’ annual deductibles and OOP 

maximums, insurers’ average spending per quantity should increase. In addition, manufacturers may even 

potentially raise drug prices to induce greater insurer spending, as simultaneously offering copay assistance 

allows manufacturers to offset any resultant increases in the patients’ OOP spending—essentially leaving 
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demand unaltered (King et al. 2019). Lee (2020) defines this phenomenon as a moral hazard problem, where 

information asymmetry allows manufacturers to set the highest possible prices and undermine formularies 

using copay assistance. Based on these insights, we formulate: 

 

Hypothesis 4 (H4). For an average patient, the ban increases insurer spending per quantity. 

 

As the influence diagram in Figure 1 illustrates, while H1, H2, and H3 explore the ban’s posited effects 

on purchase quantity, patient spending, and patient volume, which respectively have implications on patient 

adherence, affordability, and access, H4 investigates whether these hypothesized changes occur at 

increased costs to the insurers. This raises another follow-up question: How would insurers respond to the 

ban? To explore potential answers to this question while evaluating our hypotheses, we proceed with 

gathering and integrating our data sources. 

 

Figure 1. Influence diagram of the accumulator ban 

 

 

4. Data Sources and Integration 

In this section, we first identify our data sources in Section 4.1. We then describe our data integration 

processes and present summary statistics in Section 4.2. 

 

4.1. Data Sources 

Our study requires information on patient-level drug purchase details (i.e., purchased quantities, payments) 

for commercially insured patients across all states pre and post the ban, drug-level details, and copay 

assistance availability. With these requirements, we leverage Medical Expenditure Panel Survey Household 

Component (MEPS-HC), a nationwide healthcare utilization survey best known for its representativeness 

of the US population (AHRQ 2023), as our main data source. We combine this data with the National Drug 
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Code (NDC) Directory, a centralized drug-level detail data repository of all drugs currently in production 

in the US (FDA 2022). Lastly, we leverage the Internet Archive (2025) to gather historical snapshots of 

copay assistance program offerings for the drugs in our study. While MEPS-HC is, in general, publicly 

accessible, certain fields including state identifiers—critical to our study—are censored per confidentiality 

regulations. Hence, we have worked with AHRQ’s Data Center to obtain access to the unmasked state 

identifiers to satisfy our study requirements while complying with AHRQ’s data protection protocols. 

 

4.2. Data Integration 

Our study is based on all commercially insured transactions for copay-assisted drug purchases reported 

between 2018 and 2022. This timeline spans from copay accumulator’s approximate emergence in 2018 to 

the post-ban era following the implementation of state-level ban policies across thirteen states between 

2020 and 2022, as shown in Table 2. This staggered timing allows us to compare the treatment group’s pre 

and post outcomes with those of the control group (i.e., all other states except Massachusetts and California 

where copay assistance programs are typically invalid). The last year in our study period (i.e., 2022) also 

represents the last full calendar year before the 2023 federal court ruling in favor of the accumulator ban. 

 

Table 2. State-enacted accumulator ban timelines between 2020 and 2022 

2020 ban states Ban effective date Pre-ban period Post-ban period 

  Arizona December 31, 2019 2018-2019 2020-2022 

  Illinois January 1, 2020 2018-2019 2020-2022 

  Virginia January 1, 2020 2018-2019 2020-2022 

  West Virginia January 1, 2020 2018-2019 2020-2022 

Mid-2021 ban states Ban effective date Pre-ban period Post-ban period 

  Louisiana June 21, 2021 2018-2021 2022 

  Georgia July 1, 2021 2018-2021 2022 

  Tennessee July 1, 2021 2018-2021 2022 

  North Carolina October 1, 2021 2018-2021 2022 

  Oklahoma November 1, 2021 2018-2021 2022 

2022 ban states Ban effective date Pre-ban period Post-ban period 

  Arkansas January 1, 2022 2018-2021 2022 

  Connecticut January 1, 2022 2018-2021 2022 

  Kentucky January 1, 2022 2018-2021 2022 

  New Mexico January 1, 2022 2018-2021 2022 

Note. For the mid-2021 states, 2021 is considered a pre-ban period since (1) our outcomes are 

annualized, requiring patient follow-up through the full calendar year, and (2) patients have likely 

exhausted their copay card funds due to copay accumulators by mid-2021, not returning to make 

purchases until their funds reset at the onset of the new calendar year. Nevertheless, to remove 

ambiguity due to the timing of the ban for these states, we conduct robustness checks by replicating 

our analyses with their 2021 data removed, as described in Section 5.3.4. 

 

We filter our drug purchase transactions to those completed by patients between ages 18 and 64 at the 

time of purchase, as (1) copay cards are typically offered exclusively for patients in this age range (as is the 
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case for those in our sample), (2) MEPS-HC omits certain information collected for those younger than 18 

years of age, and (3) patients who become Medicare beneficiaries upon reaching 65 could bias our results. 

Furthermore, we restrict our sample to those who have reported income, as patients without employment 

or earnings are typically eligible to access other patient support programs for their medications (RxSaver 

2020). As copay assistance is unavailable for those covered under Medicare, Medicaid or other forms of 

public insurance (Foley 2011), we further refine our sample to the privately insured transactions via two 

conditions. That is, if a given transaction occurs while the patient is covered under private insurance, and 

in the absence of financial contributions from public insurance, we capture the observation. Given that 

patients learn about copay assistance through media advertisements followed by physician referrals, 

prescriptions, and assisted enrollments (Ross and Kesselheim 2013), the resultant transactions safely 

capture those of our target population. Accordingly, our study is generalizable to commercially insured US 

wage earners between ages 18 and 64—an appropriate target population given the steep increases in drug 

spending that employer-sponsored health plans have experienced in recent years (PwC 2021). 

Given the MEPS-HC survey design in which a new sample of patients are selected each year for two-

year-long data collection, conducting patient-level analyses requires removing data for patients whose 

survey years do not overlap with the ban (e.g., patients surveyed from 2018 to 2019, or from 2020 to 2021), 

which can significantly compromise generalizability of our results. In lieu of this approach, we retain the 

data’s representativeness by using the MEPS person weights to construct a population-weighted state-drug 

panel data set based on all eligible patients (AHRQ 2023). To do so, we first aggregate all transactions for 

a given NDC and year at the patient-level. Next, we aggregate this patient-level data at the state-level using 

the patient-year-specific person weights, producing population-weighted means for our independent and 

dependent variables that are specific to each NDC, state, and year (i.e., our unit of analysis is NDC-state-

year). We provide further details regarding this process in the next section. 

 

4.2.1. Key Variables 

We aggregate our four outcome variables using the following transaction-level data from MEPS-HC: For 

each transaction, purchase quantity represents dispensed quantity (e.g., 30 pills, 1 vial) of the prescribed 

medication, patient spending refers to the payment made by the patient, and insurer spending corresponds 

to the payment made by the private insurer (AHRQ 2023). As described in Section 3.2, evaluating the 

effects of the ban on these outcomes entails a year-long monitoring of transactions as the patient interfaces 

with the insurer while completing drug payments. Hence, to align our variables with this requirement, we 

consider patient i who purchases copay-assisted drug j in state s during year t, with 𝑁𝑗𝑠𝑡 representing the 

total number of such patients. We introduce our variables below, where 𝑌𝑗𝑠𝑡 indicates our main outcome 

variables. 
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To evaluate H1, we define the annual purchase quantity per patient as 

 

 𝑌𝑗𝑠𝑡 =
∑ 𝑞𝑖𝑗𝑠𝑡
𝑁𝑗𝑠𝑡

𝑖=1
∙ 𝑤𝑖𝑗𝑠𝑡

∑ 𝑤
𝑁𝑗𝑠𝑡

𝑖=1 𝑖𝑗𝑠𝑡

, (1) 

 

where 𝑌𝑗𝑠𝑡  represents the outcome aggregated for drug j in state s during year t, 𝑞𝑖𝑗𝑠𝑡  represents each 

patient’s total drug j purchase quantity during year t, and 𝑤𝑖𝑗𝑠𝑡  represents the patient-level population 

weight, which enables 𝑌𝑗𝑠𝑡 to be derived as a population-weighted outcome as mentioned above. 

To assess H2 and H4, we define the average patient OOP spending per quantity and the average 

insurer spending per quantity as 

 

 𝑌𝑗𝑠𝑡 =
∑ 𝑝𝑖𝑗𝑠𝑡
𝑁𝑗𝑠𝑡

𝑖=1
∙ 𝑤𝑖𝑗𝑠𝑡

∑ 𝑞
𝑁𝑗𝑠𝑡

𝑖=1 𝑖𝑗𝑠𝑡
∙ 𝑤𝑖𝑗𝑠𝑡

, (2) 

 

where 𝑌𝑗𝑠𝑡 represents either outcome aggregated for drug j in state s during year t, 𝑝𝑖𝑗𝑠𝑡 represents each 

patient’s total OOP or insurer expense for drug j in year t, 𝑞𝑖𝑗𝑠𝑡  represents each patient’s total drug j 

purchase quantity in year t, and 𝑤𝑖𝑗𝑠𝑡 represents the patient-level population weight. 

To test H3, we define the total volume of patients on copay-assisted medications as 

 

 𝑌𝑗𝑠𝑡 = ∑𝑤𝑖𝑗𝑠𝑡

𝑁𝑗𝑠𝑡

𝑖=1

, (3) 

 

where 𝑌𝑗𝑠𝑡 represents the outcome aggregated for drug j in state s during year t, and 𝑤𝑖𝑗𝑠𝑡 represents the 

patient-level population weight. 

Finally, in addition to the outcome variables, we aggregate each of our patient demographic variables 

(presented in Table 4) using equation (1), where 𝑞𝑖𝑗𝑠𝑡  is replaced by the respective patient-level value 

reported for the variable. 

 

4.2.2. Summary Statistics 

With data integration completed, our sample consists of 3,329 units of analysis based on 293 NDCs across 

48 states and Washington, DC. With population weights applied, data represents between 7 and 10 million 

individuals in the US per year. As for drug-level characteristics, fewer than half of the drugs in our sample 

(40%) have generic equivalents on the market (i.e., drugs with the same active ingredient, dosage form, 

strength and administration route; GovFacts 2025). Approximately 11% of the drugs consist of biological 
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drugs—the average retail price of which, among our sample, is $1,111.48 per 30 days of supply, versus 

$473.81 for non-biologics, reflecting their higher OOP cost burdens relative to other drugs. Furthermore, 

as the top 12 most common treatment categories (due to a three-way tie in the 10th place) shown in Table 3 

indicate, copay assistance is typically available for those who require long-term treatment for chronic 

conditions (Ross and Kesselheim 2013). Indeed, 165 of our 293 NDCs (56%) belong to these treatment 

categories and account for approximately 75% of purchases in our sample. 

 

Table 3. Top 12 Established Pharmacologic Classes (EPCs) of drugs in the study 

Pharmacologic class # of NDCs Treatment categories 

  Corticosteroid 32 Allergies, rheumatic diseases 

  l-Thyroxine 28 Hypothyroidism 

  beta2-Adrenergic Agonist 25 Bronchial asthma, COPD 

  GLP-1 Receptor Agonist 22 Diabetes, obesity 

  Dipeptidyl Peptidase 4 Inhibitor 16 Diabetes 

  Insulin Analog 15 Diabetes 

  Central Nervous System Stimulant 15 ADHD, narcolepsy 

  Estrogen 11 Menopause 

  Anticholinergic 9 Overactive bladder, COPD, Parkinson’s disease 

  Biguanide 8 Diabetes 

  beta-Adrenergic Blocker 8 Hypertension 

  Factor Xa Inhibitor 8 Stroke 

Note. Frequencies are not mutually exclusive. This research was conducted at the CFACT Data Center, 

and the support of AHRQ is acknowledged. The results and conclusions in this paper are those of the 

author and do not indicate concurrence by AHRQ or the Department of Health and Human Services. 

 

Table 4. Patient demographics 

Category N Mean Std. Dev. 

  Average age 3,329 49.0 11.03 

  % of female patients 3,329 58.6% 0.48 

  % of non-white patients 3,329 27.8% 0.44 

  % of patients who are college-educated or above 3,329 45.7% 0.48 

  Average hourly wage 3,329 $30.51 18.60 

  % of patients with cardiovascular conditions 3,329 65.7% 0.46 

  % of patients with respiratory conditions 3,329 27.6% 0.44 

  % of patients with cancer 3,329 11.3% 0.31 

  % of patients with arthritis 3,329 29.4% 0.44 

  % of patients with diabetes 3,329 37.7% 0.48 

 

As for patient demographics, Table 4 describes a sample of middle-aged, middle class wage earners 

who are burdened by relatively high prevalences of chronic conditions. Indeed, summaries on comorbidities 

indicate more than two-thirds of these patients (65.7%) have a history of cardiovascular diseases while 

roughly one-third have respiratory diseases (27.6%), arthritic conditions (29.4%), or diabetes (37.7%). 

Furthermore, approximately 11.3% of our patients have a history of cancer—more than double the overall 

prevalence of cancer in the US in 2022 (ACS 2024, US Department of Commerce 2023). As one of our 
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strategies to address the high variability of these characteristics across our sample, we later conduct 

propensity score matching based on these variables to obtain a balanced sample and assess the robustness 

of our results. Further details regarding this process are discussed in Section 5.3.3. 

 

5. Empirical Analyses 

 

5.1. Empirical Specifications 

The variations in the timing of the accumulator ban across states enables us to adopt a staggered difference-

in-differences (DiD) approach to capture the ban’s effects on our outcomes of interest. We construct our 

base model as follows, 

 

 ln(𝑌𝑗𝑠𝑡) =𝛽0 + 𝛽1𝐵𝑎𝑛𝑠𝑡 + 𝛾𝐶𝑠𝑡 + 𝛿𝐴𝑠𝑡 + 𝜃𝑀𝑠𝑡 + 𝛼𝑗 + 𝜎𝑠 + 𝜏𝑡 + 𝜀𝑗𝑠𝑡 ,  (4) 

 

where 𝑌𝑗𝑠𝑡  represents one of the four outcomes—annual purchase quantity per patient, average patient 

spending per quantity, total volume of patients on copay-assisted medications, and average insurer spending 

per quantity—for drug j in state s during year t. Each outcome is log-transformed to enhance distributional 

normality. Given the possible scenario of a zero spending for either the insurer (i.e., insurer passes the full 

cost to the patient) or the patient (i.e., copay assistance eliminates the patient’s expenses), we add a scalar 

of $1 to both patient spending and insurer spending before log transformation to ensure inclusion of such 

data in our analyses. 

𝐵𝑎𝑛𝑠𝑡 denotes our treatment variable, which takes the value of 1 if year t represents a full calendar year 

after the ban in state s, and 0 otherwise. That is, for the ban-enacted states, the ban indicator is set to 0 and 

1 according to their pre-ban and post-ban periods shown in Table 2, respectively. For the mid-2021 ban 

states, 2021 is considered a pre-ban period since (1) our outcomes are annualized, requiring patient follow-

up through the full calendar year, and (2) patients likely have exhausted their copay card funds by mid-year 

due to copay accumulators, not returning to make purchases until their funds reset at the onset of the new 

benefit year (i.e., new calendar year). With that said, it is also possible that some patients may have begun 

purchasing these drugs after the ban was enacted. If so, the presence of such patients in the pre-ban period 

would ultimately dilute the effects of the ban captured by our model. In this sense, our results can be 

considered conservative estimates of the ban’s impact. Nonetheless, given the ambiguity with the 2021 data 

for these states included in our analyses, in Section 5.3.4, we show the robustness of our results by 

replicating our analyses with 2021 data removed for the mid-2021 ban states. 

To account for the potential presence of unobservable factors, we incorporate fixed effects for (a) NDCs, 

represented by 𝛼𝑗, to absorb between-drug variations such as prices, quantities typically prescribed, and 

refill frequencies, (b) states, denoted by 𝜎𝑠 , to absorb between-state differences such as market and 

This preprint research paper has not been peer reviewed. Electronic copy available at: https://ssrn.com/abstract=5547698

Pr
ep

rin
t n

ot
 p

ee
r r

ev
ie

wed



14 

 

regulatory circumstances, and (c) years, represented by 𝜏𝑡, to absorb time-variant factors (e.g., economic, 

geopolitical) potentially affecting the drug market. In addition, we further adjust for the following 

observable factors that are not fully absorbed by our fixed effects: First, as our study period overlaps with 

the COVID-19 pandemic, we control for 𝐶𝑠𝑡, which corresponds to COVID-related deaths per 100,000 in 

state s during year t (CDC 2024). While the year fixed effects absorb national time trends related to the 

pandemic, this control helps capture the state-level variations in pandemic severity that may differentially 

affect drug utilization and spending.1 Second, as many large employer-sponsored plans are not legally 

required to follow the state rules on health insurance (The AIDS Institute 2021), patients residing in ban-

enacted states are sometimes enrolled in accumulator plans. Meanwhile, recent trends suggest increasing 

prevalence of patients affected by copay maximizer plans (i.e., alternative benefit adjustments that lower 

insurers’ spending against copay assistance; Linehan 2020). The presence of these patients may dilute the 

estimated effects of the ban, and their presence has been reported to evolve dynamically over state and time 

(Glass et al. 2024). To account for this, we control for 𝐴𝑠𝑡 and 𝑀𝑠𝑡, which represent percentages of patients 

affected by accumulator and maximizer plans in state s during year t, respectively. These percentages are 

based on estimates provided by IQVIA (Glass et al. 2024) from 2019 to 2022. We impute percentages for 

2018 using their corresponding 2019 estimates. 

Lastly, 𝜀𝑗𝑠𝑡 captures random errors external to the model, and standard errors are clustered by state. All 

notations and specifications discussed here are consistent throughout subsequent models unless specified 

otherwise. The coefficient of our interest is 𝛽1 in model (4)—the ceteris paribus impact of the accumulator 

ban on our study outcomes. 

 

5.2. Main Effects of the Ban 

Table 5 illustrates the results of model (4). First, we find that the ban raises the annual purchase quantity 

per patient by 40.0% (e0.337 – 1), indicating support for H1. That is, the ban allows the average patient to fill 

more prescriptions over the year, possibly suggesting improved adherence to prescribed treatment. In 

addition, the ban lowers the average patient OOP spending per quantity by 18.2% while raising the average 

insurer spending per quantity by 15.6%, indicating support for H2 and H4. These results suggest the 

improvement in affordability is achieved by shifting the average patient’s financial responsibility to the 

insurer, which in turn allows the patient to fill more prescriptions (i.e., possibly improve adherence). 

Meanwhile, contrary to expectations, the ban is not found to increase the overall patient volume on copay-

assisted medications, indicating rejection of H3. That is, the results possibly suggest unimproved access in 

the post-ban years, despite the ban’s financial advantages revealed at the patient-level. 

                                                 
1 In addition to the described approach, we have additional robustness checks that account for the pandemic’s potential 

influence. These results confirm the validity of our main results and are available upon request. 
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Taken together, the results reveal a striking risk-shifting dynamic. The ban lowers patients’ OOP 

spending and increases purchase quantities, consistent with improved adherence and affordability. Yet 

these gains come at the expense of insurers, whose average spending rises substantially. Perhaps most 

unexpectedly, the ban does not expand the overall patient base for copay-assisted drugs; in fact, the negative 

(albeit non-significant) coefficient suggests the policy may even discourage access in certain cases—a topic 

that is further explored in Section 6. Thus, while the policy improves adherence and affordability among 

existing users, these benefits do not translate into broader uptake, indicating complex trade-offs generated 

by the ban across stakeholders. 

 

Table 5. Main effects of the accumulator ban 

  
ln (Purchase 

Quantity) 

ln (Patient 

Spending) 

ln (Patient 

Volume) 

ln (Insurer 

Spending) 

Ban ***0.337*** ***-0.200***- -0.036- **0.145** 
 (0.112) (0.073) (0.099) (0.062) 

NDC fixed effects Y Y Y Y 

State fixed effects Y Y Y Y 

Year fixed effects Y Y Y Y 

COVID-19 control Y Y Y Y 

Accumulator control Y Y Y Y 

Maximizer control Y Y Y Y 

Adjusted R-squared 0.601 0.528 0.194 0.842 

Observations 3,329 3,329 3,329 3,329 

Note. Standard errors are clustered by state and shown in parentheses. 

*p < 0.10; **p < 0.05; ***p < 0.01. 

 

5.3. Robustness Checks 

We present a realm of robustness checks conducted to verify the appropriateness of our identification 

strategy and confirm validity of our main results. Together, the results presented in this section validate our 

main findings. 

 

5.3.1. Self-Selection into Treatment 

The validity of our identification strategy depends on whether a given state’s enactment of the ban can be 

considered an exogenous shock. Hence, to ensure that our empirical setup is appropriate, we conduct our 

first robustness check by assessing whether the state-level bans are endogenous to our study outcomes in 

the pre-ban period. That is, we evaluate (a) whether the ban-enacting states vary from others in their 

likelihood of implementing the policy, and (b) whether their decisions to enact the ban are induced by the 

four outcomes examined our study. 
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To conduct this test, we first aggregate our data by state-year, and focus specifically on calendar year 

2019, which is the latest full calendar year in the pre-treatment period before the first group of states 

implemented the ban in 2020. Based on this subsample, we construct a probit model as follows, 

 

 Pr{𝐵𝑎𝑛𝑠 = 1} = 𝐹(𝛽0 + 𝛽1ln⁡(𝑌1𝑠) + 𝛽2ln⁡(𝑌2𝑠) + 𝛽3ln⁡(𝑌3𝑠) + 𝛽4ln⁡(𝑌4𝑠)) (5) 

 

where 𝐵𝑎𝑛𝑠 denotes a binary indicator for whether state s enacts the accumulator ban between 2020 and 

2022 (1 = Yes, 0 = No), while 𝑌1𝑠 , 𝑌2𝑠 , 𝑌3𝑠 , and 𝑌4𝑠  represent our four study outcomes (i.e., purchase 

quantity, patient spending, patient volume, and insurer spending) aggregated at the state-level. As 2019 

predates the COVID-19 pandemic, we do not adjust for this variable. Furthermore, as state-level 

prevalences of accumulators and maximizers may perfectly predict our states, and hence the likelihood of 

the ban, we remove these controls from the above model. 

 

Table 6. Impact of pre-ban outcomes on the likelihood of ban enactment 

 Probability of ban enactment by 2022 

ln (Purchase Quantity) 0.489 
 (0.432) 

ln (Patient Spending) -0.170- 

 (0.438) 

ln (Patient Volume) 0.237 

 (0.173) 

ln (Insurer Spending) -0.095- 

 (0.308) 

Pseudo R-squared 0.067 

Observations 49 

 

As Table 6 illustrates, none of our study outcomes are significantly associated with the states’ likelihood 

of enacting the ban, indicating that our main treatment variable is not found to be endogenous to the 

outcomes from the pre-treatment period. This validates our approach of considering the state-level bans as 

shocks. With this confirmation, we next proceed with assessing validity in another important assumption 

of our model—parallel trends. 

 

5.3.2. Parallel Trend Assessment 

As our empirical strategy relies on the staggered DiD framework, we must first ensure valid existence of 

parallel trends. As all states in our sample have at least two years of data before the ban, we conduct a pre-

program test using an event study approach to assess the magnitude of treatment effects (i.e., ban’s effects) 

in the years before the enactment of the ban. To implement this, we expand our base model as follows, 

 
 ln(𝑌𝑗,𝑠,𝑡) =𝛽0 + 𝛽1𝐵𝑎𝑛𝑠,𝑡+3⁡𝑏𝑎𝑐𝑘𝑤𝑎𝑟𝑑 + 𝛽2𝐵𝑎𝑛𝑠,𝑡+2 + 𝛽3𝐵𝑎𝑛𝑠,𝑡 + 𝛾𝐶𝑠,𝑡 + 𝛿𝐴𝑠,𝑡 + 𝜃𝑀𝑠,𝑡 + 𝛼𝑗 + 𝜎𝑠 + 𝜏𝑡 + 𝜀𝑗,𝑠,𝑡 ,  (6) 
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where all specifications are consistent with our base model—model (4)—and 𝐵𝑎𝑛𝑠,𝑡  remains our main 

treatment variable of interest. 𝐵𝑎𝑛𝑠,𝑡+3⁡𝑏𝑎𝑐𝑘𝑤𝑎𝑟𝑑 represents a binary indicator denoting whether the first 

post-treatment period occurs three or more years from year t. That is, for the mid-2021 and 2022 ban states, 

this indicator is set to 1 for 2018 and 2019, and 0 otherwise. Similarly, 𝐵𝑎𝑛𝑠,𝑡+2 is a binary indicator for 

whether the first post-treatment period occurs two years from year t. That is, for the mid-2021 and 2022 

ban states, this indicator is set to 1 for 2020 and 0 otherwise, while for the 2020 ban states, it is set to 1 for 

2018 and 0 otherwise. Lastly, 𝐵𝑎𝑛𝑠,𝑡+1  is an omitted binary indicator denoting whether the first post-

treatment period occurs one year from year t. 

 

Table 7. Robustness checks on the main effects of the accumulator ban 

  
ln (Purchase 

Quantity) 

ln (Patient 

Spending) 

ln (Patient 

Volume) 

ln (Insurer 

Spending) 

Parallel trend assessment 

  Bans,t+3 backward -0.110- 0.095 -0.106- 0.003 
 (0.088) (0.067) (0.097) (0.081) 

  Bans,t+2 -0.076- 0.043 0.008 0.063 
 (0.081) (0.058) (0.064) (0.099) 

  Bans,t ***0.360*** ***-0.224***- 0.000 **0.154** 
 (0.118) (0.083) (0.101) (0.073) 

  Adjusted R-squared 0.601 0.528 0.195 0.842 

  Observations 3,329 3,329 3,329 3,329 

Propensity score matching 

  Ban **0.373** *-0.154*- -0.181- ***0.304*** 
 (0.167) (0.080) (0.144) (0.096) 

  Adjusted R-squared 0.598 0.581 0.244 0.870 

  Observations 2,260 2,260 2,260 2,260 

Removal of 2021 data for mid-2021 ban states 

  Ban **0.348** ***-0.245***- -0.002- ***0.235*** 
 (0.146) (0.080) (0.034) (0.084) 

  Adjusted R-squared 0.605 0.530 0.195 0.840 

  Observations 3,249 3,249 3,249 3,249 

  NDC fixed effects Y Y Y Y 

  State fixed effects Y Y Y Y 

  Year fixed effects Y Y Y Y 

  COVID-19 control Y Y Y Y 

  Accumulator control Y Y Y Y 

  Maximizer control Y Y Y Y 

Note. Standard errors are clustered by state and shown in parentheses. 

*p < 0.10; **p < 0.05; ***p < 0.01. 

 

As Table 7 illustrates under Parallel trend assessment, pre-program test results reveal the absence of 

significant treatment effects in the pre-treatment period for all four study outcomes. Furthermore, we find 

consistent results regarding the effects of the ban in the post-treatment period. Collectively, these results 

support robustness of our empirical approach while also validating the ban’s effects revealed in Section 5.2. 
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5.3.3. Propensity Score Matching 

A potential concern regarding our empirical setup is that the ban’s effects estimated by our model may be 

driven by sample imbalance. To ensure that our results hold using a balanced sample, we conduct propensity 

score matching to generate a subsample of the treatment group that is more comparable to the control group. 

First, we restrict our sample to the records in the pre-ban period (i.e., 2018 and 2019). Next, we generate 

propensity scores for these records by constructing a probit model as follows, 

 

 Pr{𝐵𝑎𝑛𝑗𝑠𝑡 = 1} = 𝐹(𝛽0 + 𝑿𝒋𝒔𝒕
′ 𝜷) (7) 

 

where Pr⁡{𝐵𝑎𝑛𝑗𝑠𝑡 = 1} denotes the probability of a given observation belonging to the treatment group (i.e., 

states enacting the ban by 2022), conditional on matched variables, and 𝑿𝒋𝒔𝒕
′  represents the matrix of 

patient-level characteristics from Table 4. As the pre-ban period predates the COVID-19 pandemic, we do 

not adjust for this variable. Furthermore, as state-level prevalences of accumulators and maximizers may 

perfectly predict our treatment group selection, we remove these controls from the above model. 

 

Figure 2. Propensity score histogram based on trimming-level of 2.5% 

 

We set a trimming level of 2.5% to generate a comparable sample of observations on common support, 

as illustrated in Figure 2. Furthermore, balancing test results illustrated in Table 8 reveal marginal, 

insignificant variations in the matched covariates between treatment and control groups after the matching 

process. With the balanced sample achieved and pulling in the corresponding data from the post-treatment 

period, we replicate our base model by expanding model (4) as follows, 
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 ln(𝑌𝑗𝑠𝑡) =𝛽0 + 𝛽1𝐵𝑎𝑛𝑠𝑡 + 𝑿𝒋𝒔𝒕
′ 𝜷 + 𝛾𝐶𝑠𝑡 + 𝛿𝐴𝑠𝑡 + 𝜃𝑀𝑠𝑡 + 𝛼𝑗 + 𝜎𝑠 + 𝜏𝑡 + 𝜀𝑗𝑠𝑡 ,  (8) 

 

where all specifications remain consistent with our base model, with the only exception being that we now 

include the matched covariates in our model—as denoted by 𝑿𝒋𝒔𝒕
′ . As Table 7 illustrates under Propensity 

score matching, the results based on the matched sample are highly consistent with our results from Section 

5.2, indicating further support for the robustness of our main results. 

 

Table 8. Balancing test before and after propensity score matching 

Unmatched sample (N = 3,329) 

Category   Treatment Control 

  Average age 48.8 48.9 

  % of female patients %56.9% %57.9% 

  % of non-white patients **%31.1%** **%25.5%** 

  % of patients who are college-educated or above ***%46.3%*** ***%39.4%*** 

  ln (average hourly wage) **%003.16**% **003.22** 

  % of patients with cardiovascular conditions ***%69.9%*** ***%60.9%*** 

  % of patients with respiratory conditions **%22.7%** **%28.2%** 

  % of patients with cancer **%07.5%** **%11.3%** 

  % of patients with arthritis ***%35.1%*** ***%28.8%*** 

  % of patients with diabetes %***42.6%*** %***31.6%*** 

Matched sample (N = 2,260) 

Category   Treatment Control 

  Average age 48.6 48.5 

  % of female patients %56.1% %51.0% 

  % of non-white patients **%29.9%** **%27.2%** 

  % of patients who are college-educated or above ***%45.1%*** ***%42.3%*** 

  ln (average hourly wage) **%003.16**% **003.17** 

  % of patients with cardiovascular conditions ***%69.2%*** ***%69.5%*** 

  % of patients with respiratory conditions **%23.2%** **%21.5%** 

  % of patients with cancer **%07.7%** **%07.1%** 

  % of patients with arthritis ***%33.6%*** ***%37.4%*** 

  % of patients with diabetes %***41.2%*** %***41.2%*** 

Note. *p < 0.10; **p < 0.05; ***p < 0.01. 

 

5.3.4. Removal of 2021 Data for Mid-2021 Ban States 

As discussed in Section 5.1, we treat calendar year 2021 for the mid-2021 states (i.e., states that enacted 

the accumulator ban between June 21 and November 1, 2021) as pre-treatment period in our main analyses, 

recognizing that the ban’s estimated effects could be understated due to the presence of patients who may 

have used copay assistance after the ban went into effect. An alternative approach to dealing with the ban 

timelines in these states is to remove them from our analyses. Hence, we replicate our analyses with 2021 

data removed for the mid-2021 states to assess whether our main results hold. 
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As Table 7 illustrates under Removal of 2021 data for mid-2021 states, not only do these results validate 

robustness of our main results, they also reveal coefficients for purchase quantity, patient spending, and 

insurer spending that are indeed stronger in magnitude. 

 

6. Ban’s Heterogeneous Effects  

With the ban’s main effects thoroughly validated and established, we shift our focus to investigate whether 

the accumulator ban has heterogeneous effects with respect to two main concerns surrounding the 

emergence of copay assistance and accumulator programs, respectively, providing us additional insights 

into our main results. In particular, we distinguish between drugs with and without generic equivalents, as 

well as biologics used by patients requiring high-cost specialty medications. Below, we describe our 

empirical approaches for assessing the ban’s heterogeneous effects across these groups, and present 

corresponding results. 

 

6.1.  Ban’s Heterogeneous Effects on Drugs with Generic Equivalents 

In this subsection, we examine the ban’s heterogenous effect on branded drugs with generic equivalents—

where patients typically have access to these lower-cost generic alternatives—versus those without. As 

previously discussed, insurers have historically argued that copay assistance programs offered for these 

drugs accelerate healthcare spending over time due to unnecessarily steering more patients toward higher-

cost products (Foley 2011). Indeed, empirical evidence suggests copay assistance has market 

cannibalization effects on equivalent generic products (Dafney et al. 2017). Since the accumulator ban 

effectively restores the full utility of copay assistance (see Section 3.2), an important question is whether 

the ban similarly alters market dynamics by shifting demand from generics toward more expensive branded 

drugs. 

While 11 of 13 states in our treatment group implemented a comprehensive accumulator ban on all 

drugs regardless of whether they have generic equivalents, Arkansas and New Mexico implemented a 

partial ban exclusively for drugs without generic equivalents (All Copays Count Coalition 2025). Hence, 

these two states are removed from our analyses in this section. To examine the accumulator ban’s 

heterogeneous effects on drugs with generic equivalents, we extend our base model as follows, 

 

 ln(𝑌𝑗𝑠𝑡) =𝛽0 + 𝛽1𝐵𝑎𝑛𝑠𝑡 × 𝐺𝑒𝑛𝐸𝑞𝑗 + 𝛽2𝐵𝑎𝑛𝑠𝑡 + 𝛾𝐶𝑠𝑡 + 𝛿𝐴𝑠𝑡 + 𝜃𝑀𝑠𝑡 + 𝛼𝑗 + 𝜎𝑠 + 𝜏𝑡 + 𝜀𝑗𝑠𝑡 ,  (9) 

 

where 𝐺𝑒𝑛𝐸𝑞𝑗 denotes a binary indicator, which is set to 1 if drug j has one or more generic equivalents 

(i.e., drugs with common active ingredient, dosage form, strength and administration route; GovFacts 2025) 

on the market during the sample period, and 0 otherwise. Note that, since this indicator is defined at the 

drug-level, its first order term (i.e., 𝛽3𝐺𝑒𝑛𝐸𝑞𝑗 ) is absorbed by the NDC fixed effects. All other 
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specifications remain consistent with our base model—model (4). The main coefficient of our interest is 𝛽1 

in model (9), which represents the ban’s heterogeneous effects for drugs with generic equivalents. 

 

Table 9. Heterogeneous effects of the accumulator ban on drugs with generic equivalents 

  
ln (Purchase 

Quantity) 

ln (Patient 

Spending) 

ln (Patient 

Volume) 

ln (Insurer 

Spending) 

Ban ***0.389*** ***-0.221***- -0.022- ***0.203*** 
 (0.118) (0.074) (0.107) (0.066) 

Ban × GenEq **-0.121**- *-0.088*- ***-0.013***- **-0.102**- 
 (0.152) (0.071) (0.050) (0.057) 

NDC fixed effects Y Y Y Y 

State fixed effects Y Y Y Y 

Year fixed effects Y Y Y Y 

COVID-19 control Y Y Y Y 

Accumulator control Y Y Y Y 

Maximizer control Y Y Y Y 

Adjusted R-squared 0.603 0.531 0.192 0.842 

Observations 3,287 3,287 3,287 3,287 

Note. Sample size reflects removal of records from Arkansas and New Mexico—the two states in our 

treatment group that implemented a partial accumulator ban exclusively for drugs with generic 

equivalents during our study period. Standard errors are clustered by state and shown in parentheses. 

*p < 0.10; **p < 0.05; ***p < 0.01; ^p = 0.126. 

 

Table 9 illustrates the results of model (9). First, the ban’s effects on purchase quantity are weakly 

negative and, in turn, patient spending per quantity are slightly positive for drugs with generic equivalents 

compared to drugs without, even though neither is statistically significant. In other words, the ban does not 

differentially trigger additional purchases or influence per-quantity patient expenses between the drug 

groups with and without generic alternatives. Moreover, the ban is not found to alter the total number of 

patients taking drugs with generic equivalents. Collectively, these results suggest no apparent ban-induced 

uptakes in the utilization of drugs with generics, alleviating insurers’ concerns that the ban, which restores 

copay assistance benefits, might encourage patients to overuse these products when lower-cost generic 

alternatives exist. 

On the insurer side, the magnitude of ban-induced increases in insurer spending per quantity are found 

to be significantly smaller for drugs with generic equivalents (as opposed to drugs without). This indicates 

that the ban increases insurers’ per-quantity cost less for drugs with generic equivalents than those without. 

In fact, F test for the ban’s net effect on insurer’s per-quantity spending across these drugs (i.e., 𝛽1 + 𝛽2) 

yields a non-significant p-value (p > 0.10), indicating negligible changes to per-unit insurer spending on 

these drugs after the ban. Taken together, these results suggest the ban does not amplify insurer spending 

by steering patients toward branded drugs when lower cost generic alternatives are available. Most 

importantly, the lack of significant changes in both patient volume and per-unit insurer spending suggests 
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that the ban does not shift patients from generics to branded drugs—evidence that stands in contrast to prior 

findings in the literature (Dafny et al. 2017). 

 

6.2. Ban’s Heterogeneous Effects on Biologics  

In this subsection, we examine the ban’s heterogenous effect on biologics—i.e., products for patients with 

rare, chronic or severe conditions requiring specialty medications (FDA 2023). Biologics often represent 

the last effective means of treatment for patients (FDA 2023), and switching out of therapy is generally not 

advised from a clinical perspective (Yarin 2015). Biologics tend to be more expensive due to their high 

development costs and the lack of competition, as well as special manufacturing and handling requirements 

(Chen et al. 2018). As a result, biologics typically come with higher patient copays or coinsurances 

(Biologic Meds 2024, Arthritis Foundation 2025), which has made them particularly vulnerable to copay 

accumulators (Long et al. 2024). How does the ban, then, address these barriers that have previously limited 

access to biologics? To evaluate this question, we extend our base model as follows, 

 

ln(𝑌𝑗𝑠𝑡) =𝛽0 + 𝛽1𝐵𝑎𝑛𝑠𝑡 × 𝐵𝑖𝑜𝑙𝑜𝑔𝑖𝑐𝑗 + 𝛽2𝐵𝑎𝑛𝑠𝑡 + 𝛾𝐶𝑠𝑡 + 𝛿𝐴𝑠𝑡 + 𝜃𝑀𝑠𝑡 + 𝛼𝑗 + 𝜎𝑠 + 𝜏𝑡 + 𝜀𝑗𝑠𝑡 ,  (10) 

 

where 𝐵𝑖𝑜𝑙𝑜𝑔𝑖𝑐𝑗 denotes a binary indicator, which is set to 1 if drug j is a biological drug and 0 otherwise. 

Similar to model (9), since this indicator is defined at the drug-level, its first order term (i.e., 𝛽3𝐵𝑖𝑜𝑙𝑜𝑔𝑖𝑐𝑗) 

is absorbed by the NDC fixed effects. All other specifications remain consistent with our base model—

model (4). The main coefficient of our interest is 𝛽1  in model (10), which represents the ban’s 

heterogeneous effects for biologics. 

 

Table 10. Heterogeneous effects of the accumulator ban on biologics 

  
ln (Purchase 

Quantity) 

ln (Patient 

Spending) 

ln (Patient 

Volume) 

ln (Insurer 

Spending) 

Ban ***0.302*** ***-0.156***- 0.048 ^0.110^ 
 (0.116) (0.079) (0.107) (0.070) 

Ban × Biologic **0.144** *-0.181*- ***-0.343***- **0.146** 
 (0.125) (0.093) (0.098) (0.142) 

NDC fixed effects Y Y Y Y 

State fixed effects Y Y Y Y 

Year fixed effects Y Y Y Y 

COVID-19 control Y Y Y Y 

Accumulator control Y Y Y Y 

Maximizer control Y Y Y Y 

Adjusted R-squared 0.601 0.528 0.198 0.842 

Observations 3,329 3,329 3,329 3,329 

Note. Standard errors are clustered by state and shown in parentheses. 

*p < 0.10; **p < 0.05; ***p < 0.01; ^p = 0.126. 
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Table 10 illustrates the results of model (10). While the ban’s effects on purchase quantity and insurer 

spending are not found to be any more or less pronounced for biologics, we do find evidence suggesting 

the ban further reduces patient spending across these drugs, highlighting the ban’s positive impact. That is, 

while the ban seemingly does not induce higher drug utilization or insurer spending at the patient-level, it 

helps patients meet their deductibles sooner using copay-assisted funds to lower their OOP requirements 

for the remaining year. Meanwhile, we find that the ban significantly decreases the volume of those taking 

biologics, which raises questions regarding how this well-intended policy could potentially worsen access 

to these drugs. A plausible explanation for this phenomenon is the insurers’ response to the ban. 

Industry reports have noted the growing presence of alternative funding programs (AFPs), which some 

insurers have begun to explore as a means of managing rising costs associated with accumulator bans (AMA 

2025, PAN Foundation 2025). These programs often ‘carve out’ coverage for certain high-cost specialty 

drugs (e.g., biologics), shifting patients to seek support from manufacturer-affiliated assistance programs 

or charitable foundations that may impose strict eligibility criteria or volume limits (Avalere Health 2025, 

Choi et al. 2024). While AFPs are intended to contain costs, they may have the unintended effect of limiting 

access for patients with rare or severe conditions who rely on these treatments. This possibility highlights 

an important caveat of the ban: without complementary policy safeguards, well-intended efforts to improve 

affordability and adherence could inadvertently create new access challenges in the long run. 

 

7. Discussion & Conclusion 

High drug pricing and payments have been a significant concern in the US. To understand the potential 

impact of the recent state-level enactments of (and the federal court’s ruling in favor of) the ban on copay 

accumulators regarding drug payments, we construct an empirical experiment anchored on earlier state-

level accumulator bans that were implemented across thirteen states between 2020 and 2022. Using a 

staggered difference-in-differences framework based on a unique dataset compiled from various sources, 

we find that the ban increases the average patient’s annual drug purchase quantity—possibly indicating 

improved patient adherence to prescribed treatment—which is achieved by lowering these patients’ average 

out-of-pocket spending per purchase quantity—suggesting improved patient affordability. Nevertheless, 

these improvements significantly raise the insurers’ average spending per purchase quantity—revealing the 

classic case of risk-shifting dynamics that poses concerns on potential long-term consequences of the ban. 

What is more, the ban is not found to increase the total volume of patients on copay-assisted medications—

suggesting unimproved patient access—despite the ban-induced financial benefits for patients. 

Further analyses reveal that neither patient volume nor per-unit insurer spending changed significantly 

for drugs with generic alternatives after the ban, suggesting that the ban does not shift patients to branded 

drugs from their cheaper generic alternatives. On the other hand, we also discover the ban’s inadvertent 
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reduction of access to biologics—drugs taken by patients with rare, severe or chronic conditions requiring 

specialty medications. These results provide additional insights into our main findings and also shed light 

on the longer-term potential consequences of the ban. Specifically, our findings highlight that drug payment 

policies are not merely financial instruments but integral components of the pharmaceutical supply chain 

that directly shape patient access. That is, the accumulator ban demonstrates how shifting financial 

responsibility from patients to insurers can alter flows of both money and medications, improving adherence 

but also provoking countermeasures that may restrict access for certain groups of drugs and patients. For 

managers, these findings underscore the need to monitor affordability, adherence, and access as operational 

performance indicators alongside the traditional cost and efficiency metrics. By treating these metrics as 

supply chain outcomes, firms can design benefit structures, contracting strategies, and distribution systems 

that balance sustainability with equitable access to critical medications. 

For insurers, the accumulator ban creates substantial upward pressure on drug spending, requiring 

proactive adjustments in benefit design and risk management. Beyond compliance with policy, insurers 

must evaluate how formulary tiering, utilization management tools, or alternative contracting mechanisms 

can balance affordability for patients with financial sustainability (Choi et al. 2024, Avalere Health 2025). 

Our results suggest that failure to adapt may lead to reactive measures, such as coverage carve-outs, that 

could unintentionally erode patient access and undermine trust. Instead, insurers have an opportunity to 

leverage innovative cost-sharing models and data-driven benefit management to align patient adherence 

incentives with long-term cost control (Liang et al. 2022). 

For manufacturers, the accumulator ban generates short-term gains by boosting prescription volumes 

and reducing patient price sensitivity, yet it also heightens tensions with insurers who bear the added costs. 

This dynamic calls for pricing and contracting strategies that move beyond reliance on copay assistance 

alone. Manufacturers can optimize their pricing strategies within the constraints of insurers’ allowable 

financial losses and collaborate with insurers such that patient access, affordability, and adherence can 

improve in a stable, health-improving manner. By aligning pricing strategies with insurers’ financial 

constraints, manufacturers can mitigate the risk of restrictive countermeasures and foster more sustainable, 

trust-based relationships across the pharmaceutical supply chain. 

For policy makers, the accumulator ban illustrates both the promise and the limits of regulatory 

interventions in addressing drug affordability. While the policy succeeds in lowering patients’ out-of-pocket 

spending and improving adherence, it simultaneously increases insurer costs and triggers counter-responses 

that can undermine access to critical medications. These findings suggest that sustainable policy design 

requires anticipating stakeholder reactions and embedding safeguards to protect vulnerable groups, 

particularly those reliant on costly specialty medications. Moving forward, policy makers may consider 

complementary mechanisms—such as value-based reimbursement models or insurer–manufacturer risk-

This preprint research paper has not been peer reviewed. Electronic copy available at: https://ssrn.com/abstract=5547698

Pr
ep

rin
t n

ot
 p

ee
r r

ev
ie

wed



25 

 

sharing arrangements—that ensure affordability gains are preserved without eroding equity or long-term 

system sustainability (Adida 2021, Xu et al. 2022). 

Our study has several notable limitations. First, in accordance with the data integration process 

described in Section 4.2, our findings are generalizable to the US wage earners with private insurance 

between ages 18 and 64. Further research on the implications of the ban for population segments not covered 

in this study, such as non-wage-earners, may reveal other unique insights not available in our study. Second, 

our study relies on drug utilization history metrics (i.e., purchase quantity, patient spending, patient volume) 

to proxy patient adherence, affordability, and access, which are important supply chain metrics of our focus. 

Future studies that monitor prospective health outcomes of copay-assisted patients, if available, would 

enhance our understanding of the ban’s impact. Finally, given the non-transparent nature of payment and 

rebate arrangements that exist along the pharmaceutical supply chain, our study does not claim to perfectly 

account for all conditions that may influence drug pricing and benefit designs. Future research leveraging 

industry data sources with enhanced visibility into these arrangements may refine insights on patient access, 

affordability, and adherence gathered from this study. 
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