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¢ To visualize the relationship between formulary management and
Part D spending, the top 10 USP drug categories by average Part D
spending per drug (ASG) are reported in Table 2. This analysis was
done by matching the 3276 drugs that appear in the Part D spending
file with the 1397 ASGs created for this study. Total Part D spending in
2022 was $239 billion, and 90% of spending was assigned to ASGs.

BACKGROUND AND OBJECTIVE

The Centers for Medicare and Medicaid Services (CMS) requires all

Part D plan sponsors to report formulary information on exclusions, prior
authorizations (PAs), and step edits (STs) for all drugs listed in the CMS
formulary reference file (FRF).'?

Figure 1. The Universe of Part D Formulary Management

— Categories with the most exclusions were blood glucose regulators
(36%), blood products and modifiers (33%), and central nervous
system agents (32%)

The objective of this research was to identify the most heavily managed
United States Pharmacopeia (USP) categories on Part D formularies and
explore how management varies for branded-only, generic-only, and mixed

(branded and generic) groupings of the same drug active substance. — Categories with the most PAs were antineoplastics (81%), respiratory/

pulmonary agents (50%), and immunological agents (50%)
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* Across all Part D formularies, 38% of branded-only drugs were excluded, Genitourinary > > - $3,621718.808 $164.623.582 20 40 60 80 100
on average (Table 1). agents
— Among branded-only drugs not excluded, 54% and 2% had PAs and SRM = stimulant/replacement/modifying. E Percent of drugs with exclusio

Note: Exclusions and PAs for USP drug categories include a mix of branded-only, generic-only,

STs, respectively. and mixed drugs

* In the mixed supergroup, 75% of branded drugs were excluded and 25%
and 3% of those not excluded had PAs and STs, respectively.

SRM Notes: Across all Part D formularies, drugs are plotted by percentage of exclusions or PAs within USP categories (red) and classes (gray). Only USP categories with greater than
10 drugs are shown. Point size for USP categories (red) is relative to 2022 average Part D spending per drug in category. Exclusions and PAs are also plotted for supergroups (blue)
. X . . of branded-only, generic-only, mixed (branded and generic), and “branded, with generic” (exclusions or PAs only apply to the branded drugs in mixed groups) drugs.
* Part D formularies must include all drugs in the immunosuppressant (for

prophylaxis of organ transplant rejection), antidepressant, antipsychotic,
anticonvulsant, antiretroviral, and antineoplastic classes.! USP categories
that align to these formulary classes can be observed in the universe of

Part D management in Figure 1.

Table 1. Formulary Management by Supergroupings of Branded-Only,
Generic-Only, and Mixed ASGs

Drugs with . .
No. of Drugs without exclusions
ASG (drug) drugs

DISCUSSION AND CONCLUSIONS

Among top selling drug categories, there were large differences in the preferred Part D 1. CMS. 2016. CMS Medicare prescription drug benefit manual — Chapter 6 Part D drugs and formulary

formulary management approach drlven in part by average Spendlng per drug and/or requirements. https://WWW.CmS.qu/medicare/prescription‘drUq-COVeraqe/prescriptiondruqcovcontra/
’ downloads/part-d-benefits-manual-chapter-6.pdf. Accessed on 31 May 2024.

— Drugs (ASGs) assigned to the USP categories of antineoplastics,
anticonvulsants, and antipsychotics have approximately no

(ASGs) by Avg % exclusions in this study. Exceptions include antineoplastic-

supergroup Avg tier for

of drugs
with PA

type (%) each drug

supporting therapies that are assigned to the USP category but are
not antineoplastic treatments.

the protected status of the category.
« Categories with high rates of PA often include drugs with potential for

. CMS. Formulary Guidance. Formulary Reference File Archive Calendar Year 2022. https://www.cms.gov/

medicare/coverage/prescription-drug-coverage/formulary-guidance. Accessed on 31 May 2024.

Branded only 591 (42) 38 36 54 2 — The USP categories for immunological agents and antivirals include nonmedically accepted use (e.g., antiemetics, sleep disorder agents), drugs 3. CMS-iOZZ Qs. Qua;te”y prescription drug plan f?rmulary; pharmacy network, and priC/ing information.
. . .. . . . . . . https://data.cms.gov/provider-summary-by-type-of-service/medicare-part-d-prescribers/quarterly-
Mixed 552 (40) 5 24 -0 1 drugs that are not organ transplant rejection treatments or requiring safety monitoring (e.g., antineoplastics, immunological agents), or drugs prescription-drug-plan-formulary-pharmacy-network-and-pricing-information. Accessed on 31 May 2024.

antiretrovirals, respectively. in high-spending categories where the cost of the PA program is offset by a

reduced utilization.

. United States Pharmacopeial Convention. 2023. United States Pharmacopeia Medicare Model

Branded only Guidelines. https://www.usp.org/health-quality-safety/usp-medicare-model-guidelines. Accessed on
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Generic only 254 (18) 18 2.2 9 0 (drug), which complicates determining whether a drug active spending per drug include more drugs with similar mechanisms of action payments/medicare-medicaid-spending-by-drug/medicare-part-d-spending-by-drug. Accessed on
substance is excluded. and overlapping indications (e.g., gastrointestinal agents, antifungals, T August 2024.
All drugs 1397 (100) 25 2.8 29 1

analgesics, dermatological agents). 6. Raths D., et al. 2025. Emory using real-world evidence for medication formulary design. https://www.
hcinnovationgroup.com/analytics-ai/big-data/article/55277533/emory-using-real-world-evidence-for-
medication-formulary-design. Accessed on 26 March 2025.

ASE S EEIS S DESEINED IR, M = EMErEEe - Categories with low rates of formulary exclusion are more likely to be protected

but also more likely to have STs (not shown, e.g., antipsychotic, antidepressant). 7. Cheema M., et al. 2025. Behind the prescription: the quiet revolution in formulary management.
https://www.pharmacytimes.com/view/behind-the-prescription-the-quiet-revolution-in-formulary-
management. Accessed on 27 March 2025.

Notes: ASGs are groups of RXCUIs with the same drug active substance. Each ASG represents a
single drug across various dosages, package sizes, and salt forms. In the table, ASGs also are
referred to simply as drugs. The mixed category contains ASGs with both branded and generic
drugs of the same active substance. All Part D formularies have 5 tier levels.
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Moving forward, formulary management decisions will likely also be based on
comparative effectiveness data collected through real-world efficacy and safety studies
that are sponsored by pharmacy benefit managers and conducted with observational
research partners.®” Innovators should consider how heavily managed a drug candidate
will be at launch and build evidence to address any potential access issues early in the
development process and throughout the product life cycle.

@ The “branded only with generic” category reports exclusions, tiering, PAs, and STs only for the
brands within the ASG.
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