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ABSTRACT

BACKGROUND: Drugs are most typically defined as specialty because they
are expensive; however, other criteria used to define a drug as specialty
include biologic drugs, the need to inject or infuse the drug, the require-
ment for special handling, or drug availability only via a limited distribution
network. Specialty drugs play an increasingly important role in the treat-
ment of chronic conditions such as multiple sclerosis (MS), rheumatoid
arthritis (RA), psoriasis, and inflammatory bowel disease (IBD), yet little is
known regarding the comprehensive medical and pharmacy benefit utiliza-
tion and cost trends for these conditions.

OBJECTIVE: To describe MS, RA, psoriasis, and IBD trends for condition prev-
alence, treatment with specialty drugs, specialty costs, nonspecialty costs,
and total direct costs of care within the medical and pharmacy benefits.

METHODS: This was a descriptive analysis of a commercially insured
population made up of 1 million members, using integrated medical and
pharmacy administrative claims data from 2008 to 2010. Analyses were
limited to continuously enrolled commercially insured individuals less than
65 years of age. Condition-specific cohorts for MS, RA, psoriasis, and IBD
were defined using standardized criteria. Trends in condition prevalence,
specialty drug use for the conditions, and direct total cost of care were
analyzed. The direct costs were subcategorized into the following: medical
benefit specialty drug costs, medical benefit all other costs, pharmacy ben-
efit specialty drug costs, and pharmacy benefit all other costs. Trends and
compound annual growth rates were calculated for the total cost of care
and subcategory costs from 2008 through 2010.

RESULTS: Condition prevalence ranged from a low of 1,720 per million
members for MS to a high of 4,489 per million members for RA. Psoriasis
and MS condition prevalence rates were unchanged over the 3 years;
however, IBD prevalence increased 7.0%, and RA prevalence increased
9.7%. The rate of specialty drug use was lowest for IBD (13.7%) and high-
est for MS (71.8%). The lowest total annual cost of care was for psoriasis
($14,815), and the highest total annual cost was for MS ($36,901). The
most commonly used specialty drugs for each of the conditions were as
follows: glatiramer (MS), etanercept (RA and psoriasis), and infliximab
(IBD). The total annual costs were more than double for the specialty drug
users for psoriasis compared with all the psoriasis members ($29,565 vs.
$14,815). The total costs were only somewhat higher among MS members
using specialty drugs ($41,760 vs. $36,901). Among specialty drug users
for each of the cohorts, the annual costs of specialty drugs accounted for
50% or more of the total annual costs. The annual spending growth rate for
specialty drugs ranged from 4.4% to 18.0%.

CONCLUSIONS: Although specialty drug utilization varied widely across

the 4 chronic conditions analyzed, when specialty drugs were used they
accounted for the majority of the annual total direct cost of care. Because
specialty drugs are accounting for a growing portion of chronic disease
total cost of care, health insurers will need to become more vigilant regard-
ing specialty drug use and focus on 4 cost saving management opportuni-
ties: drug distribution channel, utilization management, contracting activi-
ties, and care coordination.

J Manag Care Pharm. 2013;19(7):542-48
Copyright © 2013, Academy of Managed Care Pharmacy. All rights reserved.

542 Journal of Managed Care Pharmacy JMCP September 2013  Vol. 19, No. 7

What is already known about this subject

¢ In 2011, among U.S. privately insured individuals under aged 65
years, spending on specialty drugs accounted for 25% of the total
spending for prescription drugs processed via the medical and
pharmacy benefits and are forecasted to be 50% in 2018.

Within the pharmacy benefit, specialty drugs account for 1% of

all prescriptions but for 17% of the total spending. Specialty drug
expenditures increased by 20.1% from 2010 to 2011.
Specialty drugs play an increasingly important role in the treatment

of such chronic conditions as multiple sclerosis (MS), rheumatoid
arthritis (RA), psoriasis, and inflammatory bowel disease (IBD).
Specialty drugs typically include biological products, are often
administered as injections or infusions, sometimes require spe-
cial handling and administration, and are substantially more
expensive than the traditional small molecule drugs.

What this study adds

* As specialty drugs can be billed via both the medical and phar-
macy benefits, integration of medical and pharmacy benefit
claims data are required to obtain a comprehensive understand-
ing of condition costs and specialty drug costs.

* In 2010, among persons treated with a specialty drug, the annual

specialty drug costs were more than 50% of direct total cost of care.

o MS specialty drug costs $28,152 (67.4%) of $41,760 per person
per year (PPPY) total direct costs

o RA specialty drug costs $18,098 (53.0%) of $34,163 PPPY total
direct costs

o IBD specialty drug costs $21,428 (50.3%) of $42,642 PPPY total
direct costs

o Psoriasis specialty drug costs $19,612 (66.3%) of $29,565 PPPY
total direct costs

The growth rate in expenditures for these conditions was 5.7%

to 11.4%, which is much higher than the 4.3% national health

consumption expenditure growth rate over the same time period.

The specialty drug expenditure growth of 4.4% to 18.0% exceeded
the national health consumption expenditure growth rate.

These study findings, coupled with the forecast that specialty
drugs will account for 50% of drug expenditures in the next 5
years, will necessitate health care payers to manage specialty
drug costs and optimize value through drug management pro-
grams and policies. Specialty management programs and policies
include drug distribution channels, utilization management,
contracting activities, and care coordination.
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designate drugs as “specialty”; rather, the designation

is internally defined within a health plan or pharmacy
benefit manager (PBM) and, as such, can vary significantly.
Although the definition of “specialty” will vary among health
plans and PBMs, typically it is associated with a dollar amount
cutoff and may include biologic drugs, drugs injected or
infused, drugs requiring special handling, or drugs that are
available only via a limited distribution network.! In addi-
tion, specialty drugs may be defined by the condition they are
used to treat; for example, human immunodeficiency virus or
growth hormone deficiencies. Specialty drugs have provided
new treatment options for many chronic conditions, although
they have historically been used as treatments for cancer as
well as rare genetic conditions (e.g., Gaucher’s disease). More
recently, they have become the standard of care for common
chronic diseases such as multiple sclerosis (MS) and rheuma-
toid arthritis (RA).!

In 2011, among U.S. privately insured individuals under 65
years of age, spending on specialty drugs accounted for 25%
of the total spending for prescription drugs processed via the
medical and pharmacy benefit and are forecasted to be 50%
in 2018.%% Specialty drugs processed via the medical benefit
account for half of all specialty drug spending.? Among 7 mil-
lion privately insured working age individuals, specialty drugs
within the pharmacy benefit accounted for only 1% of the pre-
scriptions but accounted for 17% of total spending; specialty
drug spending increased by 20.1% from 2010 to 2011.* As a
result of these costs, employers have instituted mechanisms
such as prior authorization, drug supply restrictions, and lim-
ited distribution arrangements for managing spending for these
agents.”” Since spending on specialty drugs continues to rise
faster than that of traditional therapies,’ payers and policymak-
ers must better understand the costs and clinical benefits of
these drugs.

Relatively little is known about the utilization of and spend-
ing on specialty drugs to manage conditions such as MS, RA,
inflammatory bowel disease (IBD), and psoriasis, particularly
in the context of individuals’ total health care costs. One rea-
son for this knowledge gap is that the use of specialty drugs
and the attribution of member spending across pharmacy and
medical benefits is challenging. Access to integrated medical
and pharmacy claims data is required in order to determine
a member’s specialty drug use and spending across both ben-
efits. For example, some specialty drugs are captured through
pharmacy benefit claims, while many more, predominantly
those administered through infusions in clinics, are captured
through medical benefit claims; data regarding medical and
pharmacy benefits are often housed separately and utilize dis-
tinct drug coding systems.

The U.S. Food and Drug Administration (FDA) does not
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We evaluated the specialty drug use and costs for 4 chronic
conditions in which specialty drug costs have been increasing:
MS, RA, IBD, and psoriasis.>* These 4 chronic conditions were
selected because specialty drugs used to treat these conditions
represent the top expenditure specialty drug through the medi-
cal benefit (i.e., infliximab) and the top 4 expenditure spe-
cialty drugs through the pharmacy benefit (i.e., adalimumab,
etanercept, interferon beta-1a, and glatiramer).* In addition to
specialty drug use and costs, we were also interested in how
these costs compared with costs for nonspecialty drugs and
total health care costs, as well as the cost growth from 2008
through 2010.

Il Methods

Data

We used medical and pharmacy administrative claims data
from a Midwest Blue Cross Blue Shield plan to assess preva-
lence and trends for the selected specialty conditions, costs,
and specialty drug use. For study inclusion, we required indi-
viduals to have been commercially insured in a managed care
plan, continuously enrolled during a given year of analysis,
and less than or equal to age 64 during the entire time frame
of the study period. We excluded members greater than age
64 because of the potential for incomplete data capture among
Medicare beneficiaries. The analysis dataset included all medi-
cal and pharmacy claims with total paid amounts, defined as a
total of plan paid, member paid, and any third-party payment,
such as supplemental insurance.

Subjects

We identified 4 separate study cohorts, 1 for each condition of
interest, using prespecified criteria. To be included in a condi-
tion cohort, we required members to have 1 of the following: (a)
2 separate medical claims with the International Classification of
Disease, Ninth Revision, Clinical Modification (ICD-9-CM) diag-
nosis code of interest in any of 5 diagnosis code fields available
on the medical claim, (b) 1 medical claim with an ICD-9-CM
diagnosis code of interest in any of 5 diagnosis code fields
and 1 drug claim used to treat the condition from the medical
or pharmacy benefit, or (¢) 2 separate drug claims from the
pharmacy or medical benefit for drugs to treat the condition.
Criteria “c,” defined as drug presence indicates presence of the
condition, was used when the drug had an indication for only
1 of the 4 conditions. Appendix A (available in online article)
contains the drug list used to identify a plan member as having
each condition and an indicator as to whether presence of the
drug alone could qualify as having specialty drug treatment
(.e., drug presence indicates presence of the condition). We
used the following ICD-9-CM diagnosis codes to define an
individual as having a specialty condition: 340.xx for MS; 714.
xx or 720.0x for RA; 555.xx or 556.xx for IBD; and 696.0x,
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Characteristics of Plan Members by Chronic Condition Cohort During 2010

Multiple Sclerosis Rheumatoid Arthritis Inflammatory Bowel Psoriasis

(n=1,685) (n=4,398) Disease (n=4,377) (n=3,480)
Female, % 73.4 71.3 52.3 49.7

Age, %

0-20 years 0.6 4.5 7.8 12.1
21-40 years 27.3 15.5 29.0 23.9
41-50 years 32.3 25.2 26.0 25.0
51-64 years 39.8 54.8 37.2 39.0
Treated with any drug for the condition,2 % 71.8 86.8 81.6 94.1

aSee Appendix A (available in online article) for list of drugs indicating that the condition was treated with a drug (specialty or nonspecialty).

696.1x, or 696.8x for psoriasis. For each year of the analysis,
we required plan members to re-qualify as having the specialty
condition to be included. Members could contribute to more
than 1 condition during any given year of analysis.

Information About Specialty Drug

Utilization and Expenditures

We collected the medical and pharmacy claims for individu-
als identified as having 1 of the chronic conditions during the
calendar year. We divided each member’s annual total costs of
care into 4 mutually exclusive cost categories: medical benefit
costs for specialty drugs used to treat the condition (Medical
Specialty), all other medical benefit costs (Medical All Other),
pharmacy benefit costs for specialty drugs used to treat the
condition (Pharmacy Specialty), and all other pharmacy benefit
costs (Pharmacy All Other). Appendix A (available in online
article) depicts the drugs defined as specialty therapies for each
condition of interest; we defined specialty drugs as those with
a total paid of $1,000 or more per month. Utilization of each
specialty drug chemical entity was quantified at the member
level and defined as the presence of at least 1 claim during the
analysis year.

Analysis

We performed a univariate analysis to describe the study
cohorts. Once plan members were placed into their respective
condition cohorts, we evaluated members’ total health care
costs in terms of the individual members’ average per person
per year (PPPY) costs. The PPPY was calculated by summing
the costs for all members with the condition and dividing by
the number of members with the condition. In addition, we
calculated the per member per year (PMPY) costs for the con-
dition by taking the same sum costs for all members with the
condition; however, the denominator was the entire health plan
enrollment. Over the 3 analysis years (2008 through 2010),
we trended by condition: prevalence, prevalence of specialty
drug use among members, per person total cost (i.e., PPPY)
and cost for each of the 4 mutually exclusive cost categories,
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and per person total cost among members (i.e., PMPY) utilizing
specialty drugs for a given condition. Lastly, we calculated the
3-year compound annual growth rate.®

Il Results

Subjects

In 2010, there were a total of 1,685, 4,398, 4,377, and 3,480
individuals identified in the MS, RA, IBD, and psoriasis
cohorts, respectively (Table 1 and Appendix B [available in
online article]). The cohort sizes were similar in 2008 and
2009. More than 70% of the cohort was female for MS and RA,
while approximately 50% were female for the IBD and psoriasis
cohorts. In 2010, the percentage of members treated with any
drug (specialty or nonspecialty) was high across the 4 condi-
tions, ranging from 71.8% for MS to 94.1% for psoriasis.

Prevalence of Conditions and Specialty Drug Use

Among the conditions of interest, the prevalence ranged from
a low of 1,720 per million members for MS to a high of 4,489
per million members with RA (Table 2a). The rates of specialty
drug utilization varied substantially across the 4 conditions.
The rate of specialty drug use was lowest for IBD (13.7%), fol-
lowed by psoriasis (24.3%), RA (35.4%), and highest for MS
(71.8%) in 2010. Over the 3 years, the proportion of members
with an MS condition utilizing a specialty drug increased from
70.8% to 71.8%, and for RA specialty drug utilization, the pro-
portion of members increased from 34.6% to 35.4% (Appendix
B, available in online article). The proportion of members with
a psoriasis condition and specialty drug utilization increased
over the 3 years from 20.3% to 24.3%, while specialty drug uti-
lization among the IBD cohort increased from 10.8% to 13.7%.

Costs of Specialty Drugs and Total Health Care

In 2010, the average PPPY total health care cost for individuals
across the 4 conditions varied by a factor of almost 2.5 times
(Table 2a). The lowest total annual health care cost was for
psoriasis ($14,815) and highest for MS ($36,901). Across the
entire population enrolled in 2010 (n=979,735), the PMPY
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Prevalence, Treatment, Rates, and Costs by Chronic
Condition Cohort Among All Members During 2010

Annual PPPY Condition PMPY Specialty Drug

Diagnosed Treated with ~ |Average PPPY Total| Growth in Cost of Total Health PMPY Total

per Million Specialty Drug? | Health Care CostP | Care 2008-2010¢ Care Costd Health Care Cost®

Members (%) ©)] (%) $) (%)
Multiple sclerosis 1,720 71.8 36,901 114 63.46 34.74
Rheumatoid arthritis 4489 354 19,830 8.0 103.82 28.74
Inflammatory bowel disease 4468 13.7 22,070 5.7 08.60 13.09
Psoriasis 3,552 243 14,815 75 52.62 16.91

aSpecialty drugs are defined in Appendix A (available in online article).

bPPPY = per person per year; costs reflected the total allowed amount defined as the sum of member paid, plan paid, and coordination of benefits paid to the provider.

cGrowth derived using the compound annual growth rate.

dPMPY = per member per year; condition attributable costs as described in the Methods section of this article.

eSpecialty drug costs included medical and pharmacy spending.

Prevalence, Treatment, Rates, and Costs by Chronic
Condition Among Specialty Drug Users During 2010

Average PPPY Average PPPY Specialty Drug Cost Annual Growth in
Total Health Care Cost? Specialty Drug CostP as Percent of Total Specialty Drug Cost
(€)) (€)) Cost of Care (%) PPPY 2008-2010¢ (%)
Multiple sclerosis (n=1,209) 41,760 28,152 674 18.0
Rheumatoid arthritis (n=1,556) 34,163 18,098 53.0 5.6
Inflammatory bowel disease (n=598) 42,642 21438 50.3 8.5
Psoriasis (n=845) 29,565 19,612 66.3 4.4

aPPPY = per person per year; costs reflected the total allowed amount defined as the sum of member paid, plan paid, and coordination of benefits paid to the provider.

bSpecialty drugs are defined in Appendix A (available in online article).
cGrowth derived using the compound annual growth rate.

costs were highest for RA ($103.82) and lowest for psoriasis
($52.62). However, the PMPY costs for specialty drugs across
the entire population were highest for MS ($34.74) and lowest
for IBD ($13.09). The most commonly used specialty drugs for
each of the conditions were glatiramer (MS), etanercept (RA
and psoriasis), and infliximab (IBD).

Among specialty drug users for each of the cohorts, the
annual costs of specialty drugs accounted for 50% or more
of the total annual direct cost of care (Table 2b). For psoriasis
patients, costs were more than double among specialty drug
users compared with all the psoriasis members ($29,565 vs.
$14,815). By contrast, the total costs were only somewhat
higher among MS members using specialty drugs ($41,760 vs.
$36,901). In addition, the annual spending growth for specialty
drug costs ranged from 4.4% for psoriasis up to 18.0% for MS
between 2008 and 2010.

Proportion and Spending Growth by Category

Figure 1 shows the proportion of spending by each of the 4
mutually exclusive cost categories for each condition from
2008 through 2010. For MS, specialty drugs accounted for
48.1% of annual spending in 2008. This increased to almost

54.7% of total spending in 2010. For RA, the proportion of total
health care spending on specialty drugs stayed stable (28.3%
in 2008 and 27.7% in 2010). For IBD, the proportion of total
health care spending on specialty drugs increased from 9.9%
in 2008 to 13.3% in 2010. The proportion of spending on
specialty drugs for psoriasis increased from 28.5% in 2008 to
32.1% in 2010. As shown in Table 2a, the annual growth rate
for total annual health care costs from 2008 to 2010 ranged
from 5.7% (IBD) to 11.4% (MS).

Hl Discussion

In this study of commercially insured members from a mid-
western state, we examined trends in condition prevalence,
treatment, and spending for specialty drugs among those with
MS, RA, IBD, or psoriasis. There was a gradual increase in use
of specialty drugs for the management of these chronic condi-
tions between 2008 and 2010. In addition, specialty therapies
accounted for an increasing share of all health care costs for the
conditions examined. These findings are important given the
magnitude of spending on specialty therapies that was docu-
mented and the increasing pressure on insurers to optimize the
value that these therapies can provide.

www.amcp.org  Vol. 19, No. 7 September 2013 JMCP Journal of Managed Care Pharmacy 545



Health Plan Utilization and Costs of Specialty Drugs Within 4 Chronic Conditions

Annual Average Cost of Care Trends from 2008-2010 for Patients® with Multiple
Sclerosis, Rheumatoid Arthritis, Inflammatory Bowel Disease, and Psoriasis

Annual Average Cost of Care for Multiple Sclerosis Patients
$36,901
2,583

$29,751

Specialty

20,200 $19,130
(54.7%) o

Specialty
17,6721 $16,986

Specialty $
(52.5%)

14,311
(48.1%)

$13,745

2008 (n=1,742) 2009 (n=1,712) 2010 (n=1,685)

Pharmacy MS Specialty B Medical MS Specialty
M Medical, All Other Pharmacy, All Other

Annual Average Cost of Care for Inflammatory Bowel Disease Patients

$22,070

19,767 $20,755
e

$

Pharmacy IBD Specialty M Medical IBD Specialty
M Medical, All Other Pharmacy, All Other

Annual Average Cost of Care for Rheumatoid Arthritis Patients

$19,830
Specialty Specialty
$5,612 N $5,824 $6,403
(28.3%) | $3.877  (26.4%) (27.7%)

2008 (n=4,251) 2009 (n=4,304) 2010 (n=4,398)

Pharmacy RA Specialty M Medical RA Specialty
M Medical, All Other Pharmacy, All Other

Annual Average Cost of Care for Psoriasis Patients

$12,813 $14.815
2

Specialty
$3,651
(28.5%)

Specialty

$4,24 3498

(29.1%) ' $3,746
2009 (n=3,598)

$3.138
2008 (n=3,649)

2010 (n=3,480)

Pharmacy Psoriasis Specialty M Medical Psoriasis Specialty
M Medical, All Other Pharmacy, All Other

aCommercially insured members continually enrolled during analysis year.

The importance of the chronic conditions studied is exem-
plified in the finding that fewer than 1.5% of enrollees in the
health plan we examined had 1 of the 4 conditions of interest,
but they accounted for 7.2% of the entire plan membership
health care expenditures. In addition, the growth rate in expen-
ditures for the conditions was 5.7% to 11.4%, which is 32.6%
to 165.1% higher than the 4.3% national health consumption
expenditure growth rate over the same time period.” The spe-
cialty drug expenditure growth of 4.4% to 18.0% also exceeded
the national health consumption expenditure growth rate.

Although we did not find any change in the psoriasis or MS
condition prevalence rates, over the 3 years we found increased
prevalence of IBD (7.0%) and RA (9.7%). Our findings demon-
strated that specialty drug utilization increased almost 30%
over 3 years for members with IBD; however, utilization of
specialty drugs to treat RA remained relatively stable. Increased
use of specialty drugs may not be associated with changes in
disease prevalence, and specialty drug use trends appear to be
condition specific. In addition, new specialty drugs for these
conditions continue to be approved by the FDA. For example,
tofacitinib (Xeljanz) was recently approved by the FDA for treat-

ment of moderate to severe RA and is expected to cost approxi-
mately $25,000 per year of treatment.'® This will require both
payers and providers to determine the comparative effectiveness
of the new agents and their appropriate place in therapy.

Both payers and employers are expecting high-cost specialty
drugs to prevent disability, which will then lead to improved
quality of life and work productivity. Unfortunately, the evi-
dence supporting long-term disability prevention is lacking
for MS specialty drugs.!'** By contrast, specialty drugs used to
treat RA and IBD conditions have clinical trial data suggesting
significantly delayed disability or disease remission; however,
the incremental benefit over traditional generic disease-modi-
fying agents such as methotrexate is not clear.!**> As insurers
develop chronic disease care management programs, a key goal
of the programs is to improve medication adherence. Increasing
specialty drug adherence for chronic conditions will increase
costs and may increase them substantially; however, this may
be of greater value than partial use due to nonadherence, which
may be less likely to translate into meaningful outcomes. We
did not find evidence to suggest that the increases in specialty
drug costs have been offset by reductions in expenditures from
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Specialty Drugs—Management

Opportunities

Benefit Design (Cost Share) & Formulary

Utilization
Management

Channel
Management

Utilization
management

Drug
dispensing

Specialty
drug
management

management

Contracting
& rebates

Coordination
of Care

Contracting
Activities

mgmt=management.

other types of health care utilization. For example, among
members treated with specialty drugs, more than half their
total cost of care was attributed to specialty drug expenditures.
The specialty drugs would need to eliminate all other medical
costs to become cost neutral, which is unforeseeable.

These study findings, coupled with the forecast that spe-
cialty drugs will account for 50% of all drug expenditures
in the next 5 years,” will necessitate that health care payers
manage specialty drug costs and optimize value through
drug management programs. As shown in Figure 2, specific
specialty management programs and policies include the fol-
lowing: (a) channel management that may result in narrowing
the specialty drug pharmacy provider network to a limited
number of dispensing pharmacies in order to obtain greater
unit cost discounts; (b) contracting and rebates that may result
in pharmaceutical manufacturer inflationary price protection
and rebate optimization via formulary preferred product(s)
steerage; (¢) implementing utilization management or medical
policy pre-authorization to prevent unsafe use or investiga-
tional use including requirements to try the preferred formu-
lary product(s) prior to the nonpreferred product(s); and (d)
coordination of care between the medical and pharmacy ben-
efit clinical care teams, for example, disease management and
specialty pharmacy care management.”'®"® The goals of these
programs include helping members understand and man-

age their conditions; providing guidance in using health care
resources judiciously; maintaining or improving adherence to
the member’s care plan, including specialty drug therapy; and
obtaining best pricing.

To obtain improved management and cost containment
for specialty drugs billed through the medical benefit, payers
may consider the following: (a) forcing billing to the pharmacy
benefit to allow for greater transparency and less erroneous
or fraudulent billing, (b) recontracting with the medical bill-
ing provider for specific drug discounts, and (¢) limiting the
provider site of care specialty drug channel delivery. Examples
of medical provider sites of care include the free-standing phy-
sician clinic (professional office) unaffiliated with a hospital,
outpatient hospital (facility) clinics, inpatient hospital (facility),
or the patient’s home. Because these sites of care are generally
associated with their own provider contracts, the specialty
drug discounts may vary widely."

Limitations

Our analysis has several limitations. First, we examined the
utilization and cost patterns of a population of privately insured
individuals from 1 health plan that was confined to 1 state.
Utilization and expenditure patterns may differ among other
populations, such as older adults and those in different regions
of the country. Second, we did not have information regarding
members’ disease severity or clinical outcomes. Further work
is needed to characterize the clinical stage at which specialty
drugs are used and their effect on clinical and patient-reported
outcomes. Finally, this was a descriptive, observational study,
rather than one to characterize predictors of specialty drug use.

Il Conclusions

The use of specialty drugs to treat chronic conditions has
increased gradually over the last few years. When specialty
drugs are used for chronic conditions such as MS, RA, psoria-
sis, and IBD, they now account for more than 50% of the total
cost of care. The agents have resulted in significant increases
in treatment costs with limited published evidence of a direct
medical cost offset. As specialty drugs fuel the rise in total cost
of care for these conditions, it will be important for policymak-
ers and payers to vigilantly analyze their medical and phar-
macy benefit specialty drug cost trends and focus management
activities on specialty drugs. These management activities
include coordinated medical and pharmacy benefit formular-
ies; specialty benefit designs; and specialty drug management
programs, which include optimizing the drug distribution
channel, utilizing management programs, contracting with
pharmaceutical manufacturers for rebates and inflationary
price protection, and coordinating care management through
the medical and pharmacy benefits to maximize the value spe-
cialty drugs can provide.
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Health Plan Utilization and Costs of Specialty Drugs Within 4 Chronic Conditions

Drugs Used in the Analysis to Identify Condition Presence, Treatment, and Specialty Classification

Generic Product
Identifier (Medi-Span)

Healthcare Common
Procedure Coding

Drug Presence
Indicates Presence of

Drugs Used to Treat Condition Beginning with System Condition Specialty Drug
Inflammatory bowel disease
certolizumab (Cimzia) 52505020 (9249, J0718 No Yes
infliximab (Remicade) 52505040 J1745 No Yes
golimumab (Simponi) 66270040 none No Yes
adalimumab (Humira) 66270015 J0135 No Yes
etanercept (Enbrel) 6629 J1438 No Yes
natalizumab (Tysabri) 624050 J2323, Q4079 No Yes
aminosalicylates (balsalazide, mesalamine, 525000 none Yes No
olsalazine, sulfasalazine)
corticotropin (Acthar gel) 303000100040 J0800 No Yes
Psoriasis
acitretin (Soriatane) 902500 none Yes No
alefacept (Amevive) 90250515 J0215 Yes Yes
ustekinumab (Stelara) 90250585 9261, J3357 Yes Yes
certolizumab (Cimzia) 52505020 (9249, J0718 No Yes
infliximab (Remicade) 52505040 J1745 No Yes
golimumab (Simponi) 66270040 none No Yes
adalimumab (Humira) 66270015 J0135 No Yes
etanercept (Enbrel) 6629 J1438 No Yes
coal tar products 9052 none Yes No
anthralin, calcipotriene. calcitriol, tazarotene 902500 none Yes No
(other topicals for psoriasis)
corticotropin (Acthar gel) 303000100040 J0800 No Yes
Multiple sclerosis
glatiramer (Copaxone) 62400030 J1595, Q2010 Yes Yes
interferon beta-la (Rebif) 624030604520 (9399, Q3026 Yes Yes
interferon beta-la (Avonex) 624030604564 J1825,J1826, Q3025 Yes Yes
interferon beta-1b (Betaseron) 6240306050 J1830 Yes Yes
natalizumab (Tysabri) 624050 J2323, Q4079 Yes Yes
dalfampridine (Ampyra) 624060 none Yes Yes
fingolimod (Gilenya) 624070 none Yes Yes
mitoxantrone (Novantrone) 21200055 J9293 Yes No
corticotropin (Acthar gel) 303000100040 J0800 No Yes
Rheumatoid arthritis
rituximab (Rituxan) 21353060 Jo310 No Yes
certolizumab (Cimzia) 52505020 (9249, J0718 No Yes
infliximab (Remicade) 52505040 J1745 No Yes
anakinra (Kineret) 6626 none Yes Yes
adalimumab (Humira) 66270015 JO135 No Yes
golimumab (Simponi) 66270040 none No Yes
leflunomide (Arava) 6628 none Yes No
etanercept (Enbrel) 6629 J1438 No Yes
abatacept (Orencia) 6640 9230, J0129 Yes Yes
tocilizumab (Actemra) 6650 (9264, J3262 Yes Yes
auranofin, aurothioglucose, gold sodium thiomalate 6620 J1600, X6262, X6264 Yes No
(gold salts)
corticotropin (Acthar gel) 303000100040 J0800 No Yes
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Health Plan Utilization and Costs of Specialty Drugs Within 4 Chronic Conditions

Flowchart of Member Identification, Condition Prevalence,

Total Health Care Cost, and Specialty Costs

( 2.5 million members with any eligibility in 2008, 2009, or 2010 )

Y

\ 4

\4

999,048 members less than aged 65

1,038,638 members less than aged 65 979,735 members less than aged 65
years continously enrolled in all of 2008 years continously enrolled in all of 2009 years continously enrolled in all of 2010

4 1,677 per 1,000,000 with a diagnosis of N
Multiple Sclerosis
70.8% of members with a specialty drug
claim (pharmacy or medical benefit)
Average annual total cost of care $29,751
KSpeciaIty specific costs $14,311 (48.1%) Y.

4 1,714 per 1,000,000 with a diagnosis of N
Multiple Sclerosis
71.2% of members with a specialty drug
claim (pharmacy or medical benefit)
Average annual total cost of care $33,645
KSpeciaIty specific costs $17,672 (52.5%) Y.

4 1,720 per 1,000,000 with a diagnosis of N
Multiple Sclerosis
71.8% of members with a specialty drug
claim (pharmacy or medical benefit)
Average annual total cost of care $36,901
KSpeciaIty specific costs $20,200 (54.7%) Y.

4 4,093 per 1,000,000 with a diagnosis of N
Rheumatiod Arthritis
34.6% of members with a specialty drug
claim (pharmacy or medical benefit)
Average annual total cost of care $19,830
\_ Specialty specific costs $5,612 (28.3%) Y.

4 4,308 per 1,000,000 with a diagnosis of N
Rheumatiod Arthritis
34.2% of members with a specialty drug
claim (pharmacy or medical benefit)

Average annual total cost of care $22,021
\_ Specialty specific costs $5,824 (26.4%) Y.

4 4,489 per 1,000,000 with a diagnosis of N
Rheumatiod Arthritis
35.4% of members with a specialty drug
claim (pharmacy or medical benefit)

Average annual total cost of care $23,128
\_ Specialty specific costs $6,403 (27.7%) Y.

3,513 per 1,000,000 with a diagnosis of )
Psoriasis
20.3% of members with a specialty drug
claim (pharmacy or medical benefit)
Average annual total cost of care $12,813
Specialty specific costs $3,651 (28.5%) Y.

3,601 per 1,000,000 with a diagnosis of )
Psoriasis
23.1% of members with a specialty drug
claim (pharmacy or medical benefit)
Average annual total cost of care $14,605
Specialty specific costs $4,244 (29.1%) Y.

3,552 per 1,000,000 with a diagnosis of )
Psoriasis
24.3% of members with a specialty drug
claim (pharmacy or medical benefit)
Average annual total cost of care $14,815
Specialty specific costs $4,762 (32.1%) Y.

4,213 per 1,000,000 with a diagnosis of \
Inflammatory Bowel Disease
10.8% of members with a specialty drug
claim (pharmacy or medical benefit)
Average annual total cost of care $19,767

Specialty specific costs $1,962 (9.9%) Y.

4,409 per 1,000,000 with a diagnosis of \
Inflammatory Bowel Disease
12.1% of members with a specialty drug
claim (pharmacy or medical benefit)
Average annual total cost of care $20,755

Specialty specific costs $2,481 (12.0%) Y.

4,468 per 1,000,000 with a diagnosis of \
Inflammatory Bowel Disease
13.7% of members with a specialty drug
claim (pharmacy or medical benefit)
Average annual total cost of care $22,070
Specialty specific costs $2,929 (13.3%) Y.
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