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Objective: This study attempted to sys-
tematically assess the experiences of
Medicare and Medicaid “dual-eligible”
psychiatric patients, including evaluating
patients’ access to medications and the
administrative functioning of the pro-
gram, during the first 4 months of the
Medicare Part D prescription drug benefit.

Method: Psychiatrists (N=5,833) were
randomly selected from the American
Medical Association’s Physicians Master-
file. After exclusion of those not practicing
and with undeliverable addresses, 64%
responded; 35% met study eligibility crite-
ria of treating at least one dual-eligible
patient during their last typical workweek
and reported clinically detailed informa-
tion on one systematically selected pa-
tient.

Results: A total of 53.4% had at least one
medication access problem to report be-
tween Jan. 1 and April 30, 2006. Although
9.7% experienced improved medication
access, 22.3% discontinued or tempo-
rarily stopped taking medication because

Medicare Prescription Drug Benefit

of prescription drug coverage or manage-
ment issues, and 18.3% were previously
stable but were required to switch medi-
cations. Among those with medication ac-
cess problems, 27.3% experienced a sig-
nificant adverse clinical event; 19.8% had
an emergency room visit. Most drug plan
features studied, including preferred
drug/formulary lists, prior authorization,
medication dosing/number limits, “fail-
first” protocols, and requirements to
switch to generics, were associated with
significantly higher rates of medication
access problems.

Conclusions: The findings indicate con-
sequential medication access problems
for psychiatric patients during the imple-
mentation of Medicare Part D. Although
Centers for Medicare and Medicaid Ser-
vices policies were enacted to ensure ac-
cess to protected classes of psychophar-
macologic medications, the high rates of
medication access problems observed in-
dicate further refinement of these policies
is needed.

(Am ] Psychiatry 2007; 164:789-796)

Wlen the Medicare prescription drug benefit (Medi-
care Part D) took effect Jan. 1, 2006, 42 million Medicare
enrollees for the first time obtained access to a federally
sponsored prescription drug benefit. At the same time, ap-
proximately 6 million dual-eligible beneficiaries, with both
Medicaid and Medicare insurance and chronic, complex
medical and psychiatric conditions, went from receiving
drug coverage from state Medicaid programs to receiving
coverage through the new Medicare Part D program. The
dual-eligible individuals, including approximately 2 mil-
lion individuals with a psychiatric disorder significantly
impairing their functioning, were automatically randomly
enrolled in low-premium drug plans but permitted to
choose a different plan to better meet their needs.

In recent years, state Medicaid programs have increas-
ingly used prescription drug prior authorization and other
management strategies, such as dispensing limits, requir-
ing generics, and using copayments, to contain Medicaid

prescription drug costs (1). In a number of states, psychi-
atric medications were exempted from these require-
ments (2). In these states, the therapeutic nonequivalence
of psychopharmacologic medications for the treatment of
heterogeneous mental disorders was acknowledged along
with the concern that medication disruptions have been
shown to be associated with symptom relapse or exacer-
bation, hospitalization, and other unintended adverse
consequences among psychiatric patients (3-7).

For example, Koyanagi et al. (2) reported that although
49 state Medicaid programs required prior authorization
for medications, 30 states had exceptions to certain classes
of psychiatric medications. Antipsychotic medications
were most commonly exempted from these requirements.

The Medicare Part D program is provided under con-
tracts with 1,429 prescription drug plans (8) that are gener-
ally private at-risk entities that may develop their own pol-
icies and formularies within parameters established by the

This article is discussed in an editorial by Dr. Pollack on p. 700.
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Centers for Medicare and Medicaid Services. In imple-
menting Part D, the Centers for Medicare and Medicaid
Services acknowledged the special formulary challenges
presented by the shift of psychiatric dual-eligible patients’
drug benefit to Medicare. The Part D prescription drug
plan formularies were to be discretionary within guidelines
developed by the U.S. Pharmacopeia, with at least two
drugs having to be available in each of the established U.S.
Pharmacopeia drug categories. The Centers for Medicare
and Medicaid Services noted in its December 2004 formu-
lary guidance that its expectations are that best-practice
formularies contain “a majority of drugs” within the fol-
lowing classes: “antidepressants, antipsychotics, anticon-
vulsants, antiretrovirals, immunosuppressants, and anti-
neoplastics.” Alater clarification of this guidance explained
that access to a “majority” of drugs within the six classes
meant that the plans were, in fact, expected to provide ac-
cess to “all or substantially all” of the drugs in these catego-
ries (9). “All or substantically all,” however, did not require
inclusion of all dosages or forms of the drugs. In addition,
although the Centers for Medicare and Medicaid Services
was prohibited by law from covering benzodiazepines, 48
state Medicaid programs agreed to provide coverage for
benzodiazepines for dual-eligible individuals.

Medicare prescription drug plans were permitted to use
arange of management strategies that have some support
in improving drug safety and containing prescription drug
costs for these six protected classes of drugs (10-12). In its
transition policy, the Centers for Medicare and Medicaid
Services recognized the difficulties that could arise for en-
rollees with mental illness and required plans to establish
an appropriate transition process for new enrollees mov-
ing to Part D from other sources of prescription drug cov-
erage (9). Specifically, this policy stated that patients “who
were on a stable medication regimen” should not be sub-
ject to prior authorization or step therapy protocols when
they existed (in the “all or substantially all” classes).

Although Centers for Medicare and Medicaid Services
policies were in place to address these issues, there was
considerable uncertainty regarding this transition and
how and to what extent at-risk prescription drug plans
would manage access to these classes of medications
within the framework of the “all or substantically all” pol-
icy. There were also concerns regarding the ability of state
Medicaid programs to manage the care of these patients
without ready access to pharmacy claims data. Conse-
quently, advocacy organizations, including APA, the Na-
tional Alliance on Mental Illness, the National Association
of State Mental Health Program Directors, the National
Council for Community Behavioral Health Care, the Na-
tional Mental Health Association, and Treatment Effec-
tiveness Now, launched a website and an 800 help line that
remains operational to serve as a central resource to help
clinicians, patients, and family members prepare for the
transition and address any problems that may arise
(www.mentalhealthpartd.org). Given the potential for ad-
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verse clinical consequences, the American Psychiatric In-
stitute for Research and Education (APIRE) implemented
a national study to monitor the functioning of Medicare
Part D among a large national sample of dual-eligible pa-
tients treated by psychiatrists. This study, which moni-
tored the experiences of this population from Jan. 1, 2006,
through April 30, 2006, was designed to do the following:

1. Systematically quantify the extent and nature of any
medication access or continuity problems and any im-
provements in medication access or continuity

2. Quantify the extent of any adverse clinical events re-
ported to have occurred as a result of unintended medica-
tion disruptions or access problems, including hospital-
izations, emergency room visits, homelessness, and injury
to self or others

3. Identify specific patient groups at increased risk for
medication access problems

4. Evaluate the administrative functioning and require-
ments of the prescription drug plans and identify the fea-
tures most strongly associated with medication access
problems

This descriptive practice-based research study, which
entailed collecting clinically detailed data directly from
physicians in real time, was undertaken in recognition
that the availability, timeliness, and overall utility of claims
and administrative data to evaluate these issues was ques-
tionable. Claims and administrative databases would not
be able to fully assess medication access problems or dif-
ferentiate clinically desired from clinically undesired
medication discontinuations or switches associated with
the Medicare Part D transition. Consequently, the full
range of problems and clinical consequences would be
difficult or impossible to track, and administrative bur-
dens and processes could also not be captured through
claims and administrative data sources.

Although this study examines only patients of psychia-
trists, this group is of particular interest because psychia-
trists treat the majority of the nation’s individuals receiv-
ing treatment for schizophrenia and others with the most
severe forms of mental illnesses (13, 14). Most of these pa-
tients are on clinically complex medication regimens, re-
ceiving multiple medications (15, 16).

Method

A total of 5,833 psychiatrists were randomly selected from the
American Medical Association’s Physicians Masterfile of all U.S.
psychiatrists (N=55,000). Psychiatry residents and those not list-
ing direct patient care as their type of practice were excluded. Af-
ter exclusion of psychiatrists not currently practicing (N=291) and
with undeliverable addresses (N=439), responses were obtained
from 64% of the target sample (N=3,247). Of these respondents,
35% (N=1,183) met the study eligibility criteria of treating at least
one dual-eligible patient during their last typical work week.

Primary data collection was conducted from January through
April 2006 using mailed-in, practice-based survey research meth-
ods. Psychiatrists reported clinically detailed data on one systemat-
ically selected patient with dual eligibility. Each psychiatrist was
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TABLE 1. Medication Access Problems and Significant Adverse Events for 1,193 Patients

Significant Adverse
Weighted Events (N=579)? Emergency Room Visits Hospitalizations
Percent 0Odds Ratio 0Odds Ratio 0dds Ratio
Variable (N=1,193) % (%) % %) % (%)
Specific medication access/continuity problems
(may have more than one)
Patient could not access clinically indicated medi-
cation refills because he or she was not covered
or approved 30.6 39.1 4.27%%* 24.7 4. 47%%* 11.4 1.61
Patient had problems accessing benzodiazepines
because he or she was not covered or approved 24.2 33.9 1.66 24.0 2.26* 10.7 1.21
Medication was discontinued or temporarily
stopped as a result of health plan/prescription
drug plan administrative issues or changes in
coverage or management of benefits or patient
copayments 223 48.2 6.03%** 32.4 7.93%** 14.4 2.50
Patient had problems accessing medications be-
cause of patient copayments 23.6 37.4 2.44%%* 27.5 3.26%* 10.5 1.15
Patient could not access clinically indicated new
prescriptions because he or she was not covered
or approved 19.8 47.8 4.88%** 30.0 4.19%** 15.9 3.10%
Patient was stable while taking clinically desired/
indicated medication but switched to different
medication because clinically preferred medica-
tion refills were not covered or approved 18.3 47.5 4.24%** 35.0 6.15%** 15.5 2.53
Any medication access problem 53.4 27.3 — 19.8 — 11.0 —

2 Included being admitted for a psychiatric hospitalization, having an emergency room visit, being homeless for more than 48 hours, having
an increase in suicidal ideation or behavior, having an increase in violent ideation or behavior, or physically injuring someone.

*p<0.05. **p<0.01. ***p<0.001.

randomly assigned one of 21 start days and times to report on their
next dual-eligible patient treated during their last typical work
week. The average patient in the sample had 6 weeks to accrue a
medication access problem during the study data collection pe-
riod. Key questions included the extent of disruptions in medica-
tion access or continuity since Jan. 1, 2006, because of prescription
drug plan coverage/administrative issues, adverse consequences
since any medication access problems, and administrative time as-
sociated with prescription drug benefits for clinicians and their
staff. The survey included a $75 check to increase the likelihood of
response.

Rates of specific medication access and continuity problems
reported are listed in Table 1. Rates of significant adverse events
among patients experiencing any medication access or continu-
ity problems were examined as indicated in Table 2 to identify
types of medication access problems associated with higher odds
of significant adverse events, including emergency room visits
and hospitalization. Odds ratios examine the relationship be-
tween specific prescription drug plan features and the likelihood
of having a medication access or continuity problem reported. Fi-
nally, logistic regression identified prescription drug plan features
most highly associated with medication access problems (depen-
dent variable), with adjustment for month of visit and patient so-
ciodemographic, diagnostic, and clinical factors.

Results

Patient Characteristics

Approximately half of the patients were men, with the
majority white and between 31 and 64 years of age (Table
3). Nearly 40% had a diagnosis of schizophrenia, and 50%
had a serious mood disorder of either major depression or
bipolar disorder. Although 42.0% of the sample were
treated in a public clinic or outpatient facility, 34.8% were
treated in private outpatient clinics or solo/group practice
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settings, and 13.4% were seen in inpatient hospital set-
tings during the sampled visit, a setting in which Medicare
Part D does not apply.

Medication Access and Continuity Problems

Overall, 53.4% of the dual-eligible psychiatric patients
studied had at least one problem with medication access
or continuity, as indicated in Table 1, reported between
Jan. 1 and April 30, 2006. For 9.7% (SE=1.2%), the psychia-
trist reported improved medication access/continuity as a
result of prescription drug coverage since Jan. 1, 2006.
Rates of medication access/continuity problems did not
vary over time during the 4-month data collection period.

Specific medication access problems encountered are
presented in column 1 of Table 1. Most commonly re-
ported problems included not being able to access clini-
cally indicated medication refills (30.6%); problems ac-
cessing benzodiazepines (24.2%); and discontinuing or
temporarily stopping medications as a result of health
plan/prescription drug plan administrative, management,
or coverage issues or because patients could not afford co-
payments (approximately 23% each). In addition, 18.3% of
the patients were stable taking clinically indicated/desired
medications but were required to switch to a different
medication because clinically preferred medication refills
were not covered or approved.

Among patients who could not be prescribed clinically
indicated and clinically preferred medications (N=233),
the most common medication classes that could not be
prescribed included atypical antipsychotics (reflecting
21.9% of all clinically indicated medications that could not
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TABLE 2. Rates of Significant Adverse Clinical Events Re-
ported After Medication Access and Continuity Problems
for 579 Patients

TABLE 3. Sociodemographic Characteristics, Diagnoses,
and Treatment Settings for 1,193 Patients

Weighted
Patients with Event Variable Percent SE (%)
Variable % SE (%) Gender
Any adverse event 273 2.6 Men 47.0 2.2
Increase in suicidal ideation/behavior 21.7 2.7 Women 53.0 2.2
.. Age (years)
Emergency room visit 19.8 2.9
Increase in violent ideation/behavior 14.5 2.5 30 and under 5.6 0.9
Psychiatric hospitalization 11.0 2.1 31-64 71.7 2.0
Became homeless for more than 48 hours 3.1 13 65 and over 227 1.9
Race/ethnicity
White 70.6 1.9
be prescribed), selective serotonin reuptake inhibitor an- ﬁ'izg;g Aifc"'ca” American 12‘2 1?
tidepressants (20.7%), other antidepressants (16.5%), ben- Other 6.4 10
zodiazepines (13.7%), and mood stabilizers/anticonvul- Diagnoses (may have multiple ones)
sants (9.5%). Schblzophrenla' ' 38.3 2.1
( 0) Major depressive disorder 325 2.0
P P Bipolar disorder 18.1 1.6
Advers'e Cllmca( Ev?nts Reported After Clinically Anxiety disorder 152 15
Undesired Medication Access Problems Substance use disorder 10.5 13
. . . - Treatment setting
As shown 1n.Tal?le 2, 27.3% of patients with m.edl.(:'fmon Public clinic/outpatient 420 21
access or continuity problems had at least one significant Private clinic/outpatient 181 1.6
adverse clinical event reported, with 1.9 (SE=0.1) signifi- P”E?te solo/group practice 16.7 1.5
. . Public inpatient 7.1 1.1
cant adverse (?Ver.lts reported per pfme.nt. Among patients Private inpatient 63 11
who had medication access or continuity problems, 19.8% Nursing home/other 98 13

had a subsequent emergency room visit reported, and
11.0% had a hospitalization. An increase in suicidal ide-
ation or behavior was reported for 21.7%, an increase in vi-
olent ideation or behavior occurred in 14.5%, and 3.1% be-
came homeless for more than 48 hours.

Patients whose medication was discontinued or tempo-
rarily stopped were six times more likely (odds ratio=6.0)
to have a significant adverse event (as defined in Table 1)
and almost eight times more likely (odds ratio=7.9) to have
an emergency room visit compared to patients with other
types of medication access problems. In addition, four of
the additional medication access problems in Table 1 were
associated with significant rates of adverse events that
were two to five times higher (odds ratios=2.4-4.9) than
those of patients with other access problems.

The likelihood of being hospitalized did not vary with
type of access problem. One exception was associated
with not being able to access medications for which the
likelihood of hospitalization was three times higher
among those with this specific problem. However, we lack
temporal data on the timing of hospitalizations in relation
to the prescription access problem and recognize that
Medicare Part D does not apply to hospital formularies.
Hence, interpretation of the relationship between medica-
tion access and hospitalizations is somewhat confounded
in this study.

Patient, Setting, and Prescription Drug Plan
Features Associated With Medication Access
Problems

Medication access or continuity problems were not as-
sociated with patient sociodemographic or treatment set-
ting variables in Table 3. However, patients with major de-
pression (60.9%) and anxiety disorders (64.7%) were
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significantly more likely to report medication access or
continuity problems (p<0.05).

Patients with the prescription drug plan features in Ta-
ble 4 reported high rates of medication access and conti-
nuity problems (74%-79%). Most of these were signifi-
cantly associated with medication access or continuity
problems. For plans requiring prior authorization, limits
on the number or dosing of medications, requirements to
switch to generics, and “step therapy” or “fail-first proto-
cols,” medication access/continuity problems were four
to five times more likely (odds ratios=4.23-5.35) compared
to patients in plans without these features.

Logistic regression analyses were adjusted for month of
visit and patient sociodemographic, diagnostic, and clini-
cal factors. When these factors were controlled, patients in
plans in which prior authorization was required had 2.5
times the likelihood of having a medication access prob-
lem (odds ratio=2.5, 95% confidence interval [CI]=1.4-4.2)
compared to those in plans without this requirement.
Likewise, those with requirements to switch to generics
had 3.3 times the likelihood of reporting a medication ac-
cess problem (odds ratio=3.3, 95% CI=2.0-5.6). Those with
limits on the number or dosing of medications had 1.7
times the likelihood of reporting a medication access
problem (odds ratio=1.7, 95% CI=1.0-3.0).

Prescription Drug Plan Administration Issues

Psychiatrists reported that they or their staff spent on
average 45.6 minutes on administrative issues related to
prescription drug plan coverage (including filling out pa-
perwork and Internet, telephone, or other time with pa-
tients, prescription drug plans, pharmacies, or the Centers
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TABLE 4. Prescription Drug Plan Features and Rates of Medication Access/Continuity Problems for 1,193 Patients

Additional Physician/
Staff Administrative
Time for Every Hour of
Direct Patient Care

Patients With Medication Access or
Continuity Problems?

Patients (%)

Variable (N=1,193) % 0dds Ratio (%) (Minutes)
Preferred drug formulary lists 58.2 67.6 4.10%** 53%*
Prior authorization 46.4 74.5 5.35%** 58%*
Limits on number or dosing of medications 36.6 75.6 4.53%** 61*
Requirements to switch to generic drugs 33.3 79.0 5.48%** 55
“Step therapy” or “fail-first” protocols 24.9 77.8 4.23%** 71%
Protocols for transitioning patients on stable regimens to

preferred medications on formulary medication list 14.5 68.5 2.10%* 44
Early or emergency refill management practices to enhance

medication continuity 12.5 68.9 2.11%* 50
Disease or care management programs to improve quality and

safety of care 12.4 64.5 1.69 55

2 Included having problems or not being able to access clinically indicated medication refills or new prescriptions or discontinuing or tempo-

rarily stopping medications because of prescription drug coverage, approval or management issues, or patient copayments.

*p<0.05. **p<0.01. ***p<0.001.

for Medicare and Medicaid Services) for every hour of di-
rect patient care provided since Jan. 1, 2006. Patients with
medication access problems required a little less than two
times as much administrative time per hour of direct pa-
tient care (56 minutes versus 30 minutes) (p=0.0005). As
indicated in Table 4, many of the prescription drug plan
features studied were associated with significantly greater
administrative time.

For 29.7% of patients, the psychiatrist reported the pa-
tient having problems with prescription drug plan enroll-
ment or changing to a desired plan. In addition, 27.4% of
the patients had exceptions requests or appeals initiated
on their behalf, whereas 19.3% of the psychiatrists reported
changing or discontinuing clinically indicated medications
rather than pursuing appeals or exceptions processes.

Study Strengths and Limitations

Although other groups have reported on the character-
istics of the Medicare Part D prescription drug plans (17,
18) and described general survey and focus group data
characterizing pharmacists, physicians, state Medicaid di-
rectors, and mental health program directors’ experiences
and reported problems with Medicare Part D implementa-
tion (19-21), linked Medicaid and Medicare Part D claims
data are not yet available to examine these issues more in
depth on a clinical or patient level. Consequently, this
study is unique in providing clinically detailed data on the
experiences of a large national sample of dual-eligible
psychiatric patients. The primary limitation is exclusive
reliance on physician-reported, cross-sectional data with
the potential for response, selection, and recall biases.
Psychiatrists might not be fully aware of medication ac-
cess/continuity problems experienced by their patients,
and significant adverse clinical events were reported only
for patients experiencing a medication access problem.
Clinicians may be more inclined to report problems if they
view the Part D program or prescription drug plans unfa-
vorably. They are also more likely to be aware of prescrip-
tion drug plan features if patients experience a medication
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access problem. Psychiatrists more likely to have experi-
enced problems may have been more likely to respond or
deviate from the systematic patient sampling protocol
and preferentially select patients who experienced medi-
cation access problems. The physicians were, however,
compensated to help minimize nonresponse bias.

To assess potential patient sampling biases, overall rates
of medication access/continuity problems physicians es-
timated for their dual-eligible caseloads were compared to
the patient-level rates of problems reported among the
systematically selected dual-eligible sample presented in
this study. Although these rates were generally consistent,
the patient-level data indicated higher reported rates of
medication access problems associated with switching
previously stable patients to different medications and
higher reported rates of discontinuing or temporarily
stopping medications as a result of prescription drug plan
administrative issues or drug coverage/management. Fi-
nally, the study did not assess levels of medication access
problems before Part D nor was a comparison group avail-
able to assess the independent effect of Part D with control
for temporal trends.

Discussion

To our knowledge, this study provides the first clinically
detailed national data on the impact of Medicare Part D
prescription drug plan management practices on psychi-
atric patients’ ability to obtain medications and maintain
compliance as well as clinical outcomes experienced by
patients with medication access problems under Part D.
Although one in 10 patients was reported to have en-
hanced medication access as a result of the Part D benefit,
approximately half of all patients were reported to have
experienced at least one medication access or continuity
problem. Nearly one-quarter were reported to have dis-
continued or temporarily stopped taking their medica-
tions, and nearly 20% were clinically stable but required to
switch to a different medication during the first 4 months
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of Part D implementation. One-quarter of the patients
with medication access problems experienced a signifi-
cant adverse clinical event.

Since psychopharmacologic medications are consid-
ered the first-line treatments for individuals with the most
severe forms of mental illness (22-24), these findings raise
concerns given high rates of symptom relapse or exacer-
bation, hospitalization, and other adverse consequences
associated with disruptions in medication continuity (3
7). Infact, missing as few as one to 10 days of antipsychotic
therapy during the course of 1 year nearly doubles the risk
of hospitalization (25).

Several factors account for the data observed. Although
the Centers for Medicare and Medicaid Services policy of
including all or substantially all of the three psychophar-
macologic classes ensured inclusion of key medications
and its policy explicitly stated that plans could not switch
medications for clinically stable patients (unless the pre-
scription exceeded Food and Drug Administration safety
indications), this study indicates that the Part D prescrip-
tion drug plans used formulary management protocols to
restrict psychopharmacologic medication access and to
switch clinically stable patients. The utilization manage-
ment policies and practices that posed the most signifi-
cant problems for psychiatric patients were the following:

1. Switching clinically stable patients taking clinically
desired/indicated medications because medication refills
were not covered or approved

2. Discontinuing clinically indicated/preferred medica-
tions

3. Denying coverage for clinically indicated medications

4. Limiting access to an indicated number or dosage of
medications

In addition, lack of coverage of benzodiazepines under
Part D presents access problems for these agents with clin-
ical management implications as described below.

When used in the context of severely ill psychiatric pa-
tients, prescription drug plan utilization management pro-
tocols (as listed in Table 4) should balance current evidence
and professional standards of care with a thorough consid-
eration of an individual patient’s unique clinical needs and
medical history to improve quality of care. Nearly all of the
prescription drug plan care and utilization management
protocols and features studied were positively associated
with medication access or continuity problems. In addi-
tion, among patients experiencing medication access prob-
lems, all of the specific medication access problems and
prescription drug clinical management approaches used by
the prescription drug plans, as listed in Table 1, were associ-
ated with a significantly greater likelihood of emergency
room visits and other adverse clinical events.

Although it may be considered economically desirable
to switch clinically stable patients to a lower cost medica-
tion in the same class, this practice is not supported by
current Centers for Medicare and Medicaid Services poli-
cies, as described above, because clinical protocols for
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switching patients to different medications have not been
well established (26, 27). In this study, among the sample
of patients with medication access problems, those who
were stable but were required by prescription drug plans
to switch their medications had very high rates of emer-
gency room visits and other significant adverse events
highlighting how switching medications may significantly
jeopardize patients’ well-being and potentially result in
higher overall costs. New evidence has emerged showing
that switching antipsychotic medications for patients with
chronic schizophrenia is associated with greater side ef-
fects and higher discontinuation rates than maintaining
patients on stable medication regimens (28). Given the
significant risks to patients, until there are well-studied,
clinically acceptable, safe protocols for switching clini-
cally stable psychiatric patients’ medications, prescription
drug plans should discontinue these practices.

Prescription drug plan management practices also
present significant efficiency problems in the real-time
context of clinical practice. The time burden associated
with many prescription drug plan features and medication
access problems resulted in clinicians and their staff
spending more time on prescription drug plan administra-
tive issues than on total direct patient care. These data do
not take into account the considerable time delays patients
may experience in accessing their medications as a result
of delays in rendering prior authorizations or medication
coverage decisions. The overall quality of patient care may
also diminish as a result of less time attending to patients’
other medical and psychosocial issues. Prescription drug
plan practices impeding the timeliness, accessibility, or
continuity of patient care need to be carefully evaluated.

A large proportion of patients, nearly one-quarter, expe-
rienced problems accessing benzodiazepines despite most
all state Medicaid programs providing benzodiazepine
coverage for this population. Because benzodiazepines are
considered an evidence-based, recommended treatment
for agitation, mood stabilization, anxiety, and sleep prob-
lems in patients with schizophrenia and other severe men-
tal illnesses (22-24), this presents a serious clinical prob-
lem. Better coordination of benzodiazepine coverage with
state Medicaid programs or covering benzodiazepines di-
rectly through the Part D program is critically needed.

Conclusion

The findings from this study provide insight into the
early experiences of a medically vulnerable psychiatric
population under the Medicare prescription drug pro-
gram administered largely by for-profit drug plans with
discretion to manage benefits. APIRE has continued to
track the experiences of this population under Part D, with
follow-up studies conducted through the end of 2006 con-
tinuing to show significant rates of medication access
problems. Although the Centers for Medicare and Medi-
caid Services adopted policies specifically to mitigate po-
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tential medication access problems for this population, its
“all or substantially all” policy mandating inclusion of
most key psychiatric drugs and prohibiting plans from
switching clinically stable patients also permitted plan
discretion as to prescription drug management protocols.
Our findings indicate these prescription drug plan proto-
cols (e.g., prior authorization, “step therapy,” limits on
number/dosing of medications, etc.) proved to be signifi-
cantly associated with medication access/continuity
problems, clinically undesired medication switches, and
serious adverse clinical events among many patients ex-
periencing medication access problems. Without the Cen-
ters for Medicare and Medicaid Services “all or substan-
tially all” policy, many key psychiatric drugs would likely
not have been on prescription drug plan formulary lists at
all, and it is highly likely that formulary management re-
strictions and medication access problems would have
been greater.

The formulary challenges presented by dual-eligible
psychiatric patients are significant (8, 29), and some pre-
scription drug plan management protocols may prove in-
surmountable for medically vulnerable, cognitively im-
paired patients. There is a need to develop policies to
facilitate timely access to clinically appropriate medica-
tions with cost management and “care management”
strategies appropriate for the unique needs of this vulner-
able population. Although it is vital that the Centers for
Medicare and Medicaid Services maintain and better en-
force the formulary protections it has established, it is also
essential to develop clinically appropriate management
strategies that take into account total health care costs and
social costs (including homelessness and criminal justice
system costs), while providing appropriate incentives for
responding to the clinical needs of this severely ill patient
population (30).
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