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Although it is an optional service, all states have elected to provide outpatient
prescription drug coverage in their Medicaid programs.1 In general, a “covered
outpatient drug” is a drug which may be dispensed only upon prescription and which is
approved for safety and effectiveness as a prescription drug under the federal Food,
Drug, and Cosmetic Act.2 Congress established broad coverage requirements to help
ensure full access to prescription drugs for low-income Medicaid enrollees.3
States that elect to provide outpatient prescription drug coverage must cover all drugs
approved by the U.S. Food and Drug Administration (FDA) that are offered by any
manufacturer that agrees to provide rebates.4 Rebate agreements allow Medicaid
programs to purchase prescription drugs at a lowered cost.5 Nevertheless, states have
substantial discretion to use utilization control techniques to steer Medicaid beneficiaries
toward or away from certain drugs, within limits.6 Specifically, federal regulations require
states to ensure that prescription drugs are provided in sufficient amount, duration, and
scope to reasonably achieve their purpose.7 In addition, states may place “appropriate
limits” on drugs, as long as they take into account medical necessity or utilization control
procedures.8 States must ensure that drug coverage is designed in the “best interests”
of Medicaid beneficiaries.9 States must also ensure that their utilization control policies
are consistent with the requirements for behavioral health parity.10 In practice, states
have considerable leeway to restrict access to medications, as described below.
Prior authorization or screening
States can require beneficiaries to obtain prior authorization or pre-screening before
they can fill a prescription for a particular medication.11 CMS has stated that the
Medicaid Act “affords States broad authority and flexibility to implement a prior
authorization program in order to secure cost savings for the Medicaid program.”12
Justice O’Connor agreed, stating: “Prior authorization is, by definition, a procedural
obstacle to Medicaid beneficiaries' access to medically necessary prescription drugs
covered under the Medicaid program. . . . [that] may serve a Medicaid purpose by
safeguarding against unnecessary utilization and assuring that payments are consistent
with efficiency, economy and quality of care.”13 Typically, states subject more expensive
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drugs to prior authorization to ensure that they are dispensed only to beneficiaries who
truly need them.14 Many states will negotiate additional discounts from drug
manufacturers—known as supplemental rebates—in exchange for removing prior
authorization limits on their drugs. CMS has explicitly sanctioned this practice.15
States’ discretion with respect to prior authorization is not unbounded, however. States
have an obligation to ensure that all covered drugs are available for their “medically
accepted indications.”16 Thus, CMS has cautioned states that “[p]rior authorization
criteria should reflect evidence-based standards for appropriate medical use of the
pharmaceutical in question.”17 CMS has suggested that such evidence-based standards
should be consistent with the information contained in the compendia listed in the
Medicaid Act.18 In addition to clinical criteria, states may implement non-clinical
requirements in prior authorization. For example, a state could oblige the prescriber to
demonstrate that a prescribed drug is part of the beneficiary’s treatment plan or that the
beneficiary has agreed to comply with the treatment regimen.19
In all cases, when a state requires prior authorization of a drug, it must provide
responses to prior authorization requests by telephone or other telecommunication
device within 24 hours.20 In addition, the state must make arrangements that permit
pharmacists to dispense at least a 72-hour supply of any covered drug in an emergency
situation.21 States may require that pharmacists provide a 72-hour emergency supply
whenever the drug is prescribed by an authorized prescriber or may allow pharmacists
to provide an emergency supply at their discretion.22
Lock-in & lock-out programs
The Medicaid Act authorizes states to use methods and procedures as needed to
safeguard against unnecessary utilization of care and services.23 States are specifically
authorized to restrict the provider or providers from whom a beneficiary can receive
items and services for a “reasonable period of time.”24 These restrictions are referred to
as lock-in programs or patient review and restriction programs.25
Regardless of the name chosen by the state Medicaid agency, these programs may
only apply to beneficiaries who have been found to utilize items or services at a
frequency or amount that is not medically necessary, as determined in accordance with
guidelines established by the state.26 The state’s lock-in restrictions must assure that
the affected beneficiary has reasonable access to services of adequate quality, taking
into account geographic location and reasonable travel time.27 Restrictions cannot apply
to emergency services.28 States have also been enjoined from restricting the entire
family unit when only one beneficiary has been determined to be an over-user.29
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Individuals must be provided notice and an opportunity for a hearing before being
subjected to lock-in restrictions.30 Enrollees in Medicaid managed care programs can be
placed into locked-in programs under these same conditions.
Step therapy
Another technique that states use to limit access to prescription drugs is to require
beneficiaries to try to use an alternative drug before the state will authorize another,
usually more expensive, treatment.31 This kind of rule is known as “step therapy,” “fail
first,” or “try and fail.” Under such a policy, the state will only allow a beneficiary to
receive the desired drug after demonstrating that the person tried an alternative and the
alternative drug did not achieve treatment goals.32 Step therapy is often used to require
beneficiaries to try a generic equivalent or alternative before the beneficiary can access
a brand name drug, as described in more detail below.
Limiting access to generic drugs
States have substantial discretion to use utilization control techniques to steer Medicaid
beneficiaries toward generic drugs, within certain limits.33 One way states do this is by
requiring or allowing pharmacists to automatically substitute a generic for a brand name
prescription without seeking the prescribing provider’s permission first. CMS has long
encouraged state Medicaid programs to use these substitution policies.34 The rationale
for substitution rules is that generic drugs are almost always cheaper than their brand
name equivalents.35
As of 2014, all state Medicaid fee-for-service programs have a policy that requires or
allows pharmacists to substitute generic equivalents without the prescribing provider’s
specific authorization or consent in at least some circumstances.36 In 11 states, the
substitution can be overridden by a prescriber writing in his or her own handwriting
"Brand Medically Necessary." In the remaining states, the prescriber must take
additional steps to prevent substitution at the pharmacy.37 While state policies differ to
some degree, substitution without prescriber consent is almost always limited to multiple
source drugs—i.e., generic drugs that the FDA has deemed therapeutically equivalent
to a brand name drug.38 Substitution without prescriber consent is not permitted for
generic alternatives, that is, drugs that are similar to the generic but that differ in some
notable way, such as the method of administration or dosing requirements.39
Another technique states impose is to require beneficiaries to obtain prior authorization
to use a brand name drug instead of an equivalent or alternative medication. Generally,
these rules require the provider to document that the brand name drug is medically
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necessary for the beneficiary based on individual circumstances in order for the state to
approve the brand name drug. In some states with mandatory generic substitution rules,
the only way to get a brand name drug is to go through a formal prior authorization
process that evaluates the medical necessity of the brand name drug relative to
equivalent therapies.40
Another technique that states use to limit access to brand name drugs is through step
therapy that requires beneficiary to try an equivalent or alternative drug before the brand
name will be authorized.
Quantitative and refill limits
The Medicaid Act authorizes states to “impose limitations, with respect to all such drugs
in a therapeutic class, on the minimum or maximum quantities per prescription or on the
number of refills, if such limitations are necessary to discourage waste.”41 Thus, states
may, for example, only authorize a prescription for 30 pills or less, permit only 2-week
course of a particular prescription treatment, or limit beneficiary’s to one refill per
prescription. While states have substantial discretion to impose such limitations, CMS
has made clear that states’ discretion with respect to quantity, duration and refill limits is
tempered by medical necessity:
States must have the necessary evidence and medical necessity criteria for
imposing limits on the duration of these medications. Setting limits on the length
of medication-assisted treatment can affect retention and outcomes. Medicationassisted treatment should be continued as long as the treatment is medically
necessary and the individual participates in treatment as set forth in their
treatment plan.42
Some states have also imposed limits on the number of prescriptions their Medicaid
programs will cover in a month. For example, Mississippi has limited beneficiaries to five
prescriptions per month, of which no more than two may be for single-source or brand
name drugs.43 In practice, most states with per month limits do employ “soft caps” to
ensure that beneficiaries receive medically necessary treatment.44 In general, courts
have allowed quantitative limits as long as they are designed consistent with medical
necessity and will ensure that most beneficiaries receive the care they need.45
CMS has particularly recommended that states impose quantity, duration, and refill
limits on pain medications and drugs used to treat substance use disorders. It has noted
that these drugs that are susceptible to “abuse, overdose or diversion of the
medications” and that such limits serve an important purpose in avoiding
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overprescribing.46 According to CMS, these “limits may be useful in verifying that a . . .
prescription for pain [medication] is prescribed only for a specified duration, so the
prescriber can reassess the recipient periodically.”47
Some drugs are subject to rules governing the quantity, duration, or refill of
prescriptions that apply beyond Medicaid. For example, a few states impose quantity
limits on all prescriptions.48 Certain prescription drugs that are classified as controlled
substances may also have limits imposed on them by federal law or by the Drug
Enforcement Administration (DEA).49 States also commonly limit the quantity or refills
for all prescriptions for certain controlled substances written in the state.50
Formularies
Typically, a prescription drug formulary is a list of outpatient prescription drugs that a
state or health plan agrees to cover.51 The term “formulary” in Medicaid is defined by
statute and differs from “formularies” used by other kinds of health plans.
The key distinction in establishing Medicaid formularies is that the cost of a drug may
not be considered.52 In general, Medicaid formularies can consider only the safety and
effectiveness of drugs.53 In addition, if a state decides to exclude an outpatient
prescription drug from its formulary, it may only do so after finding the drug does not
have a significant, clinical therapeutic advantage over other drugs, and the state must
explain the basis for the exclusion in writing.54
The Medicaid formulary must be developed by a committee consisting of physicians,
pharmacists, and other appropriate individuals appointed by the Governor or the state’s
drug use review board.55 The formulary must include the covered outpatient drugs of
any manufacturer which has entered into and complies with a Medicaid rebate
agreement (subject to certain exceptions explained below).56 Even if a state excludes
an outpatient prescription drug from its formulary, the state must still permit coverage of
the excluded drug pursuant to a prior authorization program.57
Cost-Sharing
States may impose cost-sharing on drugs as a way of limiting access.58 In addition,
subject to limitations, states may designate “preferred” and “non-preferred” drugs and
charge additional cost sharing for non-preferred drugs, similar to a formulary tiering
structure.59
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A Medicaid enrollee’s income determines the applicable level of cost sharing (as
summarized in the chart below), with some populations and services exempt.60
Rules for Medicaid Prescription Drug Cost Sharing
≤ 100% FPL

101% - 150% FPL

>150% FPL

Maximum Allowable Copayments
(All amounts are subject to a cap of 5% of family income)
Preferred
drugs*

$4

$4

$4

Non-preferred
drugs#

$8 (nominal)

$8 (nominal)

20% agency cost of
drug

* The preferred drug copay must be waived if the prescribing physician
notes that it is needed.
#
This cost sharing can also be applied to individuals normally exempt from
cost sharing.
Drugs excluded from cost sharing include certain drugs prescribed as part of a
preventive service and family planning services and supplies.61 In addition, some
populations are exempt from cost-sharing, including pregnant women; children under
age 19, except for infants under age 1 with incomes above 133%; children in federally
funded foster care; children with disabilities, except those eligible under the Family
Opportunity Act with incomes above 150% FPL; persons in institutions who have only a
personal needs allowance, and at state option, persons receiving home and community
based services who are subject to share-of-cost; women eligible through the Breast and
Cervical Cancer Treatment Program; individuals receiving hospice care; and Indians
who have been served through Indian Health Services programs.62
Federally authorized exclusions
States may exclude or otherwise restrict certain classes or uses of drugs, including
those used for:63
anorexia, weight loss, or weight gain
nonprescription (“over the counter”) drugs
fertility

prescription vitamins and minerals (except
prenatal vitamins and fluoride
preparations)
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cosmetic purposes or hair growth

covered drugs which the manufacturer
seeks to tie to associated tests or
monitoring services

agents used for cough and cold relief

agents when used to treat sexual or
erectile dysfunction.

Congress has charged the Secretary of HHS with the responsibility to update the
exclusion list from time to time.64
Special rules for contraception
The Medicaid Act requires states to cover family planning services and supplies for
individuals of childbearing age, including minors.65 States receive a 90 percent federal
matching rate for offering, arranging, and furnishing family planning services. 66 As with
many other Medicaid benefit categories, states have some flexibility to determine which
particular family planning services to cover but must ensure that coverage is “sufficient
in amount, duration, and scope to reasonably achieve its purpose.”67 CMS has made
clear that “medically accepted” contraceptive “methods, procedures, pharmaceutical
supplies and devices” qualify as family planning services and are eligible for the
enhanced reimbursement rate.68
Importantly, federal Medicaid law contains special protections for Medicaid enrollees
seeking family planning services. First, states must provide family planning services
without cost-sharing.69 This means that states are not permitted to charge enrollees a
co-pay for contraceptive drugs, supplies, or devices. Second, federal regulations require
states to ensure that Medicaid enrollees are “free from coercion or mental pressure and
free to choose the method of family planning to be used.”70 Recently revised managed
care regulations clarify that plans must provide family planning services consistent with
this provision.71 Thus, as CMS recently noted, states and managed care plans may not
use utilization controls that “effectively deprive” enrollees of “free choice of equally
appropriate [family planning] treatments.”72 In particular, states and plans may not use
step therapy or adopt policies that restrict a change in method.73 Similarly, “[s]tates and
managed care plans should avoid practices that delay the provision of a preferred
method or that impose medically inappropriate quantity limits, such as allowing only one
long acting reversible contraceptive (LARC) insertion every five years, even when an
earlier LARC was expelled or removed.”74 However, CMS has left open the possibility
that states and plans may require prior authorization to determine that a particular family
planning “method is medically necessary and appropriate for the individual, using
criteria that may include considerations such as severity of side effects, clinical
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effectiveness, difference in permanence and reversibility of contraceptives, and ability to
adhere to the appropriate use of the item or service.” 75
States must establish an Alternative Benefit Plan (ABP) for adults covered through the
Affordable Care Act (ACA) expansion group and may enroll certain other Medicaid
beneficiaries in an ABP as well.76 States may offer a different benefits package to
beneficiaries enrolled in an ABP than they otherwise offer through the Medicaid
program, and ABPs must cover prescription drugs.77 In addition, ABPs must cover all
FDA-approved contraceptive methods, including OTC methods as prescribed, without
cost-sharing.78 However, federal regulations allow plans to adopt “reasonable medical
management techniques.”79 The federal government has issued guidance that
establishes limitations on the use of medical management with respect to
contraceptives, however.80 The guidance clarifies that ABPs must cover without costsharing at least one product or item in each of the FDA-approved contraceptive
methods for women.81 For example, plans must cover, without cost-sharing, both the
copper IUD and at least one progestin-based IUD, as the FDA classifies them as
distinct methods. Likewise, plans may choose not to cover brand-name contraceptive
drugs that have a generic equivalent.82 However, if an enrollee’s provider determines
that a particular contraceptive is medically necessary, the plan must defer to the
provider’s determination and cover the product without cost-sharing.83
Utilization Review in Medicaid Managed Care
Medicaid Managed Care Plans have substantial discretion to use utilization control
techniques with respect to prescription drugs. When a Medicaid plan uses utilization
control techniques to limit access to covered outpatient drugs, it must comply with the
requirements set forth in 42 U.S.C. § 1396r-8.84 Specifically, when a plan covers
prescription drugs for Medicaid enrollees, the amount, duration, and scope of drugs
provided by the plan must also be “sufficient . . . to reasonably achieve the[ir]
purpose.”85 Plans must abide by the laws governing prior authorization of drugs in
Medicaid, including rules that require a response to prior authorization requests by
telephone or other telecommunication device within 24 hours.86
In addition, federal regulations require each plan to ensure that drugs are provided in an
amount, duration, and scope “that is no less than the amount, duration, and scope for
the same services furnished to beneficiaries under FFS Medicaid” and is consistent with
EPSDT.87 Plans must also define “what constitutes ‘medically necessary services’ in a
manner that. . . . [i]s no more restrictive than that used in the State Medicaid program,
including quantitative and nonquantitative treatment limits, as indicated in State statutes
and regulations, the State Plan, and other State policy and procedures.”88 But the
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regulations also permit plans to place “appropriate limits” on drugs, as long as they are
either based on “criteria applied under the State plan, such as medical necessity,” or
“for the purposes of utilization control.”89 When a plan limits drugs for utilization control
reasons, it must nevertheless comply with the prior authorization and amount, duration
and scope rules set forth above. In addition, the plan must make sure that services for
people with ongoing or chronic conditions are authorized in a manner that reflects their
ongoing need and must ensure that family planning services are available consistent
with the regulation requiring that enrollees are free from coercion, as described above.90
Reading these provisions together, plans have a choice with respect to utilization
review: they may either use the same criteria and process that the state uses in FFS
Medicaid, or they may develop their own criteria and processes for determining whether
a particular drug is medically necessary for an individual, as long as they are not more
restrictive than those used by the state in FFS Medicaid. CMS has provided little
guidance to states and plans, however, as to how to determine whether a plan’s
particular criteria or process is “more restrictive.” In the new rules, CMS added the
phrase “including quantitative and nonquantitative treatment limits” to help states and
plans make this assessment.91 This phrase is borrowed from the context of Behavioral
Health Parity, where plans are required to ensure parity between behavioral health
services provided and medical-surgical services provided.92 In the parity context,
quantitative limits are those expressed numerically, such as a 30 pill per prescription
limit, and nonquantitative limits are those that otherwise limit the scope or duration of
benefits for treatment under a plan or coverage, such as medical management
standards or exclusions for failure to complete a course of treatment.93
Conclusion
States have considerable discretion to limit access to prescription drugs in their
Medicaid programs, as long as they take into account medical necessity and
appropriate utilization control procedures.94 Advocates should evaluate the techniques
and methods that their states are using to limit access to covered drugs to ensure that
the state is not using undue limitations. Advocates should keep in mind that state
Medicaid programs must ensure that drug coverage is designed in the “best interests” of
Medicaid beneficiaries.95 In addition, while states have discretion to limit drug coverage,
they must make certain that covered drugs are provided in sufficient amount, duration,
and scope to reasonably achieve their purpose.96 Prescription drugs are a crucially
important component of treatment for many illnesses and conditions. Advocates should
work closely with their states to ensure that Medicaid beneficiaries have appropriate
access to necessary prescription drugs.
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