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Objective: This study examined the occurrence of medication access prob-
lems and use of intensive mental health services after the transition in Jan-
uary 2006 from Medicaid drug coverage to Medicare Part D for persons
dually eligible for Medicaid and Medicare benefits. Methods: Psychiatrists
randomly selected from the American Medical Association’s Physicians
Masterfile reported on experiences of one systematically selected dually
eligible patient (N=908) in the nine to 12 months after Part D implemen-
tation. Propensity score matching was used to compare use of psychiatric
emergency department care and inpatient care between individuals who
experienced a problem accessing a psychiatric medication after Part D
and those who did not. Results: Approximately 44% of dually eligible pa-
tients were reported to have experienced a problem accessing medica-
tions. The likelihood of visiting an emergency department was significant-
ly higher for those who experienced an access problem than for those who
did not (mean odds ratio=1.75, mean p=.003). There was no difference in
number of emergency department visits or hospitalizations for those who
had at least one. Conclusions: Many dually eligible patients had difficulty
accessing psychiatric medications after implementation of Part D. These
patients were significantly more likely to visit psychiatric emergency de-
partments than patients who did not experience difficulties. These find-
ings raise concerns about possible negative effects on quality of care. Ad-
ditional study is needed to understand the full effects of Part D on out-
comes and functioning as well as treatment costs for this population. (Psy-
chiatric Services 60:1169-1174, 2009)

pproximately one-third (34%)
Aof individuals dually eligible
for Medicare and Medicaid
benefits have a mental disorder.

These individuals rely on pharma-
cotherapy as a key element of mental

health treatment (1). Traditionally,
“dual-eligibles” received coverage for
prescription drugs through the Med-
icaid program. Under the Medicare
Prescription Drug Improvement and
Modernization Act of 2003, drug cov-
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erage for this population was shifted
from Medicaid to the new Medicare
Part D program, and all dually eligi-
ble people were randomly assigned to
a private Part D plan. Although there
have been general concerns about the
impact of this change on the dually el-
igible population, there has been par-
ticular concern about how Part D en-
rollment might affect access to need-
ed psychiatric medications and thus a
desire to monitor the consequences
of any disruption to pharmacothera-
pies that might result in negative clin-
ical outcomes (2).

To examine the occurrence of med-
ication access problems resulting
from the transition to Part D for dual-
ly eligible beneficiaries, we used psy-
chiatrist reports of their dually eligi-
ble patients’ post—Part D experiences.
We compared psychiatric emergency
department use and use of inpatient
care among patients who experienced
or did not experience a medication
access problem after Part D imple-
mentation. We hypothesized that
compared with individuals who did
not experience an access problem, in-
dividuals who did would be more
likely to receive emergency or inpa-
tient psychiatric care.

Dually eligible beneficiaries are
randomly assigned to a Part D plan
with a premium at or below the annu-
al regional benchmark set by the
Centers for Medicare and Medicaid
Services (CMS) (hereafter, “bench-
mark plan”). In 2006 there were a to-
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tal of 409 benchmark plans across the
United States (3). In most states,
there were at least ten benchmark
plans, although that number has de-
creased in many regions (3). For ex-
ample, as of 2009, six states have five
or fewer benchmark plans, and Neva-
da has only one (3).

Dually eligible beneficiaries are
permitted to switch monthly to an-
other benchmark plan in their region,
and several states provide substantial
assistance to help people switch to
plans that may be a better match for
their medication needs (4). An esti-
mated 11% of noninstitutionalized
persons with dual eligibility switched
plans in 2006 (5). If a plan’s annual
premium bid for the coming year ex-
ceeds the new benchmark set by
CMS, dually eligible beneficiaries en-
rolled in the plan are reassigned to
another benchmark plan.

Under Part D, dually eligible bene-
ficiaries pay no premiums and only
nominal copayments for medications.
In 2006 full-benefit dual-eligibles
paid $1.00-$2.00 for generic medica-
tions and $3.00-$5.00 for brand-
name medications, depending on
their income. Problems with charging
patients  incorrect  cost-sharing
amounts were, however, documented
in the program’s initial implementa-
tion (6). Although Medicaid regula-
tions stipulate that beneficiaries un-
able to pay copayments required by
their state Medicaid program cannot
be denied their prescription medica-
tions, there is no such regulation un-
der Part D.

Dually eligible beneficiaries are
also subject to the formulary and uti-
lization management procedures of
the plan in which they are enrolled.
Part D plans are required to cover
only two medications in each drug
class, but antipsychotics, antidepres-
sants, and anticonvulsants were given
special protections under the regula-
tions implemented by CMS. For
these classes, plans must cover “all or
substantially all drugs”—meaning
that they must cover at least one, but
not all, formulations of each molecule
in the class. For example, plans must
cover branded Paxil, generic paroxe-
tine, or branded Paxil-CR but are not
required to cover all three formula-
tions of paroxetine. However, recent
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legislation codifying this requirement
allows the Secretary of Health and
Human Services to specify exceptions
that allow Part D plans to exclude a
drug in the protected classes from its
formulary (7).

Even though plans are required to
include at least one formulation of
every drug, plans can use various
management tools to control utiliza-
tion of these drugs. For example, be-
fore granting coverage a plan can re-
quire an enrollee to obtain prior au-
thorization. Alternatively, some plans
require enrollees to try one or more
less expensive medications and docu-
ment a poor response to these drugs
before they are granted coverage of a
more expensive medication (such
rules are known as step therapy or
“fail first”). Beneficiaries using estab-
lished therapies are now exempt from
utilization management require-
ments for medications in these class-
es, although this policy was not in
place when the program was imple-
mented in 2006 (8). Huskamp and
colleagues (9) found that certain
product formulations in these classes
were not covered by a number of
plans that served dually eligible bene-
ficiaries in 2006, and use of prior au-
thorization was common for a minor-
ity of plans. Donohue and colleagues
(2) documented that utilization man-
agement requirements for second-
generation antipsychotics, antide-
pressants, and anticonvulsants have
increased since 2006.

Many Medicaid programs use man-
agement tools similar to those used by
Part D plans (such as prior authoriza-
tion and step therapy) for some med-
ications, and thus the use of certain
utilization management methods may
not be new to dually eligible benefici-
aries. However, even if the rules of a
Part D plan are as restrictive as those
used under a state Medicaid pro-
gram, these beneficiaries may be re-
quired to switch to a different set of
rules than had applied to them in the
past. Thus some patients whose con-
dition was stable on a particular med-
ication may have found that the med-
ication was not covered by their new
Part D plan in 2006, or perhaps the
plan required the enrollee to obtain
prior authorization or undergo step
therapy before securing coverage.

Some enrollees also may have had
difficulty paying the copayments re-
quired under Part D.

A transition policy required plans
to provide a transition supply of med-
ications during the first 90 days of en-
rollment, which may have reduced
medication access issues during the
first few months of implementation.
However, despite the transition poli-
cy, West and colleagues (10) docu-
mented that a large proportion of du-
ally eligible patients experienced
problems in the first four months of
2006.

Methods

Data

Observational, clinician-reported sur-
veys tracked patients’ experiences
during the first 12 months of the im-
plementation of Medicare Part D.
Data collection consisted of three
cross-sectional assessments: ]anu—
ary-April 2006, May-August 2006,
and September—-December 2006.
The target population consisted of all
practicing psychiatrists in the United
States with a deliverable address who
treated dually eligible patients. To al-
low the maximum time for a patient
to have experienced a medication ac-
cess issue, we used data from only the
third cycle of data collection (Sep-
tember—December 2006).

A total of 5,833 psychiatrists were
randomly selected from the Ameri-
can Medical Association’s Physicians
Masterfile of U.S. psychiatrists (N=
55,000). After excluding psychiatrists
not currently practicing and those
with undeliverable addresses, re-
sponses were obtained from 66% of
the sample (N=3,361) during the first
data collection cycle. Of these re-
spondents, 35% met the study eligi-
bility criteria of treating dually eligi-
ble patients during their last typical
work week and participated in this
study, providing clinically detailed
data on 1,193 systematically selected
patients. For the third data collection
cycle (September—December 2006),
the 1,189 psychiatrists who participat-
ed in the first cycle and 1,600 new
psychiatrists randomly selected from
the Physician Masterfile were sam-
pled. Responses were obtained from
68% of previous participants (N=803)
and 67% of the new sample (N=914).
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Of those who responded, 56% met
the study eligibility criteria, providing
data on 986 systematically selected
patients.

For this analysis, we excluded 31
nursing home residents, five children
under 18, and eight individuals whose
only diagnosis was either substance
abuse or dependence, mental retar-
dation, mood disorder not otherwise
specified, or a non-mental health
condition. Thirty-four observations
were dropped because of missing
data on age or gender. Our final sam-
ple size was 908.

Each psychiatrist was randomly as-
signed one of 21 start days and times
to report on the next dually eligible
patient treated during the psychia-
trist’s last typical work week. For each
patient included in the study for
whom the psychiatrist reported, we
obtained data on the patient’s so-
ciodemographic characteristics, treat-
ment setting, diagnosis, and clinical
characteristics and whether the pa-
tient experienced specific medication
access problems (no patient-identify-
ing information was obtained, howev-
er). We also obtained information on
emergency department visits related
to the patient’s psychiatric illness and
psychiatric hospitalizations since Jan-
uary 1, 2006. The average patient in
the third data collection sample had
42.1 weeks (95% confidence inter-
val=41.8-42.4) in which to accrue a
medication access problem. Of the
908 patients in our sample, 37 had a
psychiatrist who reported on the ex-
perience of more than one patient
(17 psychiatrists reported for two pa-
tients and one psychiatrist reported
for three patients). All study proce-
dures were approved by the institu-
tional review board of the American
Psychiatric Institute for Research
and Education.

Analytical approach

We first identified a subgroup of pa-
tients who experienced a problem ac-
cessing a psychopharmacologic med-
ication after Part D implementation,
as reported by their psychiatrist. Psy-
chiatrists were asked whether their
patients had experienced the follow-
ing since January 1, 2006: first, being
unable to access clinically indicated
medication refills or new prescrip-

tions because the medications were
not covered or approved; second, be-
ing stable on clinically desired or indi-
cated medication but being switched
to a different medication because
clinically preferred medication refills
were not covered or approved; or
third, having problems accessing
medications because of inability to
pay copayments. If the psychiatrist af-
firmed any one of these problems, we
considered the patient to have experi-
enced a medication access problem.
Of our final sample of 908, a total of
400 patients reportedly experienced a
medication access problem according
to our criteria.

We used propensity score match-
ing, a method of adjusting for ob-
served characteristics of patients non-
randomly assigned to differing inter-
ventions (11), to create pairs who ap-
peared similar in terms of observed
characteristics. Each pair of patients
included a dually eligible beneficiary
who had experienced a problem ac-
cessing medications and a similar in-
dividual who had not. We performed
a 1:1 matched analysis on the basis of
the estimated propensity score of
each patient. The propensity score
model included the following vari-
ables: patient sex, patient age group
(40 and under, 41-64, or 65 and
over), race or ethnicity (white or non-
white), diagnosis of schizophrenia or
bipolar disorder versus no such diag-
nosis, and region (Midwest, South,
West, and Northeast).

After creating a matched sample of
individuals who did and individuals
who did not experience a medication
access problem, we estimated two
types of multivariate models: logistic
regression models of the likelihood of
having any emergency department
visits and any hospitalization days for
a psychiatric illness since January 1,
2006, and linear regression models of
the number of emergency depart-
ment visits conditional on having at
least one emergency visit and the
number of hospitalization days condi-
tional on having at least one psychi-
atric hospitalization since January 1,
2006. We included as covariates the
same variables used in the propensity
score matching model to correct for
any specification errors in the
propensity score models (12). We also
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included variables indicating the
severity of each patient’s symptoms.
Physicians were asked to rate the
severity of six symptoms (depressive
symptoms, anxiety symptoms, psy-
chotic symptoms, manic symptoms,
alcohol or other substance use symp-
toms, or sleeping problems) as se-
vere, moderate, mild, none, or “don’t
know.” All models included six dum-
my variables (one for each symptom)
indicating whether the psychiatrist
reported that the patient experienced
a severe form of the symptom. In ad-
dition, the regression models includ-
ed a variable indicating whether the
patient’s psychiatrist had reported on
more than one patient.

We replicated the propensity score
matching 300 times in order to obtain
more stable estimates of the parame-
ters. On average, we matched 97% of
individuals who experienced an access
problem with a similar individual who
had not. For each of the 300 sets of
matched pairs, we estimated the two
multivariate models. We present mean
results across the 300 replications.

Results

The dually eligible patients in our
sample were disproportionately fe-
male (57%) and 41-64 years of age
(62%) (Table 1). Almost three-quar-
ters (74%) were white, and 16% were
black or African American, 7% were
Hispanic, and 3% were classified as
being of other race or ethnicity. Al-
most two-thirds (63%) had a diagno-
sis of either schizophrenia or bipolar
disorder.

Among dually eligible patients in
our sample, 318 (35%) were unable to
access clinically indicated refills or
new prescriptions because the drugs
were not covered or approved, 170
(19%) were stable on a clinically de-
sired or indicated medication but
switched to a different drug because
refills were not covered or approved,
and 200 (22%) had problems access-
ing medications because of copay-
ments. As noted above, a total of 400
patients (44%) experienced one or
more of these problems. Compared
with patients who did not experience
a problem accessing medications,
those who experienced a medication
access problem were more likely to
be women; less likely to have a diag-
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nosis of schizophrenia; more likely to
have a diagnosis of major depression
or anxiety; and more likely to have se-
vere depressive symptoms, anxiety

symptoms, or sleeping problems
(Table 1).

We found that the mean odds ratio
(OR) of having any emergency de-

Table 1

Characteristics of sample of persons with mental illness and dually eligible for

Medicare and Medicaid benefits

Total Medication ~ No medication
sample access issue  access issue
(N=908)  (N=400) (N=508)
Variable N % N % N % P
Age .59
<40 217 24 89 22 128 25
41-64 564 62 254 64 310 61
=65 127 14 57 14 70 14
Gender .04
Male 394 43 158 40 236 47
Female 514 57 242 61 272 54
Race or ethnicity 5l
White 673 74 304 76 369 73
Black or African American 145 16 58 15 87 17
Hispanic 59 7 27 7 32 6
Other, mixed, or unknown 31 3 11 3 20 4
Diagnosis*
Schizophrenia 363 40 143 36 220 43 .02
Major depression 303 33 148 37 155 31 .04
Bipolar disorder 207 23 98 25 109 22 28
Anxiety disorder 187 21 94 24 93 18 .05
Substance use disorder 173 12 41 10 67 13 17
Other 219 24 89 22 130 26 .07
Severe symptoms®
Depressive 130 14 77 19 53 10  <.001
Anxiety 142 16 79 20 63 12 .003
Psychotic 107 12 47 12 60 12 98
Manic 24 3 13 3 11 2 31
Alcohol or other substance abuse 33 4 13 3 20 4 58
Sleeping problems 91 10 58 15 33 7 <.001
Treatment setting .001
Public clinic or outpatient facility 321 35 152 38 168 33
Private clinic or outpatient facility 190 21 84 22 104 20
Solo or group private office 249 27 114 29 135 27
Private inpatient facility 40 4 19 5 21 4
Public inpatient facility 65 7 11 3 54 11
Other 43 5 17 4 26 5
Region
Northeast 268 30 101 25 167 33
Midwest 224 25 106 27 118 23
South 293 32 146 37 147 29
West 123 14 47 12 76 15
Psychiatric hospitalization 42b
Yes 240 26 111 28 129 25
No 668 74 289 72 379 75
Days hospitalized, for those with
at least 1 stay (M=£SD) 26.3+2.9 19.0+ 2.3 32.6+5.0
Psychiatric emergency department
visit <.001¢
Yes 300 33 157 39 143 28
No 608 67 243 61 365 72
Number of visits, for those with
at least 1 visit (M+SD) 2.9+.1 2.9+.1 2.1+.2

* The percentages in these categories do not sum to 100 because psychiatrists could indicate multi-

ple diagnoses and symptoms for their patients.
b Probability of having a hospitalization

¢ Probability of having an emergency department visit

1172

partment visits was higher for those
who experienced a medication access
problem than for similar individuals
who did not (OR=1.75, mean p=.003)
(Table 2). The mean predicted proba-
bility of visiting an emergency depart-
ment was .41 for patients with an ac-
cess issue and .27 for those with no
access issue (data not shown). Al-
though the likelihood of using emer-
gency department care was higher for
those with an access issue, among pa-
tients who had at least one emergency
department visit there was no statisti-
cally significant difference in the
number of emergency visits between
those who did and those who did not
experience medication access prob-
lems. Neither the likelihood of having
any psychiatric hospitalization nor the
number of hospitalization days for
those who had at least one psychiatric
hospitalization was significantly dif-
ferent for those who did and those
who did not experience a medication
access problem.

Discussion

Dually eligible persons with a psychi-
atric illness are a particularly vulnera-
ble subgroup of Medicare beneficiar-
ies. Some patient advocates and poli-
cy makers were concerned that the
shift from Medicaid drug coverage to
enrollment in a private Part D plan
would result in difficulties accessing
medications and possibly lead to neg-
ative mental health outcomes for this
group. The special protections for
medication classes used commonly by
individuals with mental disorders
were intended to address this con-
cern by guaranteeing formulary cov-
erage of these medications. However,
many plans use management tools
such as prior authorization and step
therapy to control utilization of psy-
chopharmacologic medications. Al-
though use of these tools may lead to
a more efficient allocation of re-
sources and could possibly result in
higher-quality care in some cases, uti-
lization management requirements
can also create access issues for en-
rollees. For example, Soumerai and
colleagues’ study (13) of the policies
for prior authorization of second-gen-
eration antipsychotics and step thera-
py that were implemented in Maine’s
Medicaid program indicated that
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Table 2

Multivariate results for individuals who experienced a medication access issue relative to those who did not within 12

months of Part D implementation®

OR or coefficient Mean standard ~ p
error of
Measure Mean Range coefficient Mean Range <.05 (%)
Emergency department visits
Any 1.75 1.50 to 2.12 18 .003 <.001-.02 100
Number of visits among
those with at least 1 17 .01 to .31 23 48 .16-.98 0
Hospitalizations
Any 1.17 1.02 to 1.37 .20 44 11-.92 0
Number of inpatient days
for those with at least 1 -8.38 -20.04to-1.27 5.13 15 01-.73 16

4 Means are based on 300 replications.

these policies were associated with a
29% greater risk of antipsychotic dis-
continuations than would have oc-
curred in a comparison state, with no
associated cost savings in drug expen-
ditures. The requirement that all du-
ally eligible beneficiaries make copay-
ments to receive medications may
also create access barriers for some of
these beneficiaries.

In fact, we found that almost half of
the dually eligible patients in our
sample experienced some form of
medication access problem in 2006.
Although one might expect rates of
access problems to decline over the
course of the year, West and col-
leagues (14,15) found no decline; in
fact, the rate of access problems re-
ported by psychiatrists actually in-
creased slightly as the year pro-
gressed, perhaps somewhat as a result
of the transition policy. Rates of diffi-
culties with accessing medications
might also be expected to decrease af-
ter the first year of implementation,
although a large number of dually el-
igible beneficiaries either switch
plans or are reassigned to a different
benchmark plan each year. Between
2006 and 2007, for example, 1.1 mil-
lion of these beneficiaries were reas-
signed to another plan when their
plan’s premium bid exceeded the new
benchmark for the coming year; be-
tween 2007 and 2008, a total of 2.1
million were reassigned (3). Thus,
during a given year a large proportion
of dually eligible beneficiaries will
likely face different coverage and uti-
lization management requirements
under a new plan and therefore may

be at particular risk of access prob-
lems. Access problems may also occur
among beneficiaries who remain in
the same plan if that plan changes for-
mulary coverage and management
procedures.

Although disruptions in medication
continuity among psychiatric patients
have been shown to be associated
with high rates of symptom relapse or
exacerbation, hospitalization, and
other adverse consequences (16-20),
some of the access issues we observed
may have been resolved expeditious-
ly, with little harm to the patient. For
example, if a claim was initially reject-
ed because prior authorization was
required and authorization was grant-
ed quickly, the enrollee may have
been able to fill the original prescrip-
tion before a negative health outcome
occurred. The timeliness of authori-
zations has been shown to be critical-
ly important for patients with schizo-
phrenia (21). Consequently, patients
who experienced significant disrup-
tions or gaps in medication continuity
may have been more likely to relapse
and seek emergency care.

Other patients may have switched
medications in response to Part D
coverage rules, and the effectiveness
or tolerability of the substitute med-
ication could have been either better
or worse than the prior medication
for each patient. Findings from the
CATIE study (Clinical Antipsychotic
Trials of Intervention Effectiveness)
indicate that individuals randomly as-
signed to receive olanzapine or
risperidone who were continuing
with the medication they were taking
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at baseline had a longer time to dis-
continuation compared with individ-
uals assigned to switch antipsychotics
(22). The consequences of switching
medications may vary, however, based
on the nature of the switch (such as a
therapeutic substitution from one
molecule to another versus a generic
substitution). We found that patients
who experienced an access problem
were significantly more likely to have
an emergency department visit for
the treatment of a psychiatric illness
but were not more likely to have a
psychiatric hospitalization.

Our findings should be interpreted
in the context of several limitations.
First, we measured patients” experi-
ence of a medication access problem
and their use of psychiatric emer-
gency department care and hospital
care in the first 12 months after Part
D’s implementation by using reports
from their psychiatrist. The psychia-
trists may not have been aware of all
access problems experienced by their
patients and all services used, or re-
call bias could be an issue if a psychi-
atrist did not provide sufficient docu-
mentation in patients’ medical
records regarding these issues. We
did not have data on the timing of ac-
cess problems, use of emergency
services, and hospitalizations within
the 12-month period, which limited
our ability to fully examine the rela-
tionship between medication access
problems and use of these intensive
services. Also, the high proportion of
patients who experienced medication
access problems during 2006, the first
year of Part D implementation, likely
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reflects in part the widespread confu-
sion when Part D was first imple-
mented. The relatively high rate of
reported access problems motivated
us to use propensity score matching
to allow us to compare individuals
who were similar with respect to ob-
servable demographic and clinical
characteristics.

Second, our propensity score
models were only able to reduce dif-
ferences between the intervention
and comparison groups in observed
confounders; we were unable to con-
trol for differences in unobserved
confounders. Third, we did not have
information on additional office vis-
its that may have resulted from med-
ication access problems (such as a
follow-up visit to check on a patient
who had to switch medications be-
cause of lack of coverage). Finally,
the dually eligible patients in our
study were all in the care of a psychi-
atrist, so our findings may not be
generalizable to all dually eligible
beneficiaries with a psychiatric dis-
order. However, psychiatrists treat
most individuals receiving treatment
for schizophrenia and many individ-
uals with other severe mental illness-
es, and a disproportionate share of
dually eligible beneficiaries have one
of these conditions (23,24).

Conclusions

This study documents various ways
that dually eligible patients with a
psychiatric disorder experienced dif-
ficulty accessing medications in the
first year after their drug coverage
was switched from Medicaid to Part
D. We found that patients who expe-
rienced a medication access problem
were more likely to use emergency
psychiatric care but were not more
likely to use inpatient psychiatric
care. These findings raise concerns
about potential offsets and possible
negative effects on quality of care that
should be examined with other data
sources, including the Medicare and
Medicaid claims, once available. Ad-
ditional study of the impact of Part D
on use of other social services, on the
criminal justice sector, and, more im-
portantly, on the effects on mental
health outcomes and functioning for
the dually eligible population with
psychiatric disorders is also needed.
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