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Why OIG Did This Review

e Humira, a biologic drug used to treat autoimmune conditions such as rheumatoid arthritis, is one of the
best-selling prescription drugs in the world. In the United States, it has an annual list price of approximately
$90,000. In 2022, it cost the Part D program and enrollees $5.4 billion before accounting for rebates and
other price concessions.

e The launch of Humira biosimilars (which are highly similar to Humira, with no clinically meaningful
differences) has been anticipated as an opportunity to lower biologic drug costs through competition.
However, if Part D plans’ formularies restrict access to Humira biosimilars, competitive pressure—and its
potential effects on lowering drug costs—may be limited.

e Previous OIG work found that many Part D formularies did not cover biosimilars available for other
expensive biologic drugs. OIG also found that this lack of formulary coverage could limit wider biosimilar
use and any potential savings for Medicare Part D.

What OIG Found

Part D plans’ formulary coverage of Humira biosimilars increased substantially between 2024 and 2025.
Nearly all Part D Prescription Drug Plans (PDPs) (96 percent), and 88 percent of Medicare Advantage
Prescription Drug (MAPD) plans, covered at least 1 of the 10 available Humira biosimilars on their 2025
formulary—including some plans that covered Humira biosimilars only and not Humira. This represents
substantial growth in formulary coverage from 2024, when only 65 percent of PDPs and 52 percent of MAPD
plans covered at least one of Humira's biosimilars. However, 1 percent of PDP enrollees and 10 percent of
MAPD enrollees were in plans that covered Humira only in 2025, which in effect prevents these enrollees’ use
of Humira biosimilars.

Almost none of the formularies that covered Humira and its biosimilars used preferential tier placement
to encourage biosimilar use. Ninety-nine percent of these formularies placed Humira and its biosimilars on
the same cost-sharing tier. Likewise, these formularies either applied or did not apply utilization management
requirements (i.e., prior authorization or step therapy) to both Humira and covered biosimilars. This means
that the formularies did not use such tools to encourage the use of biosimilars, nor to discourage their use.

What OIG Concludes

Most—but not all—Part D plans covered Humira biosimilars in 2025. This increase in coverage is a positive
trend, as both the Medicare Payment Advisory Commission and the Federal Trade Commission have raised
concerns about the anticompetitive effects of limited biosimilar formulary coverage. OIG previously
recommended that CMS monitor biosimilar coverage on formularies to identify any concerning trends, such as
exclusion of biosimilars from formularies or preferential treatment for reference products like Humira. In
response, CMS assessed whether 2024 Part D formularies included available biosimilars in addition to their
reference products. We encourage CMS to continue this formulary monitoring.
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Primer: Biosimilars and Part D Formulary Coverage

Biologic drugs like Humira (usually large, complex molecules produced in a living system) are some of
the most expensive drugs available.’

A biosimilar is a biologic that is highly similar to and has no clinically meaningful difference from an
existing Food and Drug Administration (FDA)-approved biologic (i.e., the biosimilar's “reference
product”).? Biosimilars compete with their reference products and are often less expensive.> Nine
Humira biosimilars launched in 2023, with a tenth becoming available in 2024.*

Part D Prescription Drug Plans. Enrollees in traditional Medicare get their Part D prescription drug
coverage from stand-alone prescription drug plans (PDPs), while Medicare Advantage includes
prescription drug coverage through Medicare Advantage prescription drug (MAPD) plans. Our 2025
analysis includes 524 PDPs and 4,663 MAPD plans.

Formularies. Each PDP or MAPD plan has a formulary, which lists the drugs that the plan covers and
organizes them into tiers with different cost-sharing requirements. Plans use formularies to encourage
or discourage the use of certain covered drugs and to control costs. The same formulary may be used
by multiple PDPs and/or MAPD plans. Our 2025 analysis includes 353 unique formularies.

Plans’ formularies can exclude drugs—including biosimilars, like
those for Humira—to in effect prevent their enrollees from using
them.> ©

Formulary coverage of
Humira only

Effectively prevents biosimilar
use

Plans can also use other formulary tools to encourage use of a
covered drug or discourage the use of its competitors. For example,

Part D plans can: Formulary coverage of

. . Humira + biosimilar
e Putadrug on a lower formulary tier—with lower enrollee UG = TR

cost-sharing—than its competitors to promote its use.’ Enables biosimilar use
¢ Implement utilization management requirements such as prior
authorization and step therapy for a drug’'s competitors.

o Prior authorization requires prescribers to obtain approval
from the Part D plan before it will cover a specific drug; Effectively requires biosimilar
implementing prior authorization for Humira, but not its use
biosimilars, would make it easier for an enrollee to access
the biosimilar.

o Step therapy typically requires beneficiaries to first try a less expensive drug before moving to
a more expensive drug; a plan could implement step therapy for Humira that required
enrollees to first try a less expensive Humira biosimilar before getting approval to use Humira.

Formulary coverage of
biosimilars only

Formulary Review. The Center for Medicare & Medicaid Services (CMS) conducts an annual formulary
review to ensure that Part D plans’ formularies align with best practices, provide sufficient access to

a range of drugs, and do not discourage the enrollment of certain enrollees.® At a minimum,
formularies must cover commonly needed drugs and generally must offer at least two different drugs in
each drug class and category.’ The formulary review process does not include an assessment of drugs’
costs to enrollees or the Medicare program because CMS cannot generally intervene in the negotiations
between drug manufacturers and plan sponsors; require a particular formulary; or set a price structure
for the reimbursement of covered Part D drugs.™




Part D Plans’ Coverage of Humira Biosimilars

Part D plans’ formulary coverage of Humira biosimilars increased substantially between 2024 and
2025. Nearly all Part D PDPs (96 percent) and 88 percent of MAPD plans included at least one of the 10
available Humira biosimilars on their 2025 formulary. This represents substantial growth in Humira
biosimilar formulary coverage compared to the previous year, when only 65 percent of PDPs and

52 percent of MAPD plans covered any Humira biosimilar. Because plan size can vary, we also analyzed
the proportion of enrollees in these plans. Overall, 99 percent of enrollees in PDPs and 90 percent of
enrollees in MAPD plans had access to at least one Humira biosimilar in 2025. See Exhibit 1 below for
the change in plans’ Humira biosimilar coverage over time and 2025 enrollment in these plans.

Exhibit 1. Both MAPD plans and PDPs have increased coverage of Humira biosimilars, with at least
90 percent of enrollees in each plan type having access to a Humira biosimilar in 2025.

PDPs 2025 PDP Enrollment
2024 2025

4% cover 1% of PDP enrollees are in
Humira only plans that cover only

35% Humira
66% cover 50% in plans that cover
Humira + Humira + biosimilars
biosimilars

60%

o
29% cover 49I/o :\ pl-an‘sI that cover
5% biosimilars only only blosimilars
MAPD Plans 2025 MAPD Enrollment
2024 2025
12% cover 10% of MAPD enrollees are
Humira only in plans that cover only
Humira

48%
82% cover 86% in plans that
Humira + cover Humira +

51% biosimilars biosimilars

o

5% cover 4% in plans that cover

1%

biosimilars only

only biosimilars

Source: OIG analysis of CMS Part D formulary data, landscape files, and enrollment information (2024-2025).
Note: Totals do not always add up to 100 percent due to rounding.
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Some plans covered only the Humira biosimilars. Many enrollees were in plans that covered
Humira biosimilars only in 2025, which in effect requires the use of Humira biosimilars. This type
of exclusive biosimilar coverage can more effectively drive biosimilar use than covering a Humira
biosimilar in addition to Humira."' A much higher proportion of PDP enrollees (49 percent) were in
plans that used such formularies than MAPD enrollees (4 percent).

Some plans still restricted enrollees’ access to the Humira biosimilars. Some enrollees were in
plans that still covered Humira only in 2025, which in effect prevents the use of its biosimilars. A
higher proportion of MAPD enrollees (10 percent) were in plans that used such formularies than PDP
enrollees (1 percent).™

See Appendix A for additional details about plans and enrollment in 2024 and 2025.

Formularies Used by Plans

We analyzed the unique Part D formularies used by PDPs and MAPD plans to determine whether they
used formulary tools such as differences in tier placement, prior authorization, or step therapy to
encourage Humira biosimilar use. We also assessed whether Humira biosimilar formulary coverage
differed by the drugs’ characteristics.

Almost none of the formularies that covered Humira and its biosimilars used preferential tier
placement to encourage biosimilar use. The vast majority of these formularies placed Humira and its
biosimilars on the same cost-sharing tier. Likewise, these formularies either applied or did not apply
utilization management requirements (i.e., prior authorization or step therapy) to both Humira and
covered biosimilars. This means that the formularies did not use such tools to encourage the use of
Humira biosimilars, nor to discourage their use.

Almost all of these formularies included both Humira and its biosimilars on the
same cost-sharing tier.

¢ Ninety-nine percent of these formularies placed Humira and its biosimilars on
the same cost-sharing tier—usually on a specialty tier with enrollee coinsurance
between 25 and 33 percent, where differences in enrollees’ out-of-pocket
(OOP) spending for a prescription depends on the plan-negotiated prices for
these products. For enrollees who regularly use a Humira biosimilar or Humira
on a specialty tier to treat a chronic condition, total annual OOP spending
would likely be limited by the $2,000 cap on Part D OOP spending that took
effect in 2025."

e Afew plans used formularies that placed a Humira biosimilar on a lower
cost-sharing tier than Humira. For example, some plans used a formulary that
placed one Humira biosimilar on a preferred brand tier, with lower cost-sharing
in the form of a fixed-dollar copayment, and all other covered Humira
biosimilars on the same specialty tier as Humira with percentage-based

Data Snapshot: Most Medicare Part D Plans’ Formularies Included Humira Biosimilars for 2025
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coinsurance. This placement creates an incentive for enrollees to use the one
Humira biosimilar with the lowest cost-sharing.

Almost all of these formularies either used or did not use utilization
management requirements, such as prior authorization or step therapy, for
both Humira and covered biosimilars.

o Specifically, for 99 percent of these formularies, prior authorization and step
therapy requirements either applied or did not apply to both Humira and
covered biosimilars. Most formularies did require prior authorization for both
Humira and covered biosimilars, but typically did not require step therapy for
either.

e We did not assess whether the specifics of formularies’ prior authorization
policies differed for Humira and covered biosimilars. A formulary’s prior
authorization policy for Humira could specify that enrollees must try a covered
biosimilar before receiving approval for a Humira prescription.

Seventy-four percent of formularies with Humira biosimilars included one of the six available
interchangeable options, which a pharmacist can dispense instead of Humira.

Pharmacists can substitute Humira biosimilars that FDA has designated as
“interchangeable” for a Humira prescription without contacting the prescriber, as is
allowed for small-molecule brand and generic drugs.™ Any formulary that covers
one of these six interchangeable options in addition to Humira provides an
additional opportunity for an enrollee to use the biosimilar rather than Humira.

FDA has recently supported considering all biosimilars to be interchangeable with
their reference products—a change that would allow pharmacists to fill Humira
prescriptions with any of the available Humira biosimilars.™

Seventy-seven percent of formularies with Humira biosimilars included an option that, like
Humira, reduces injection site pain.

The most prescribed version of Humira has two characteristics that reduce injection
site pain:

e (Citrate-free formulation

e High concentration'

Most formularies included at least one of the six Humira biosimilars available in a
citrate-free, high-concentration version. Patients and prescribers may be more
willing to use Humira biosimilars if they are available with these characteristics."’
All formularies that exclusively covered Humira biosimilars—and therefore in effect
prevented the use of Humira—included a citrate-free, high-concentration version.

Data Snapshot: Most Medicare Part D Plans’ Formularies Included Humira Biosimilars for 2025
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Primer: List Prices and Rebates

Manufacturer List Prices. List prices are manufacturers’ published wholesale prices. They do not
represent the transaction prices paid by Part D plans or include retroactive rebates paid by
manufacturers. Manufacturers can offer their drugs at a low list price, likely with little or no rebate.
Alternately, manufacturers may offer high list price drugs which can be paired with a rebate that results
in a lower net cost to Part D plans than the published list price.®

Rebate Dynamics and Price Competition. There have been longstanding concerns about the effects of
high list price, highly rebated drugs on drug price competition and Medicare Part D spending.' The
Federal Trade Commission has noted that rebates for reference products like Humira may prevent
competition from lower-cost biosimilars.?® Specifically, agreeing to exclusively cover a high list price
drug with a rebate may be more profitable for Part D plans than including lower-price competitors with
little (or no) rebate on their formularies. This can lead to the exclusion of drugs like biosimilars from
formularies, which limits enrollee access and thus reduces the competitive pressure to lower prices.?'
However, changes to the Part D benefit that went into effect in 2025—such as plans’ increased liability
for drug costs—have likely altered these incentives in ways that are yet to be determined.?




Formulary Coverage by List Price

To compete with Humira, biosimilar
manufacturers have taken a variety
of pricing approaches. An annual
course of treatment for rheumatoid
arthritis with Humira has a list price of
$90,000, but the net cost to the Part D
program would likely be lower after
accounting for rebates.?? Some
Humira biosimilar manufacturers take
a similar approach and offer their
biosimilars at a high list price, which
may come with a rebate, while others
offer their biosimilars at a much lower
list price than Humira. Some
manufacturers use both pricing
strategies for the same Humira
biosimilar to appeal to different

Humira

High List Price
Biosimilars

e
Low List Price

Biosimilars

Exhibit 2. The range of list prices for an annual course
of rheumatoid arthritis treatment varied among
Humira biosimilars.

$90K
$85K

$12K

Source: OIG analysis of September 2024 Wholesale Acquisition Costs.
Note: List prices do not represent the transaction prices paid by Part D
plans or include retroactive rebates paid by manufacturers.

customers.?* # We classified Humira biosimilars as either high list price or low list price according
to their list prices relative to that of Humira for an annual course of rheumatoid arthritis treatment.
See Exhibit 2 for the range of "high” and "low” Humira biosimilar list prices.

We found that formularies varied in whether they
covered Humira biosimilars with low list prices,
high list prices, or both. Of the formularies that
covered Humira biosimilars, 41 percent covered only
low list price biosimilars, while 28 percent covered
both low list price biosimilars and high list price
biosimilars. Seventeen percent of formularies covered
only high list price Humira biosimilars. We could not
determine whether the remaining 14 percent of
formularies covered high or low list price Humira
biosimilars due to data limitations.?® See Exhibit 3.

Exhibit 3. Formularies varied in whether
they included low list price Humira
biosimilars, high list price Humira
biosimilars, or both.

unknown
prices

high list low list
price price
only only

28%

low and high list
prices

Source: OIG analysis of Part D 2025 formulary data and
September 2024 Wholesale Acquisition Costs.

Data Snapshot: Most Medicare Part D Plans’ Formularies Included Humira Biosimilars for 2025
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What OIG Concludes

Part D plans’ coverage of Humira biosimilars has grown substantially since 2024, and most plans’
formularies included Humira biosimilars in 2025. This is a positive trend, as multiple groups have noted
that biosimilar formulary coverage is critical for drug price competition to lower prescription drug costs
for Medicare. For example, the Medicare Payment Advisory Commission has noted that Part D plans’
coverage of biosimilars will be key to generating the competitive pressure necessary to lower already
high—and rising—biologic drug prices.?” Furthermore, expensive biologic drugs like Humira are
excluded by law from Medicare Part D drug price negotiations when biosimilar competitors are
available. Thus, biosimilars for these drugs must be included on formularies to create meaningful
competition for manufacturers of reference products.

OIG previously recommended that CMS monitor biosimilar coverage on formularies to identify any
concerning trends, such as exclusion of biosimilars from formularies or preferential treatment for
reference products like Humira.?® In response to this recommendation, CMS assessed whether 2024
Part D formularies included available biosimilars in addition to their reference products. CMS has also
taken additional steps to encourage biosimilar formulary coverage, such as making it easier for plans to
replace reference products with newly available biosimilars beginning in 2025.° We encourage CMS to
continue monitoring plans’ formularies to determine whether they include these alternatives to
expensive biologic drugs.

Methodology

We determined the extent to which Medicare Part D PDPs’ and MAPD plans’ approved 2024 and 2025
formularies covered Humira and its biosimilars.3% 3’

e We used formulary data from CMS's Health Plan Management System (HPMS) to identify
formularies and covered biologic drugs.

e We used First DataBank National Drug Data as of September 2024 to identify the drug product
information—including pricing—for Humira and its biosimilars.

e We used the FDA Purple Book to determine which Humira biosimilars were interchangeable.

e We used information from HPMS and the 2024 and 2025 Part D landscape files from CMS to
identify unique PDPs and MAPD plans.

e We used information from CMS's Integrated Data Repository to determine the number of
enrollees in PDPs and MAPD plans in January 2024 and January 2025.

To evaluate formulary coverage of Humira and its biosimilars, we took the following steps:

e We calculated the percentage of unique PDPs and MAPD plans using formularies that covered
Humira and/or its biosimilars in 2024 and 2025, as well as the percentage of enrollees in those
plans.

e Our analysis included 388 unique formularies in 2024 and 353 unique formularies in 2025. In
both years, all formularies used by PDPs and MAPD plans covered (1) only Humira; (2) Humira
and a Humira biosimilar; or (3) only a Humira biosimilar.

Data Snapshot: Most Medicare Part D Plans’ Formularies Included Humira Biosimilars for 2025
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e For 2025 formularies that covered Humira and a Humira biosimilar, we calculated the
percentage that (1) placed them on different formulary tiers and (2) had a step therapy or prior
authorization requirement for Humira, but not its biosimilars (or vice versa). We did not analyze
the details of the prior authorization requirements.

e For each unique formulary, we also examined the characteristics of the covered Humira
biosimilars (e.g., interchangeability, concentration, and manufacturer list price).

We compared the list prices for Humira and its biosimilars on the basis of the strength and
concentration used for treatment of rheumatoid arthritis. To compare these list prices, we took the
following steps:

e We used Wholesale Acquisition Cost (WAC) prices from First DataBank to calculate the list price
per 40mg syringe, vial, or autoinjector (unit).

e We categorized Humira biosimilars with per-unit list prices at least 80 percent lower than
Humira as “low list price” and the rest as "high list price.”

e We calculated annual list prices by multiplying the list price per unit by 26 (the average number
of units used to treat rheumatoid arthritis over the course of a year).

e We also calculated the percentage of formularies covering low- and high-cost Humira
biosimilars.

Limitations

This study evaluated Humira biosimilar inclusion on formularies only, and not the use of these
biosimilars by enrollees. Additionally, the WAC prices we used to categorize Humira biosimilars as
having "high” or “low" list prices may be different from the prices negotiated by Part D plans with
manufacturers and do not account for retroactive rebates paid by manufacturers. We did not assess
whether formularies specify prior authorization requirements differently for Humira and covered
biosimilars (e.g., whether requirements to document previous treatments or current conditions differ).
Finally, Part D plans may update their formularies over the course of the plan year. Our analysis does
not reflect any of these mid-year changes.

We conducted this study in accordance with the Quality Standards for Inspection and Evaluation issued
by the Council of the Inspectors General on Integrity and Efficiency.

Data Snapshot: Most Medicare Part D Plans’ Formularies Included Humira Biosimilars for 2025
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Appendix

Appendix A: Humira Biosimilar Formulary Coverage by Plan and Plan Enroliment (2024-2025)

Table A1: PDPs

Formulary Coverage 2024 Plans 2025 Plans 2024 Enrollees 2025 Enrollees
Humira Only 234 (34.6%) 22 (4.2%) 10,381,565 (59.1%) 206,800 (1.1%)
Humira and Biosimilar 408 (60.4%) 348 (66.4%) 6,374,642 (36.3%) 9,099,861 (50.2%)
Biosimilar Only 34 (5.0%) 154 (29.4%) 824,642 (4.7%) 8,809,750 (48.6%)
TOTALS 676 524 17,580,849 18,116,411

Table A2: MAPD Plans

Formulary Coverage 2024 Plans 2025 Plans 2024 Enrollees 2025 Enrollees
Humira Only 2,308 (48.1%) 576 (12.4%) 8,386,419 (32.4%) 2,787,045 (10.3%)
Humira and Biosimilar 2,463 (51.3%) 3,835 (82.2%) 17,420,909 (67.2%) 23,240,347 (85.7%)
Biosimilar Only 30 (0.6%) 252 (5.4%) 104,329 (0.4%) 1,093,952 (4.0%)
TOTALS 4,801 4,663 25,911,657 27,121,344

Source: OIG analysis of CMS Part D formulary data, landscape files, and enrollment information (2024-2025).
Notes: Differences in the percentage of plans covering a Humira biosimilar and the percentage of enrollees in plans covering a Humira
biosimilar are the result of variation in plan size. Totals do not always add up to 100 percent due to rounding.

Data Snapshot: Most Medicare Part D Plans’ Formularies Included Humira Biosimilars for 2025
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Report Fraud, Waste,
and Abuse

OIG Hotline Operations accepts tips and complaints from all sources about
potential fraud, waste, abuse, and mismanagement in HHS programs. Hotline
tips are incredibly valuable, and we appreciate your efforts to help us stamp
out fraud, waste, and abuse.

TIPS.HHS.GOV

Phone: 1-800-447-8477
TTY: 1-800-377-4950

Who Can Report?

Anyone who suspects fraud, waste, and abuse should report their concerns
to the OIG Hotline. OIG addresses complaints about misconduct and
mismanagement in HHS programs, fraudulent claims submitted to Federal
health care programs such as Medicare, abuse or neglect in nursing homes,
and many more. Learn more about complaints OIG investigates.

How Does It Help?

Every complaint helps OIG carry out its mission of overseeing HHS programs
and protecting the individuals they serve. By reporting your concerns to the
OIG Hotline, you help us safeguard taxpayer dollars and ensure the success of
our oversight efforts.

Who Is Protected?

Anyone may request confidentiality. The Privacy Act, the Inspector General
Act of 1978, and other applicable laws protect complainants. The Inspector
General Act states that the Inspector General shall not disclose the identity of
an HHS employee who reports an allegation or provides information without
the employee’s consent, unless the Inspector General determines that
disclosure is unavoidable during the investigation. By law, Federal employees
may not take or threaten to take a personnel action because of
whistleblowing or the exercise of a lawful appeal, complaint, or grievance
right. Non-HHS employees who report allegations may also specifically
request confidentiality.
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Stay In Touch

Follow HHS-OIG for up to date news and publications.
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Contact Us

For specific contact information, please visit us online.

U.S. Department of Health and Human Services
Office of Inspector General

Public Affairs

330 Independence Ave., SW

Washington, DC 20201

Email: Public.Affairs@oig.hhs.gov
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