key findings

* Policies requiring prior authorization
for prescription medicines are associ-
ated with discontinuation of those
medicines in bipolar patients.

* After medication discontinuation,
patients with more severe bipolar
disorder reduced their outpatient
mental health visits, where patients
with a less severe condition increased
emergency room visits.
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Overview

Pharmaceuticals represent one of the fastest
growing areas of health care expenditures. As
such, payers, particularly public payers like
Medicare and Medicaid, have initiated cost-
control measures to address these escalating
costs. Prior authorization (PA) is one such
cost-control measure that requires physi-
cians to obtain preapproval for a medication
in order for a patient to receive insurance
coverage for the drug. PA often necessitates
documentation of medical necessity if a
nonpreferred or more costly medication is
requested. PA can sometimes be an effective
means for cost-control in that it encourages
physicians to prescribe less expensive but
efficacious medications in place of nonpre-
ferred, more costly drugs. Consequently, PA
works best among drugs that are readily sub-
stitutable. However, there are certain health
conditions, including mental health disorders,
for which drugs lack seamless substitutability.

Chronic mental health conditions can be
debilitating. Patients with bipolar disorder
require an ongoing drug treatment to suc-
cessfully manage their disease and pre-

vent relapse, hospitalization, and suicide.
Medications for such conditions are often
less interchangeable than drugs for other
conditions given an individual’s tolerance
for drug side effects as well as genetic differ-

ences in their response to the drug,.

In 2 HCFO-funded study,' Christine Y. Lu,
Ph.D., Stephen B. Soumerai, Sc.D., and
colleagues examined the impact of Maine
Medicaid’s prior authorization policy on
patients who suffer from bipolar disorder. In
their previous work,”? the researchers dem-
onstrated that PA polices do not promote
switching from non-preferred/higher-cost
drugs to preferred/lower-cost drug therapies
in bipolar patients. They also found that
although PA yielded some pharmacy cost-
savings, this apparent savings is likely due to
medication discontinuation rather than sub-
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stitution of comparable therapies. These
findings generate concern about the impact
of PA on the quality of care and disease
management in bipolar patients. In the
present longitudinal study, the researchers
explored the impact of the Maine Medicaid
prior authotization policy on the medica-
tion adherence and health services use of
bipolar patients with varying degrees of
bipolar disorder severity.

Methods

The researchers utilized Maine Medicaid
enrollment and claims data for January
2001-February 2004 as the primary data
source. The claims data was analyzed for
pharmacy, health services, and community
mental health center (CMHC) services
use. Equivalent claims data for Medicate/
Medicaid dual eligible patients was also
obtained from Medicare. Patients were
included if they: were at least 18 years old
in 2001, had a diagnosis of bipolar disor-
der, were newly treated with any bipolar
medication, and were continuously enrolled
in Medicaid throughout the study period
(including eight months before receiving a
bipolar medication through eight months
after the initial dispensing).

The researchers used a strong pre-post
design with comparison group and repeat-
ed measures. The patients were separated
into cohorts representing exposure to the
PA policy, and stratified by the sever-

ity of their bipolar disorder. The policy
cohort included patients who initiated a
bipolar medication while the policy was
in effect (July 2003—February 2004). The
prepolicy cohort served as the historical
control group to demonstrate what might
have happened in the absence of the PA
policy, and included patients who initi-
ated a bipolar medication one year prior
to the introduction of the PA policy (July
2002-February 2003). Claims data regard-
ing CMHC visits were used to stratify

the patients by disease severity. Patients
with at least two visits to a CMHC dur-
ing the eight month baseline period were

considered attenders (indicating greater
disease severity). Patients with one or no
CMHC visits during the baseline period
wete considered non-attenders (indicating
less severe bipolar disorder). The outcome
measures included medication discontinua-
tion, defined as a gap of more than 30 days
in the availability of any bipolar medica-
tion, and frequency of health services use,
including: mental health visits, emergency
room visits, non-mental health outpatient
visits, and hospital inpatient stays.

Results

The researchers observed 1,960 newly
treated patients over the study period, with
1,014 patients in the prepolicy cohort (275
CMHC attenders and 739 nonattenders)
and 946 patients in the policy cohort (275
CMHC attenders and 671 nonattenders).
In terms of disease severity, patients who
received care at the CMHC were more
likely than those with one or no visits to
have a comorbid psychiatric condition with
bipolar disorder and higher baseline use of
psychiatric mediations and health services.

Medication Discontinuation

The researchers found that rates of medi-
cation discontinuation were higher in the
policy cohort than in the prepolicy cohort,
regardless of disease severity. This sug-
gests that the PA policy interfered with
medication adherence whether the patient
had more or less severe bipolar disorder.
Thirty-eight percent of attenders in the
policy cohort discontinued their medica-
tion compared with only 31 percent in the
prepolicy cohort. Among nonattenders,
the respective rates were 41 percent and
33 percent. Attenders in the policy cohort
experienced a higher risk for discontinua-
tion after the first month of drug initiation,
whereas nonattenders in the policy cohort
experienced a more immediate effect,
discontinuing medications within the first
month of drug initiation at higher rates
compared to the prepolicy cohort.

Health Services Use

Among CMHC attenders, the policy
cohort experienced a significant reduc-
tion in outpatient mental health visits after
discontinuing their bipolar medications. In
addition, nonattenders in the policy cohort
experienced a significant increase in emer-
gency room visits following medication dis-
continuation. No differences were found
between the policy and prepolicy cohorts
relating to non-mental health outpatient
visits or hospitalizations among CMHC

attenders or non-attenders.

Limitations

The researchers cited several limitations

to this particular study. First, continuously
enrolled Medicaid patients represent a spe-
cific subgroup, so results may not be fully
generalizable to patients not continuously
enrolled in Medicaid. Second, CMHC use
may not be as accurate in classifying disease
severity compared with medical records or
state psychiatric hospital data, which were
not available for this study. As such, some
individuals may have been misclassified
regarding their disease severity. Third, given
the available data, the researchers could not
measure changes in health services use from
facilities that do not bill Medicaid. Finally,
it is not possible to definitively rule out
rival hypotheses that changes in health care
use could be due to changes in individual
care-secking preferences or care manage-
ment programs; howevet, the use of a pre/
post with comparison group difference-in-
differences design greatly helps to minimize
this potential bias.

Discussion and Policy
Implications

In their eatlier work, Tu, Soumerai, and
colleagues demonstrated the potential
unintended consequences of prior autho-
rization for bipolar disorder medications,
particularly given its interference with
medication adherence. These findings also
suggested that although PA accrued small
savings to pharmacies, these savings likely

resulted from medication discontinuation,
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which can yield higher medical care costs
due to subsequent complications and/or
the need for more complex care. The most
recent study expands upon these results
and considers the differential effect of

PA on newly treated bipolar patients with
varying degrees of disease severity. CMHC
nonattenders, or those with less severe
bipolar disorder, experienced an immediate
disruption in their medication adherence as
well as elevated emergency room visits as a
result of the PA policy. This suggests that
PA and its associated medication discontin-
uation may have exacerbated nonattenders’
bipolar symptoms or steered patients to
these care settings to manage medication
access issues. Attenders, or those with
more severe bipolar disorder, remained
adherent during the first month after drug
initiation, though ultimately ended the
study period with higher levels of discon-
tinuation in the policy cohort compared to
the prepolicy cohort. Attenders’ medication
discontinuation was also associated with
reduced outpatient mental health visits,
possibly reflecting overall lower compliance
with care due to additional administrative

batriers introduced by the PA policy.

These findings suggest that the PA policy
in the Maine Medicaid program introduced
a barrier to medication availability that ulti-
mately led to greater discontinuation and a
potentially harmful change to health care
secking behavior in all bipolar patients (i.e.,

greater emergency care use and a decline in
routine outpatient mental health visits).

As such, it appears that PA polices may
not be an appropriate cost-control measure
in vulnerable populations like low-income
individuals with serious mental illness.
Ongoing drug therapy is critical in the
management of bipolar disorder and in
symptom control. The researchers’ find-
ings suggest that PA can exacerbate bipolar
disorder, leading to medication discontinu-
ation, interruptions in care quality, reduc-
tions in necessary outpatient mental health
visits in patients with more severe bipolar
disorder, and increased care-secking behav-
iors at urgent care settings among those
patients with less severe bipolar disorder.
Given the evidence that PA does not lead
to increased switching to lower cost sub-
stitutes for mental health disorders, these
results suggest that PA as a cost-control
strategy is unlikely to reduce health care
costs when used in a vulnerable popula-
tion. It may, in fact, contribute to increases
in costs associated with more complex
health care use that results from medica-

tion discontinuation.

Conclusion

Prior authorization polices may threaten
the quality of care received by bipolar
patients by introducing additional bartiers
to medication access and care consistency.

The work by Lu, Soumerai, and colleagues

demonstrates that such policies lead to
medication discontinuation and medi-
cal care disruption, potentially nullifying
any cost-savings from PA when used for
Medicaid patients with bipolar disorder.

For More Information

For more information, contact Christine Y.
Lu, Ph.D., at christine_lu@harvardpilgrim.
org, or Stephen B. Soumerai, Sc.D.,

at stephen_soumerai@hms.harvard.edu
(principal investigator).
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