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Abstract
Health plans guide their enrollees’ access to specialty drugs through coverage policies. We examined a set of health plan policies to determine if 
they have become more or less stringent over time. We did so by comparing the consistency of policies with Food and Drug Administration (FDA) 
label indications. We considered coverage policies for the same 187 specialty drugs issued by 17 large US commercial health plans from 2017 
through 2021. Overall, the proportion of policies that were consistent with the FDA label declined from 57.1% in 2017 to 45.1% in 2021; the 
proportion of policies that were more restrictive than the FDA label increased from 39.5% to 51.7%. The proportion of policies excluding drug 
coverage remained approximately constant (3.4% in 2017; 3.2% in 2021). Trends in coverage restrictiveness varied across plans. For 13 
plans, the proportion of policies with restrictions increased over time, while for 4 plans it declined.
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Introduction
Health plans determine access to prescription drugs with 
coverage policies that aim to achieve safe, effective, and cost- 
effective care while also recognizing budgetary limits.1 For 
specialty drugs, which are typically complex, high-cost medi-
cations, commercial health plans impose criteria that restrict 
coverage beyond the Food and Drug Administration’s 
(FDA’s) label indications approximately one-third of the 
time.2 Plans impose different types of utilization management 
tools, or coverage restrictions, with different frequencies.3–5 It 
is not clear, however, if plans’ specialty drug coverage policies 
have become more or less stringent over time. We examined 
changes in coverage policies for the same set of specialty drugs 
issued by 17 large commercial health plans from 2017 through 
2021.

Data and methods
Our data come from the Tufts Medical Center Specialty Drug 
Evidence and Coverage (SPEC) database.6 SPEC includes spe-
cialty drug coverage policies issued by 17 of the largest US 
commercial health plans (Appendix S1) representing approxi-
mately 188 million commercially covered lives (∼70% of the 
total).7 For FDA approval of a drug for multiple indications, 
SPEC represents each drug-indication pair separately. For ex-
ample, because FDA approved bortezomib for mantle cell 
lymphoma and multiple myeloma, it appears twice in SPEC. 
This analysis included 187 drugs, corresponding to 357 
drug-indication pairs (Appendix S2), for which SPEC included 
coverage information current in August in each year from 
2017 through 2021. In other words, we examined changes 

in plans’ coverage policies for the same set of drug-indication 
pairs from 2017 to 2021.

SPEC benchmarks coverage policies to each drug’s corre-
sponding FDA label indication. SPEC categorizes coverage re-
strictions (ie, requirements that go beyond a drug’s label 
indication) as follows: (1) patient subgroup restrictions, or 
clinical criteria patients must satisfy (eg, minimum symptom 
severity or duration requirements); (2) step therapy protocols, 
or requirements that patients first experience an inadequate re-
sponse to an alternative therapy before being eligible for a par-
ticular drug; (3) prescriber requirements that a particular type 
of physician prescribe the drug; and (4) any other type of re-
striction (eg, requiring a drug to be used in combination 
with another treatment).

We analyzed plan removal or addition of restrictions in their 
coverage policies for each drug-indication pair in 2 ways. 
The first tracks changes in the number of restrictions included 
in a particular drug-indication pair coverage policy. We con-
sider a plan’s coverage policy to include no restrictions if it 
covers the drug-indication pair for all individuals satisfying 
FDA’s indication. Otherwise, the number of restrictions 
depends on how many requirements it imposes beyond criteria 
in FDA’s indication. For example, a plan’s policy for a 
drug-indication pair that imposes both a subgroup restriction 
and a step therapy protocol beyond the FDA label has 2 re-
strictions. We stratify findings by drug orphan designation, 
International Classification of Diseases, Tenth Revision– 
Clinical Modification (ICD-10-CM), diagnostic category, on-
cology indication, pediatric indication (eg, pediatric Crohn’s 
disease), and FDA-expedited review program inclusion (ie, 
priority review, fast-track designation, accelerated approval, 
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or breakthrough therapy).8 Appendix S3 summarizes the in-
cluded drug-indication pairs. The second analysis reports 
changes in the proportion of drug-indication pair coverage 
policies in which plans include different types of restrictions.

Our study has limitations. First, our analysis does not ad-
dress whether patients have appropriate access to a therapy 
for their condition. For instance, while a plan may have added 
coverage restrictions to a particular tumor necrosis factor 
(TNF) inhibitor, the plan may not have added the same cover-
age restrictions for other TNF inhibitors. Second, not all plans 
issued a coverage policy for each drug-indication pair in our 
sample at each time point. Third, it is unclear whether our 
findings generalize to noncommercial plans or nonspecialty 
drugs.

Results
The number of coverage policies for the 357 drug-indication 
pairs, issued by the 17 health plans, increased from 4418 in 
2017 to 4998 in 2021. The proportion of policies excluding 
drug coverage remained approximately constant (∼3%).

The proportion of plans’ coverage policies with restrictions 
increased from 39.5% in 2017 to 51.7% in 2021. The propor-
tion of plans’ coverage policies with no restrictions decreased 
from 57.1% to 45.1% during this period, while the propor-
tion of policies with multiple coverage restrictions increased 
from 10.2% to 18.4% (Figure 1).

Trends in coverage restrictions varied across plans. For 13 
health plans, the proportion of coverage policies with at least 
1 coverage restriction increased over time, while for 4 plans it 
declined (Table 1).

Plans’ use of coverage restrictions increased more for some 
indications than for other indications, increasing most for cir-
culatory (the proportion of policies with restrictions increased 
from 38.1% to 61.9%) and gastroenterology (49.1% to 

76.1%) conditions, and least for ICD-10-CM conditions cate-
gorized as “other” (47% to 48.7%) and nervous system con-
ditions (53.9% to 55.2%) (Appendix S4).

Plans’ use of coverage restrictions for oncology drugs, al-
though less prevalent than for non-oncology drugs, increased 
more than for non-oncology drugs (the proportion of policies 
with restrictions increased from 17.6% to 33.5% vs 53.2% to 
63.5%) (Appendix S5). Plans’ use of coverage restrictions for 
orphan drugs, although less prevalent than for nonorphan 
drugs, increased more than for nonorphan drugs (from 
30.9% to 47.1% vs 46.3% to 55.6%) (Appendix S6).

Plans’ use of coverage restrictions for drugs approved 
through at least 1 FDA-expedited review program increased 
from 30.8% to 43.2% and for drugs that FDA reviewed 
through its standard processes from 46.1% to 58.3% 
(Appendix S7). Plans’ use of coverage restrictions for nonpedi-
atric indications increased from 38.4% to 49.8% and for pedi-
atric indications from 45.9% to 62.6% (Appendix S8).

Health plans tended to favor certain types of restrictions. 
Use of prescriber requirements and step therapy protocols in-
creased from 12% to 25% and 25.8% to 34% of policies, re-
spectively. Use of patient subgroup and “other” restrictions 
remained relatively constant, increasing from 12% to 13.1% 
and decreasing from 1% to 0.7% of policies, respectively 
(Appendix S9).

Discussion
Between 2017 and 2021, for the specialty drugs in our sample, 
approximately 10% more coverage policies included at least 1 
restriction and the number of coverage policies with multiple 
restrictions increased. These findings suggest that, on average, 
commercial coverage of these specialty drugs, particularly for 
oncology and orphan drugs, has become more limited. Our 
findings are consistent with research showing that pharmacy 

Figure 1. Health plans’ use of coverage restrictions over time: Specialty Drug Evidence and Coverage (SPEC) database.6 Inclusion criteria require US 
commercial payers to have a specialty drug coverage policy present at least 1 time point during the study period (2017–2021), but because coverage can 
change year over year, this caused the number of specialty coverage policies (the denominator) to increase over time (n = 4418 in 2017, n = 4998 in 2021).  
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benefit managers have increasingly excluded drugs from their 
formularies.9

While most plans increased restrictions between 2017 and 
2021, 4 did not. Reasons for the differences in plan behavior 
may include individual plans’ fiscal circumstances and their 
need to tailor coverage to their populations. Of note, CVS 
Caremark acquired Aetna in 2018, and Aetna was 1 of the 4 
payers with fewer coverage restrictions in 2021 than in 
2017.10 This finding suggests that plan mergers may impact 
plan enrollees’ access to specialty drugs.

Plans increased their use of prescriber requirements and step 
therapy protocols more than they increased use of other re-
strictions. A prescriber requirement stipulating that a phys-
ician with sufficient expertise prescribes a particular drug 
can promote appropriate use of a therapy, but it could also de-
lay or impede access to care.5

The use of step therapy protocols, which can encourage use of 
effective treatment that is less expensive, has increased over time. 
The introduction of more novel therapies over the study period 
may have encouraged this trend by providing additional treat-
ment options. For example, FDA’s 2019 approval of 
risankizumab-rzaa increased competition among therapies to 
treat plaque psoriasis. The FDA also approved several biosimilar 
drugs during the study period, including epoetin alfa-epbx in 
2018 and infliximab-axxq in 2019. These introductions provided 
health plans with additional step therapy protocol options.

Rising drug and other health costs may be driving more 
frequent imposition of utilization management measures. 
With respect to drugs, prices have increased,11 although over-
all cost increases appear more modest after accounting for 
manufacturer rebates.12 The introduction of costly innovative 
technologies, such as gene therapies (FDA-approved onasem-
nogene abeparvovec-xioi for spinal muscular atrophy in 
2019), has increased pressure on plan drug budgets.

Health plan coverage policies are powerful tools to curb in-
appropriate drug use and to contain costs. Coverage policies 
also serve to aid negotiations, allowing plans to propose favor-
able coverage in return for larger rebates from product manu-
facturers. However, the American Medical Association and 
others have raised concerns about the burden of overly re-
strictive policies on patients, physicians, and on associated 
health care system costs.13,14

It is important to monitor how specialty drug coverage pol-
icies evolve. Future research should consider changes in patient 
cost-sharing and the extent to which other health plan pro-
grams, such as copay accumulators, has affected access to 
care. Research to assess whether recent legislative efforts to pro-
tect patients from the potential negative impacts of step therapy 
has affected how plans use this tool would also be valuable.15,16

Conclusion
For a set of 187 specialty drugs, US commercial health plans 
increased their restrictions between 2017 through 2021, 
with prescriber requirements and step protocols becoming in-
creasingly common, although restrictions varied across health 
plans and drug attributes.

Supplementary material
Supplementary material is available at Health Affairs Scholar 
online.
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