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EXECUTIVE SUMMARY

Millions of Americans rely on Medicaid drug coverage to treat acute illnesses and manage chronic and
disabling conditions. Though optional, all states cover pharmacy benefits under Medicaid but administer
the benefit in different ways in accordance with federal guidelines. To better understand how states
across the country administer the Medicaid pharmacy benefit, as well as states’ planned priorities and
anticipated future challenges, Health Management Associates (HMA) surveyed all 50 states and the
District of Columbia (DC) in 2024. The survey instrument was designed, in part, to collect updated
responses to a number of questions posed in the 2019 Medicaid pharmacy study of all 50 states and




Most states (34 of the 47 responding states) use comparative effectiveness studies when
making coverage decisions—most commonly studies from the Institute for Clinical Economic Review
(ICER) and the Drug Effectiveness Review Project (DERP)—but also other drug effectiveness studies,




All states that reported having a PDL in place for FFS prescriptions (44 of 47) reported having
supplemental rebate agreements in place for preferred agents. To leverage their negotiating
power, three-quarters of these states participate in an







Managed Care’s Role in Administering Pharmacy Benefits
In many states, managed care delivery systems play a major role in administering Medicaid benefits,
including prescription drugs. As of July 1, 2023, 41 states




Many states carve out select drugs, or drug classes, from MCO contracts. We asked MCO states
about their use of carve outs for certain drug products/classes, inclusive of physician-administered
drugs'? covered under the medical benefit. In all, 19 states reported carving out one or more drug
classes or select agents within a drug class (see Table 1 and Appendix Table 1).® Of those states, 13

reported using the carve-out
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States reported few changes to drug product/class carve outs planned in FY 2024. Most MCO
states reported no plans for full or partial drug carve out changes in FY 2024 (21 states).®.
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Table 2. Risk Mitigation Strategies Used in MCO Contracts, July 1, 2023

Strategy i Cf _States .
States (30 MCO Carve-in States Responding)
Drug Carve outs 13 CO, DC, HI, 1A, IN, MI, NH, NV, OR, SC, TX, UT, WA
Risk Corridors 11 GA, HI, IN, LA, MA, MS, NC, NJ, NV, OR, RI

Risk Pools 5 DE, KY, LA, NE, UT
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DUR Board and P&T Committee Policies

Federal DUR Board Requirements. Under federal Medicaid law, state DUR boards are responsible for
ongoing review and evaluation of state DUR standards and activities, including both prospective DUR
(ProDUR) and retrospective DUR (RetroDUR). They also help identify and develop educational topics
for prescribers as needed to improve proscribing and dispensing practices.®® According to federal fiscal
year (FFY) 2022 data, DUR programs in 48 states also reviewed DUR program estimated cost savings
or cost avoidance.?*

P&T Committees. Many states have P&T committees that
review therapeutic drug classes for PDL placement and
coverage decisions. Of the 47 responding states, 38
reported having a P&T committee as of July 1, 2023,
including two states (Arkansas and Oregon) reporting a
“combined” DUR board and P&T committee and two states
(Texas and Vermont) reporting that their DUR boards
perform the functions of a P&T committee.*® Rather than
use the state’s DUR board, MCOs may establish their own.
FFY 2022 federal data indicates that at least one MCO in 27
MCO states (including Florida, Minnesota
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Table 3: Responsible Entity for Reviewing New PDL Drugs, Step Therapy Criteria, PA Criteria and

Orphan/FDA Expedited Review Drugs, July 1, 2023
(47 States Responding)

Step Therapy Orphan/ Expedited

Entity New PDL Drugs i i PA Criteria Review Drugs
DUR Board 6 11 13 9
P&T Committee 25 5 5 8
Medicaid Agency 6 18 18 20
Other 8 9 11 10
N/A 2* 4+ 0 0

NOTES: *States that reported they had no PDL. +States that reported they had no step therapy.

Most states use comparative effectiveness studies to make coverage decisions. Nearly three-
quarters of the responding states (34 of 46*! states) report reviewing comparative effectiveness studies
when determining coverage criteria, most commonly, studies from the Institute for Clinical Economic
Review (ICER) and the Drug Effectiveness Review Project (DERP), but also other drug effectiveness
studies, compendia, and clinical trial information in some states.

COST CONTAINMENT AND UTILIZATION CONTROL STRATEGIES

The federal Medicaid Drug Rebate Program requires state Medicaid program coverage of all drugs
from manufacturers that have entered into a National Drug Rebate Agreement, a pricing agreement for
the Section 340B Drug Pricing Program and an agreement with the Secretary of Veterans Affairs for the
Federal Supply Schedule.*? This requirement limits states’ ability to control drug costs using formulary
management. Instead, states apply a combination of payment strategies and utilization management
protocols to manage pharmacy expenditures.

Preferred Drug Lists

A PDL is a list of “preferred” medications, which typically have a lower net cost to the state (after
rebates), that providers are encouraged to select from when prescribing. Though “non-preferred” drugs
may be prescribed, the state may require providers to submit PA requests or impose a higher
copayment on beneficiaries. Nearly all responding states (44 of 47) reported having a PDL in place
for FFS prescriptions as of July 1, 2023.%® In most states (25 of 44 responding states with PDLS),
P&T Committees are responsible for determining PDL placement for new drugs. A smaller number of
states reported that the Medicaid agency (6 states), the DUR board (6 states), or a combination of
entities (8 states) is responsible for the review of new drugs for inclusion on the PDL (see Table 3).
Most state25 of 4
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Prior Authorization and Step Therapy

The entity responsible for developing PA or step therapy criteria
varies across the states. States commonly use PA to manage drug
utilization, requiring prescribers to obtain approval from the state
Medicaid agency (or its contractor) before a particular drug can be
dispensed. Many states also impose step therapy requirements. Most
commonly, states (18) reported that the Medicaid agency is
responsible for developing PA and step therapy criteria (
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Table 5: Statutory Prohibitions on Utilization Management, July 1, 2023
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Most states have policies in place to manage drugs reimbursed through the medical benefit (i.e.,
physician-administered outpatient drugs),
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Prescription Limits

Some states limit the number of total and/or brand prescriptions a beneficiary may access in a month
without PA,* but prescribers and pharmacists may submit requests to override these limits when
medically necessary. Approximately one-quarter of responding states (11 of 47 states) reported
imposing a monthly limit on FFS prescriptions (see Figure 7 and Appendix Table 6). Two states
reported applying monthly prescription limits only to narcotics or opioids, and seven of the remaining
nine states with limits noted a number of excluded drugs or drug classes such as family planning
products (5 states), cancer drugs (4 states), mental health drugs (4 states), tobacco cessation products
(4 states), HIV antiretrovirals (3 states), vaccines (3 states), diabetic testing supplies (3 states),
antivirals (2 states), and hemophilia clotting factor (2 states). Five of the 11 states reported applying the
limits only to adults, and five states noted specific exemptions for people receiving long-term services
and supports. Two states specifically reported higher limits for people enrolled in an assisted living
waiver (Arkansas) or any home and community-based service (HCBS) waiver (Oklahoma).

States that impose monthly limits also were asked to indicate whether MCOs were required to apply the
same limits, PA/appeals processes, and exemptions. Four of the 11 states with prescription limits had
no MCOs as of July 1, 2023 (Alabama and Oklahoma) or did not include outpatient pharmacy as an
MCO-covered benefit (Tennessee and Wisconsin). Of the remaining seven states, only two (Mississippi
and Nevada) required MCOs to apply the same limits. No state reported a planned change for FY 2024.
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Prescription Drug Affordability Board (PDAB)

A small, but growing number of states are implementing state prescription drug affordability boards
(PDABSs) with the goal of lowering drug costs for all payers in their states. In general, PDABs are
designed to regulate the prices of specifically identified drugs in the way that a public utility commission
regulates rates for energy.>” The authority granted to PDABs varies by state but may include the ability
to set upper payment limits, negotiate supplemental rebates with manufacturers or recommend
additional strategies to limit costs to the state legislature. Maryland was the first state to authorize a
PDAB in 2019, and the number of states with PDABs had grown to 11 as of March 2024.58 Of the 47
states responding to the survey, most (35) reported no plans to establish a PDAB, whereas 12 states
reported that a PDAB was in place as of July 1, 2023 (Colorado, Maryland, Maine, New Hampshire,
Oregon,
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Table 8: Interstate Purchasing Pool Participation, July 1, 2023

Pool # of _ States '
States (44 States with PDLs Responding)

National Medicaid Pooling Initiative 13 AK, AR, DC, KY, MI, MT, NC, NH, NV, NY, RI,
(NMPI) SC, VA
Sovereign States Drug Consortium 13 DE, IA, ME, MS, ND, OK, OR, PA, SD, UT, VT,
(SSDC) WV, WY
Top Dollar Program (TOP$) 7 CT, ID, LA, MD, NE, WA, WI

. AL, AZ, CA, GA, HI, IL, IN, MA, MO, NJ, NM, TN,
Not part of an interstate pool 14 X

Note: Kentucky moved to SSDC on January 1, 2024.

About half the states with PDLs (23 of 44) rely on interstate purchasing pools to negotiate supplemental
rebates (Table 9). A smaller number of states reported relying on more than one entity (7 states), a
PBM, (7 states), or other vendor (3 states), and four states indicated the state Medicaid agency was
responsible for these negotiations. Of the seven states that reported that more than one entity is
involved, all but Pennsylvania reported that the state Medicaid agency works with their purchasing
pools, PBMs, or other vendors to negotiate the supplemental rebates. A total of 31 states reported
selecting
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Pharmacy Copays

Fewer than half of responding states (21 of 47) reported requiring FFS pharmacy copayments
for non-exempt adults as of July 1, 2023 (Figure 9 and Appendix Table 9), a notable decrease
from the number of states reporting pharmacy copayment requirements in place as of July 1,
2019 (37 of 50 responding states).%? Four states without copayments, however, planned to resume
copayment requirements that had been waived during the COVID-19 public health emergency in FY
2024 (lowa and Nebraska) or FY 2025 (Indiana and Maine). Of the 21 states with pharmacy copayment
requirements as of July 2023, nine structured their requirements to favor lower-cost generics (4 states)
or lower cost generics and preferred brands (5 states); six states reported varying copayment amounts
based on drug costs; and five states reported a monthly or quarterly cap on total Medicaid copayments.
A few states also have copay exemptions for certain eligibility groups or selected therapeutic classes.

FIGURE 9

Almost all responding states that had copay requirements and had implemented the ACA Medicaid
expansion as of July 1, 2023 (16 of 21 states) reported that copayment requirements for the expansion
population were the same as for non-expansion adults. Michigan reported higher copay amounts for
higher income expansion adult as of July 2023 but reported aligning copay requirements as of January
1, 2024. lowa, which has copay requirements only for non-expansion adults, and Indiana will resume
copay requirements in FY 2025 only for certain expansion adults. One other state reported copay
changes in FY 2024: North Carolina reported plans to eliminate copays on Narcan and possibly
nicotine replacement therapy and drugs used to treat substance use disorder.
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https://www.hhs.gov/about/news/2024/01/30/biden-harris-administration-announces-action-increase-access-sickle-cell-disease-treatments.html

e Tiac IS i =t apet o O R

Over the next few years, it will become increasingly important to tackle the various barriers and
challenges that states face when implementing Medicaid VBAs. Nine states have at least one VBA in
place, and 23 states reported that VBAs are among their solutions for addressing coverage of
new cell and gene therapies when market entry of a large number of high-cost products is
imminent.

Other Payment Initiatives

A few states use limited pharmacy networks for specialty drugs. Medicaid FFS programs typically
enroll “any willing,” qualified, and appropriately credentialed provider. However, five states reported
having selective contracting or limited network arrangements for FFS specialty pharmacy drugs in place
as of July 1, 2023.72 For example, Arkansas and Georgia allow use of limited pharmacy networks to
obtain specialty drugs that are unavailable locally, such as certain oncology drugs and orphan drugs
used to treat rare diseases. Arizona leverages a specialty network for high-cost drugs and medications
with risk evaluation and mitigation strategies in place or other safety concerns.

Some states have mandated dispensing fees for MCOs. Of the 30 responding non-carve-out MCO
states, 10 (lowa, lllinois, Kentucky, Louisiana, Michigan, Mississippi, North Carolina, Nebraska, New
Mexico, and Virginia) reported having have some form of mandated dispensing fee in place as of July
1, 2023 (Table 10). Four states reported minimum dispensing fees targeting local, independent
pharmacies. New Mexico recently passed legislation that increases the dispensing fee MCOs pay to
community-based pharmacies effective July 1, 2024, citing the important role community pharmacies
play in maintaining access for older adults and people who live in rural areas.”
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Table 10: Mandated Dispensing Fees, July 1, 2023

State Description of Fee

1A Set dispensing fee established via statewide dispensing fee survey

IL Minimum dispensing fee required for Critical Access Pharmacies (located in
county with less than 50,000 residents and owning fewer than 10 retail outlets)’*

KY Dispensing fee of $10.64 for all covered outpatient drugs

LA MCOs must pay independent pharmacies (local, non-chain) at least the FFS
rate, which was increased from $10.99 to $11.81 effective October 1, 2023

Mi Legislation requires MCOs pay a minimum dispensing fee in alignment with FFS
to pharmacies with 7 or fewer retail outlets

MS MCOs must pay FFS rate

NC Set dispensing fee of $10.24

NE Minimum dispensing fee applies to independent pharmacies (non-chain)

NM MCOs required to pay a minimum $2.00 dispensing fee, increasing to $10.30 for
community-based pharmacies effective July 1, 2024

VA Minimum dispensing fee of $10.65 required for OUD medications

340B Management Strategies

In order to have their drugs covered under Medicaid, manufacturers must enter into a pricing
agreement for the 340B Drug Pricing Program.” The 340B program allows eligible healthcare
organizations or covered entities to acquire outpatient drugs at significantly reduced prices.”® Because
of a prohibition on duplicate discounts, manufacturers are not required to provide a Medicaid drug
rebate and a discounted 340B price for the same drug. Though covered entities must have
mechanisms in place to prevent duplicate discounts and ensure proper identification of 340B claims, it
is also the Medicaid agency’s responsibility to ensure they are not invoicing a manufacturer for a rebate
for a drug obtained through the 340B program.

Most states reported using multiple strategies to avoid duplicate discounts on drugs dispensed
by 340B covered entities. The most common strategies are use of the Medicaid exclusion file, a
prohibition on the use of contract pharmacies in FFS, and the use of National Council for Prescription
Drug Programs (NCPDP) fields to identify 340B claims (Table 11). Several states also prohibit the use
of contract pharmacies in managed care or require the use of 340B modifiers
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Other Clinical Services

All responding states (46%) reported that their State Boards of Pharmacy allow pharmacists to
provide clinical services within their scope of practice, but only 34 states reported having a
Medicaid policy in place to reimburse pharmacists for clinical services.® A number of states
noted that it is the pharmacy that is reimbursed for these services rather than the pharmacist. Common
clinical services reimbursed include vaccine administration, point-of-care testing, COVID-related
services, prescribing under a collaborative practice agreement or statewide protocol and counseling for
smoking cessation. Of the 34 states that have a Medicaid policy in place to reimburse clinical services
provided by pharmacists, 21 states® require MCOs to follow the same reimbursement policy, with two
states® noting that their MCOs have some flexibility, including developing their own clinical criteria,
reimbursement rates, or vaccine coverage.

STATE POLICIES FOR SELECTED DRUGS/DRUG CLASSES

Coverage of New and Emerging Gene and Cell Therapies

Significant advancements in gene and cellular therapies in recent years
that treat cancer and rare diseases, like hemophilia and sickle cell
disease, come at a high cost to Medicaid and other payers but are
often curative. Through July 2023, the FDA had approved 16 cell and
gene therapies with list prices ranging from $400,000 to $3.5 million per
course of treatment and more than 60 new approvals are projected by
2030.86 More recently, the FDA approved a new, single treatment stem
cell gene therapy for children with metachromatic leukodystrophy, a
rare and potentially fatal disease, in March 2024, with a list price of
$4.25 million making it the most expensive drug in the United States at
that time.®’

A total of 43 states responded to an open-ended question regarding
initiatives or planning efforts under way to address coverage of new
gene and cell therapies. More than half of the states (23) reported that
they were pursuing or exploring the potential for value-based
arrangements with manufacturers, the most common initiative or
approach mentioned.
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Figure 11: Mechanisms to Expand Pharmacists’ Scope of Practice

Collaborative Practice Agreement
Voluntary agreements between a pharmacist and a
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Planned Opill Coverage

The FDA approved the first OTC daily oral contraceptive, Opill, in July 2023, and it became available
online and in stores in March 2024. At the time of the survey (prior to market availability), nearly
two-thirds of responding states (30 of 47) reported plans to cover Opill, four states reported no
plans to cover Opill, and 13 states reported that Opill coverage remained undetermined (Table 14).
Nine states®® reported that pharmacists would have authority for prescribing Opill, but only five states®®
reported statewide standing orders would be in place to facilitate coverage.

Table 14: OTC Opill

Coverage Status (at # of States
time of the survey) States (47 States Responding)
AL, CA, CO, CT, DC, DE, ID, IL, IN, MA, ME, MI, MO, MS, ND,

Plan to Cover 30 NH, NJ, NM, NV, NY, OK, OR, PA, SC, TN, TX, UT, WA, WI, WY
No plans to cover 4 LA, MT, RI, VA
Undetermined 13 AK, AR, AZ, GA, HI, IA, KY, MD, NC, NE, SD, VT, WV

CHALLENGES AND PRIORITIES IN FY 2025 AND BEYOND
States reported a range of challenges and priorities for CY 2024 and beyond.

Average Manufacturer Price Cap Removal

Starting in January 2024, the American Rescue Plan Act of 2021 (ARPA) lifted the federal Medicaid
drug rebate cap that previously limited statutory rebates (but not supplemental rebates) on a drug to
100 percent of that drug’s quarterly average manufacturer price (AMP).2%° The AMP is the wholesale
price charged by the manufacturer, and the statutory federal drug rebate formula has two components:
1) a base rebate equal to a percentage of AMP or the difference between AMP and the “best price,”
whichever is greater; and 2) an additional rebate based on a drug'’s inflationary increases over time.
Until ARPA removed the AMP cap, total statutory rebates under both components were capped at 100
percent of AMP. Once a manufacturer reached the cap, additional price increases would not result in
additional required statutory
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More than one-third of responding states cited concerns arising from the AMP cap removal,
noting that the resulting product discontinuations would result in drug shortages and access disruptions
for Medicaid members and higher net spending for Medicaid programs because of lower rebate
collections in the affected drug classes. One state also commented on the need for the Medicaid
agency to constantly review the

state’s PDL to ensure members have

access to appropriate medications.

Inflation Reduction Act

The Inflation Reduction Act of 2022
(IRA) includes several provisions that
affect Medicare prescription drug
prices and coverage (Figure 12). The
Congressional Budget Office (CBO)
has predicted that the inflation rebate
requirement will result in a net
increase in Medicaid drug costs: 13
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FDA approval.l%* States have expressed concern about the
budget impacts of covering high-cost drugs approved
through the accelerated approval pathway noting that, by
definition, these drugs have yet to show a verified clinical
benefit and typically do not have competition, limiting their
ability to negotiate supplemental rebates to better manage
their cost.1%

The survey asked for feedback on the fiscal impact of
accelerated approval drugs on the respondents’ Medicaid
pharmacy programs and their spending growth expectations
for the year ahead. Responses from 38 states regarding
the fiscal impact were mixed: more than one-quarter of
responding states reported a significant or high fiscal
impact, while nearly a quarter of responding states reported
a modest effect. Approximately one-sixth of responding
states reported a low fiscal impact. One state citing a
modest impact indicated that most of these high-cost,
innovative drugs had low utilization levels, whereas another
state reporting a low impact commented that these drugs
were managed through PA in both FFS and managed care.

Other State Priorities and Challenges in the Year

Ahead

Nearly three-quarters of the responding states (33 of 46) reported that managing the Medicaid
pharmacy budget, including the development of policies and strategies for managing new high-cost
therapies, was a top priority and the most common priority area cited. The second most commonly cited
priority, mentioned by 10 states, was making progress on the development, negotiation, or
implementation of a value-based arrangement. Several states mentioned a top priority relating to PBM
management or implementation of a single PBM for all MCOs and several mentioned plans to consider
coverage of GLP-1 anti-obesity medications. Other top priorities and challenges mentioned by at least
one state included:

1 340B

IT projects (e.g., claims processing, e-prescribing, and interoperability)
State staffing needs

Improved management of physician administered drugs

Federal and/or state PA policy changes and other state legislation

The need for clinical programs to identify and address healthcare disparities
Adoption of an FFS

l
l
l
l
l
l
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https://www.fda.gov/drugs/nda-and-bla-approvals/accelerated-approval-program

CONCLUSION

Managing the Medicaid pharmacy benefit has never been more challenging. In 2024 and beyond,
states must quickly respond to an evolving marketplace that is producing innovative therapies that offer
new hope to persons with chronic conditions and rare diseases
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APPENDIX

Table 1: Drugs and Classes Carved Out of MCO Benefits
July 1, 2023

Hemophilia Hepatitis | HIV/AIDs | Mental |Opioid Use| Oncology/ Spinal

Factor C Anti- Health | Disorder CAR-T Muscular Other Drugs/Classes Carved Out
Antivirals | retrovirals | Drugs Drugs Drugs |Atrophy Agents

39












Table 5: Frequency of Reviews

SIEVES New PDL Drugs Step Therapy Criteria PA Criteria Comments

Alabama Other As needed As needed Quarterly PDL review

Alaska Other As needed As needed Quarterly PDL meetings

Arizona As needed As needed Other PA criteria, which is updated monthly, is not developed by the P&T Committee.

Arkansas As needed Other As needed Agency does not refer to any prior authorizations or criteria as actual step therapy, rather if clinical

guidelines refer to drugs in a procession from an agent or class to another, our agency would
follow that in our clinical PA criteria or PDL.

California NR NA -- no step therapy As needed CA has a Contract Drug List (CDL) that functions like a PDL. CDL not reviewed by the DUR Board

Colorado Annually Annually As needed

Connecticut Annually As needed As needed

Delaware Other Other Other At quarterly meetings, review all new medications and PDL change recommendations from
supplemental rebate vendor

DC Annually As needed As needed

Florida NR NR NR

Georgia As needed NR NR Step therapy and PA criteria not reviewed by the DUR Board or the P&T Committee.

Hawaii NA -- no FFS PDL As needed As needed PDL reported for dental drug program only

Idaho Other Other As needed PA Criteria do not require P&T or DUR review or approval. When drug classes on the PDL are

43
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https://www.health.ny.gov/health_care/medicaid/redesign/mrt2/pharmacy_transition/pharmacy_transition_faq.htm

11 California Department of Health Care Services. Medi-Cal Rx Overview. Available at:
https://www.dhcs.ca.gov/provgovpart/pharmacy/Pages/Medi-CalRX.aspx. Louisiana Department of Health,
Request for Proposals for Pharmacy Benefit Management Services for Louisiana Medicaid Managed Care
Organizations (RFP #: 3000018331). Mississippi Division of Medicaid. Medicaid to Implement Single Pharmacy

Benefit Administrator for All Pharmacy Claims on July 1. MS Medicaid Provider Bulletin. April 2024. Available at:

https://medicaid.ms.gov/wp-content/uploads/2024/05/April-2024-Provider-Bulletin.pdf.

12 Physician-administered drugs are typically dispensed by a provider in clinical setting and covered under the
medical benefit. Medicaid and CHIP Payment and Access Commission. Medicaid Coverage of Physician-
Administered Drugs. Available at: https://www.macpac.gov/wp-content/uploads/2024/03/05 March-
Slides_Themes-from-Expert-Roundtable-on-Physician-administered-
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51 Arizona and Indiana reported review and approval requirements varied by drug class for both PA criteria and
step therapy criteria, and Virginia reported that MCOs must follow that state’s PA criteria for “closed classes.”

52 Medicaid and CHIP Payment and Access Commission, Physician-administered drugs. Available at:
https://www.macpac.gov/physician-administered-
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20drugs.

53 42 U.S.C. §1396r-8 (d) (5).
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55 LA, MI, NE, NV and VA.

56 Hawaii reported that its dental drug program formulary does not have biosimilars and that each MCO has its
own process for biosimilars. If patients enter the FFS transplant program with an MCO approved biosimilar, it is
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57 Becker C, Digging Into Prescription Drug Data: Affordability Boards and Transparency. National Conference of
State Legislatures., Updated October 26, 2022. Available at: https://www.ncsl.org/health/digging-into-prescription-
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58 LexisNexis. Potentially Big Year for Prescription Drug Affordability Boards. State Net Insights. March 25, 2024.
Available at: https://www.lexisnexis.com/community/insights/legal/capitol-journal/b/state-net/posts/potentially-big-
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