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Objective: To examine drug coverage
and patient costs for 6 atypical antipsychotics
(olanzapine, quetiapine, ziprasidone, aripiprazole,
clozapine, and risperidone) in Medicare Part D
formularies using health plan data from the state
of Washington.

Method: Fiscal year 2007 coverage and cost-
sharing characteristics for 57 prescription drug
plans (PDPs) and 43 Medicare advantage pre-
scription drug plans (MAPDs) were collected
from the Centers for Medicare and Medicaid Ser-
vices. Plans were compared in terms of formulary
restrictions, out-of-pocket costs, and premium
charges. Medicare released plan information for
fiscal year 2007 in October 2006. Data were col-
lected for this study in February 2007.

Results: Almost al plans covered the 6 atypi-
cal antipsychotics. The PDPs were more likely to
restrict coverage than the MAPDs. Prior authori-
zation requirements were enforced in 5% to 21%
of plans, depending on plan type and medication.
Monthly drug plan premiums were higher for
PDPs than MAPDs, but the MAPDs had concur-
rent monthly health premiums. About 80% of
MAPDs and 60% of PDPs aso had no annual
deductible for medications. The patient out-of-
pocket cost for atypical antipsychotics varied
depending on the stage of coverage—median
monthly drug costs ranged from $5 to $50 during
theinitial period, but if costs exceeded the annual
cap, patients were responsible for the full cost of
the drug, which ranged from $292 to $665. Pa-
tients with low incomes and those who exceeded
the annual spending limit ($3850 in fiscal year
2007) had a median monthly cost of $17 to $33.

Conclusion: Thereis considerable variation
across health plans in terms of patients' out-of-
pocket drug costs. Given the significant needs
and vulnerabilities of Medicare beneficiaries with
mental illness, changes for atypical antipsychotic
coverage should be monitored carefully, and the
complexity of Medicare drug plans should be
minimized.
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A typical antipsychotic drugs often provide en-
hanced treatment outcomes with a lower side ef-

fect burden than the older (typical) antipsychotics,*? but
they are also more expensive.?® The therapeutic response
to atypical antipsychotics may differ from patient to pa-
tient, so psychiatrists and their patients may have to test
multiple drugs and dosage levels to attain the desired
clinical outcome, with continuity of the medication regi-
men the expressed goal .>° Coverage of atypical antipsy-
choticsis often restricted by health plan formulariesin an
effort to contain costs.*? Such restrictions may yield a
false economy, as use of atypical antipsychoticsis corre-
lated with enhanced concordance and lower hospitaliza-
tion rates.**

Nevertheless, controversy exists asto the overall utility
of atypical antipsychotics. In the Clinical Antipsychotic
Trials of Intervention Effectiveness,™® 74% of patientsdis-
continued pharmacotherapy within 18 months due to ad-
verse effects such as weight gain, metabolic problems, or
extrapyramidal effects. Olanzapine was shown to have the
lowest discontinuation rate, yet was associated with
greater weight gain and metabolic effects.’® The Cost Util-
ity of the Latest Antipsychotic Drugs in Schizophrenia
Study (CUtLASS1) documented that within 1 year, no
significant difference was discerned in terms of quality of
lifefor patientsinitiating pharmacotherapy with a second-
generation antipsychotic (other than clozapine) relative to
a first-generation agent.™ In a follow-up to CUtLASSL,
clozapine was shown to have greater efficacy than first-
generation agents.> However, clozapine was not shown
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to have greater efficacy than other second-generation
antipsychotics.*?

Concerns regarding medication coverage restrictions
for people with chronic illness such as schizophrenia fig-
ured prominently in the debate leading up to passage and
implementation of the Medicare prescription drug benefit
(Medicare Part D).*® In order to ensure prescription medi-
cation accessibility, the Centers for Medicare and Medic-
aid Services (CMYS) established special formulary guide-
lines requiring Medicare prescription drug plans to cover
“al or substantially all” antipsychotic and antidepressant
medi cations.***°

Under Medicare Part D, beneficiaries can enroll in ei-
ther a prescription drug plan (PDP) or a managed health
care plan, known as a Medicare advantage prescription
drug plan (MAPD).!** Although the Medicare Mod-
ernization Act has established a standard prescription
benefit, Part D prescription drug plans are permitted to de-
termine their own cost-sharing characteristics and use
pharmacy management tools, such asfail-first/step therapy
and prior authorization, to control their costs.!6%2

To contain program costs and encourage appropriate
use, the majority of Medicare drug plans have formularies
with 3 tiers of coverage: generic, preferred brand, and
nonpreferred brand, with higher co-payments and/or
coinsurance for nongeneric and nonpreferred medica-
tions.8161921-23 | n gddition, plans tend to negotiate a more
favorable price for 1 or more therapeutically equivalent
medicationsin adrug group and will structure patient fees
accordingly.?* However, unlike most other therapeutic cat-
egories, it is often difficult to substitute psychiatric medi-
cations and may even be dangerous. Changing psychiatric
medications (even within drug categories) may cause ad-
verse side effects and lower concordance with prescribed
regimens and thereby influence the desired treatment out-
come and a patient’s health status.>?’

The objective of this study was to assess drug coverage
restrictions and patient costs among available Medicare
drug plans in the state of Washington for the following
6 atypical antipsychotics: aripiprazole, clozapine, risperi-
done, ziprasidone, quetiapine, and olanzapine.

METHOD

The study included all approved Medicare Part D plans
in the State of Washington available during fiscal year
2007. Medicare released plan information for fiscal year
2007 in October 2006. Data from all plans were collected
in February 2007. Using information from the CMS Web
site (http://www.cms.hhs.gov/), 57 PDPs and 43 MAPDs
were identified. Because MAPDs may serve local and re-
gional markets within the state, multiple zip codes from
different rural and urban counties were entered into the
“Compare Medicare Prescription Drug Plans’ section of
the CMS Web site.
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The CMS drug plan lists show information about esti-
mated annual cost, annual deductible, monthly drug pre-
mium, and monthly cost sharing for each drug. Under the
link of each plan’stitle, thereisinformation about the type
of drug coverage (tier), coverage limitations (prior autho-
rization, quantity limits, step therapy), and monthly drug
costs at preferred network pharmacies (the full cost of the
drug, theinitial coverage level, the gap coverage, the cata-
strophic coverage, and the amount to be paid before the
annual deductible is met).

On the basis of consultation with clinical providers
and information from the Drug Facts and Comparison
manual, % the following daily dosages were deemed typi-
cal and chosen for the plan comparisons: aripiprazole (20
mg), clozapine (600 mg), risperidone (4 mg), ziprasidone
(160 mg), quetiapine (600 mg), and olanzapine (20 mg).

RESULTS

In 2007, amost all Medicare drug plans covered al 6
atypical antipsychotics (11 plans did not cover clozapine).
Three-level coverage tiers with progressively higher co-
pay rates were employed by 93% of PDPs and 91% of
MAPDs, with the remainder opting for 2-level (generic/
nongeneric) coverage tiers. Clozapine, the 1 medication
with a generic equivalent, was placed on the first tier by
53% of PDPs and 69% of MAPDs (Table 1%).

Coverage levels varied by type of drug and type of
plan. In general, MAPDs were more likely than PDPs to
label 1 or more atypical antipsychotics as nonpreferred,
with higher co-payments. Among 3 types of coverage
restrictions, quantity limits were the most common re-
striction used. The PDPs were more likely to use quantity
[imitsthan MAPDs but were lesslikely to use prior autho-
rization. Step therapy requirements were rare in both
types of plans.

Table 2 shows the plan fee structures among PDPs and
MAPDs. The PDPs tended to have higher monthly drug
premiums—only 41% of PDPs as compared with 79% of
MAPDs had premiums of $30 or less. This comparison,
however, is somewhat misleading, as many MAPDs have
monthly health insurance premiums in addition to the
drug premium. Most plans waived or discounted the an-
nual drug deductible (set by CMS at a maximum of $265
in fiscal year 2007).

Table 3 shows that consumer drug costs vary by drug,
type of plan, and, most dramatically, stage of coverage.
According to CM S plan guidelines, 75% of drug costs are
covered after the annual deductibleis met. In fact, Table 3
documents that most plans cover greater than 75% of drug
costs, presumably because of flat rates for each tiered
drug (e.g., $40 per month per tier 3 nongeneric, nonpre-
ferred medication).

Once an individual reaches the annual coverage cap,
set in fiscal year 2007 at $2400, costs increase to the total
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Table 1. Coverage of Atypical Antipsychotics for Prescription Drug Plans (PDPs, N = 57) and Medicare Advantage Prescription
Drug Plans (MAPDs, N = 43) in the State of Washington for Fiscal Year 2007*

Aripiprazole Clozapine® Risperidone Ziprasidone Quetiapine Olanzapine

Coverage, N (%) PDP MAPD PDP MAPD PDP  MAPD PDP MAPD PDP  MAPD PDP MAPD
Coverage level®

Not on formulary 9(17)

Tier 1 generic 28 (53) 27 (69)

Tier 2 preferred brand 30(57) 16(41) 16(30) 12(31) 51(96) 39(100) 33(62) 16(41) 51(96) 39(100) 44 (83) 23(59)

Tier 3 nonpreferred brand 23 (43) 23 (59) 2(4) 20(38) 23(59) 2(4) 9(17) 16(41)
Coverage restrictions

Quantity limits 32(56) 15(35) 4(7) 27(47) 14(33) 28(49) 14(33) 28(49) 14(33) 31(54) 14(3)3)

Prior authorization 7(12) 9(21) 9(16) 9(21) 3(5) 2(5 7(12) 8(19)

Step therapy 3(5) 2(5 2(4) 3(5 3(5) 2(5 359 1(2

3Data from the Centers for Medicare and Medicaid Services.?®

bDaily dosage of each drug used for comparisons was aripiprazole 20 mg, clozapine 600 mg, risperidone 4 mg, ziprasidone 160 mg, quetiapine
600 mg, and olanzapine 20 mg.

CAlthough clozapine is often classified as atier 1 generic drug, it istypically not afirst-line drug because of the need to closely monitor patients for
serious side effects (i.e., agranulocytosis). Two MAPDs do not cover clozapine.

dFour PDPs and 4 MAPDs that have only 2 tiers (brand/generic) are not included in the coverage level comparisons (PDPs: N = 53, MAPDs:

N = 39).

Symbol: ... =no data.

Table 2. Premium Costs and Deductibles for Prescription DISCUSSION

Drug Plans (PDPs, N = 57) and Medicare Advantage

Prescription Drug Plans (MAPDs, N = 43) in the State of This study shows that there is substantial variation in

s B a,b,c,d
Washington for Fiscal Year 2007 drug coverage, formulary design, and cost-sharing struc-

Varisble, N (%) _ PDP MAPD tures among different plans in the state of Washington.
Moninly drug premium, $ 24 22(51) Those variations could have a significant impact on ben-
21-30 21 (37) 12 (28) eficiaries access to medications and on their out-of-
31-40 13 (23) 6(14) pocket expenditures. Due to the volume and complexity
fls_fo 1‘71 gg ig of available Medicare drug plans, it may be difficult for
Monthly health premium, $ beneficiaries, inclusive of the elderly and disabled, to se-
<20 17 (40) lect aplan best suited to their financial and health needs.
ﬂ:‘gg B gg)z) This study has several limitations that should be noted
61-80 3(7) and addressed in future research. First, it is limited to a
81-100 9(21) single state, and other states may face different market
An?&gjodrug deductible 6(14) conditions and popul ation needs. Cross-state comparisons
None 33 (58) 35 (81) would be a useful extension of this analysis. Second, it
< Standard deductible 5(9) 1(2 provides a brief snapshot of a complex rapidly evolving

Standard deductible ($265) 19 (33) 7(16)

3Data from the Centers for Medicare and Medicaid Services.?
®Only 41% of PDPs as compared with 79% of MAPDs had premiums

health system. Ongoing longitudina studies will be re-
quired to monitor the evolution and impact of Medicare

< $30. Part D on patients' access to, use of, and outcomes with
‘In addition to the drug premium, many MAPDs have a monthly prescri ption medication

health insurance premium. . L
9Most PDPs and MAPDs waived or discounted the annual drug A series of possible market and regulatory changes

deductible ($265 in fiscal year 2007). could have adramatic impact on the number of drug plans
Symbol: ... = no data.

and the type and amount of coverage they provide. For
example, severa of the atypical antipsychotics will lose
patent protection in coming years, along with the entry

price for beneficiaries not eligible for federal low-income of several new patent-protected medications. Moreover,
subsidies. For example, a patient taking olanzapine at a the U.S. Congressis likely to challenge the current reim-
cost of $650 per month will reach this so-called “donut bursement system, which pays a significant differential
hole” in coverage some time before his or her fourth for Medicare advantage plans. Program-wide formularies
month of benefits. He or she will then be fully responsible like those employed by the U.S. Department of Veterans

for the next $3850 in drug costs. Once the patient exceeds Affairs have been touted as holding the promise of signifi-
$6250 in total drug costs (at the end of the seventh month cant cost savings but could dramatically restrict or elimi-

of benefits), he or she will become eligible for cata- nate market competition.
strophic coverage, which in turn pays for 95% of drug It is important to note that relatively high out-of-
costs. pocket costs and gaps in coverage may cause patients to
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Table 3. Consumer Costs of Atypical Antipsychotics For Prescription Drug Plans (PDPs, N = 57) and Medicare Advantage
Prescription Drug Plans (MAPDs, N = 43) in the State of Washington for Fiscal Year 2007*

Aripiprazole, $ Clozapine, $° Risperidone, $ Ziprasidone, $ Quetiapine, $ Olanzapine, $
Coverage PDP MAPD  PDP  MAPD PDP  MAPD PDP  MAPD PDP  MAPD PDP  MAPD
Initial coverage®
Mean (SD) 71(62) 50(24) 29(39) 21(15) 44(41) 33(14) 59(47) 48(16) 59(72) 37(25) 82(103) 49(34)
Median 50 40 10 5 30 29 50 40 30 29 32 40
Range 20-371 15-125 0-127 0-127 18-300 15-76 20-334 1585 18491 15124 18-657 15-164
No coverage
(full cost)®
Mean (SD) 490 (11) 494 (13) 471(30) 482(18) 299(3) 299(4) 331(10) 334(4) 485(17) 490(7) 649 (19) 650 (16)
Median 494 494 485 482 299 299 334 334 490 490 657 650
Range 452-500 448-541 401-506 408-506 292-303 295-311 298-338 329-344 413497 484-514 595665 595-657
Catastrophic
coverage'
Mean (SD)  25(1) 24(3) 23(4) 24(0) 15(1) 15(1) 17(1) 16(1) 24(2) 24(3) 33(2) 31(4)
Median 25 24 24 24 15 15 17 17 25 24 33 32
Range 23-35 10-24 0-25 24-25 15-21  10-15 15-23 10-16 21-34 10-24 3046 10-31

3Data from the Centers for Medicare and Medicaid Services.?

®Daily dosage of each drug used for comparisons was aripiprazole 20 mg, clozapine 600 mg, risperidone 4 mg, ziprasidone 160 mg, quetiapine
600 mg, and olanzapine 20 mg.

‘Nine PDPs and 2 MAPDs do not cover clozapine and are therefore omitted from this column.

dAfter the annual deductible ($265) is met, 75% of drug costs are covered.

“When a patient reaches the annual coverage cap ($2400), there is no coverage until the patient exceeds $6250 in total drug costs.

fOnce a patient spends over $6250, Medicare will cover 95% of drug costs.
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