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States have long been laboratories of healthcare reform.1 For ex-
ample, in lieu of a universal prescription drug benefit for Medi-
care beneficiaries, in the late 1990s, dozens of states established 

prescription drug assistance programs.2,3 These programs provided 
impetus for passage of the Medicare Prescription Drug, Improvement 
and Modernization Act in 2003. More recently, establishment of the 
Patient Protection and Affordable Care Act (ACA) reflected ongoing 
reforms at the state level, and, in particular, Massachusetts.4,5

Under the ACA, states have primary responsibility for the expan-
sion of Medicaid to reduce the numbers of uninsured, and the creation 
of health insurance exchanges in 2014. A health insurance exchange is 
a collection of government-regulated healthcare plans from which in-
dividuals may purchase health insurance eligible for federal subsidies. 
These exchanges will be subject to minimum (ie, essential) require-
ments regarding health benefits design.

There are 3 fundamental questions associated with regulations on es-
sential health benefit design: (1) How will essential benefits be defined? 
(2) At what level of government—state versus federal—will benefits 
be regulated? And finally (3) Which benefits can society afford to pro-
vide?6,7 In this paper, we will address the first 2 questions. Our study ex-
amines state-level implementation of ACA as it pertains to design of an 
essential drug benefit. Specifically, our focus will be on ACA implementa-
tion by California and Massachusetts. California has the eighth-highest 
percentage of uninsured in the nation and the largest total number of 
uninsured at 6.9 million.8,9 The state has long played a major role in 
supplying and regulating health insurance. Medicaid expansion may be 
particularly challenging to California, given the complexity of its bud-
getary situation. Massachusetts has the lowest uninsured rate at 4%, in 
part because Massachusetts implemented comprehensive healthcare re-
form in 2006.5 Eliminating potentially duplicative regulations may pose 
a special challenge to Massachusetts.

State regulators must identify a benchmark plan with which to anchor 
an essential benefits package. “The Secretary [of HHS] shall ensure that 
the scope of the essential health benefits is equal to the scope of benefits 

provided under a typical employer 
plan, as determined by the Sec-
retary.”10 The latest bulletin from 
the Department of Health and 
Human Services (HHS) implies 
broader coverage of prescription 
drugs, as it would require coverage 
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more to cost sharing and conditions of reim-
bursement, such as prior authorization, step edits, 
and quantity limits, than to drug coverage.
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plans in California and Massachusetts are not 
fully compliant with state and federal mandates, 
they will have to adjust their formularies to meet 
minimum requirements. State policy makers 
need to balance competing aims of comprehen-
siveness of coverage and drug affordability. They 
must consider: (1) choice of benchmark plan 
—choice of a more generous benchmark plan 
implies less leverage for negotiating lower prices; 
and (2) breadth of state mandates which, if they 
exceed federal mandates, must be paid for by the 
states. 
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of either at least 1 drug in each therapeutic class as defined 
by the United States Pharmacopeia (USP), or the number of 
drugs that the benchmark plan offers—whichever is more.11,12 
Therefore, benefits included in the benchmark health plans 
become the de facto essential health benefits package. Ac-
cordingly, the benchmark chosen by the state directly impacts 
what must be covered on outpatient formularies in the non-
group and fully insured small-group markets. 

California recommended Kaiser Foundation Health Plan 
Health Maintenance Organization as its benchmark plan.13 
Massachusetts recommended Blue Cross and Blue Shield 
of Massachusetts Health Maintenance Organization Blue.13 
Twenty-five states submitted essential health benefit bench-
mark plans. The other 25 did not make a selection. HHS as-
signed the state’s “largest small-group plan.” At least 30 states 
have Blues plans as benchmarks, while 2 have Kaiser plans as 
benchmarks.

In this paper, we identify differences in state regulations 
in California and Massachusetts as they relate to essential 
pharmaceutical benefits (ie, which drugs health plans are re-
quired to cover). Subsequently, we assess whether benchmark 
and other plans are in compliance with specific state regu-
lations or mandates on prescription drug coverage. We then 
examine state implementation of ACA provisions as they re-
late to essential pharmaceutical benefits. In this context, we 
analyze plan coverage of drugs in therapeutic categories and 
pharmacologic classes included in the USP model formulary 
guidelines for outpatient drug coverage under Medicare Part 
D. Currently, the closest thing federal policy makers have to 
an evidence-based approach to a therapeutic classification 
system is the set of USP model formulary guidelines. We will 
determine whether plans meet the 1-per-class minimum re-
quirement. Further, we will assess coverage of drugs in the 
6 so-called protected drug classes, in which “all or substan-
tially all” drugs must be offered to Medicare Part D benefi-

ciaries. Protected class regulations are 
not included in current essential health 
benefit regulations. However, there is 
concern among some stakeholders—
patient advocacy groups, physicians, the 
biopharmaceutical industry—that there 
will be inadequate access to what are 
perceived of as necessary medications 
if the protected class provision is not 
instituted.14

METHODS
In order to examine health plan 

compliance with state and federal regu-
lations on essential drug benefits, we analyzed formularies 
from the 3 largest small-group plans from each state; 1 of each 
set of 3 is the state’s selected benchmark plan. We retrieved 
data directly from the health plans. Plans sometimes devise 
multiple formularies to suit different beneficiary needs and 
preferences. Per plan, we examined the formulary associated 
with the largest number of covered lives.

To compile as comprehensive a drug list as possible, we 
identified therapeutic categories and pharmacologic class-
es of drugs contained in the USP Model Guidelines.15 The 
guidelines include generic names for some (not all) drugs in 
each category and class. We supplemented our tally of drugs 
by analyzing the Blue Cross Blue Shield’s Federal Employee 
Plan formulary.16 The total number of drugs we reviewed cov-
erage of was 310, across 10 broad therapeutic categories: 22 
anticonvulsants, 24 antidepressants, 123 antineoplastics, 19 
antipsychotics, 30 antiretrovirals, 33 immunosuppressants, 34 
antidiabetics, 12 contraceptives, 3 smoking cessation prod-
ucts, and 10 calcium regulators.

To determine coverage across the 6 plan formularies, we 
compared numbers of drugs on the most recently updated for-
mulary from each plan with the Federal Employee Plan for-
mulary as well as the USP Model Guidelines. With respect 
to both federal and state regulations, for each health plan, we 
examined whether the drug was covered or not, the designated 
cost-sharing tier of the drug, and whether the drug was tagged 
with conditions of reimbursement, which include prior autho-
rization (PA), step edits (SEs), and quantity limits (QLs). If a 
drug requires prior authorization, a patient’s healthcare pro-
vider must request and receive approval from the health plan 
before the drug may be prescribed and part of the drug cost may 
be reimbursed. Step edits refer to reimbursement of a more 
costly medication only after a less costly alternative has been 
tried. Quantity limits are restrictions on the number of doses 
per prescription, or the number of prescriptions ordered. We 

Take-Away Points
n	 Essential health (drug) benefits form a cornerstone of the Affordable Care Act.

We examined health plan compliance with essential drug benefit regulations in California 
and Massachusetts and at the federal level.

n	 Most drugs included in state and federal mandates are covered by both benchmark 
and non-benchmark plans. However, health plans are not fully compliant with state and 
federal regulations.

n	 Significant differences among plans relate more to cost sharing and conditions of 
reimbursement, such as prior authorization, step edits, and quantity limits, than to drug 
coverage.

n	 Plans will have to adjust their formularies to meet minimum requirements.

n	 State policy makers need to balance competing aims of comprehensiveness of cover-
age and drug affordability. They must consider: (1) choice of benchmark plan—choice of a 
more generous benchmark implies less leverage to negotiate lower prices; (2) breadth of 
state mandates, which, if they exceed coverage contained in federal mandates, must be 
paid for by the states.
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ferent category in a plan formulary. For these reasons, we had 
to look up each drug under each formulary to check whether 
or not it was covered.

RESULTS
Table 1 shows that across all health plans, coverage is fair-

ly uniform regarding the so-called protected classes. However, 
except for HIV/AIDS medications, coverage is not 100%. 
Furthermore, 1 Massachusetts plan only covered 86% of anti-
convulsants, while 1 California plan only covered 84% of im-
munosuppressants. There is significant variation with regard 
to patient cost sharing. With the exceptions of anticonvul-
sants, antidepressants, and smoking cessation products, for all 
other categories we observed a range of at least 2 tiers between 
plans with the lowest and highest median cost-sharing tiers.

Across all the therapeutic categories we analyzed, we 
found minor differences in coverage between benchmark and 
non-benchmark plans. With respect to the following catego-
ries—anticonvulsants, antidepressants, and antineoplastics—2 
non-benchmark plans in Massachusetts covered fewer drugs 
than the benchmark plan. And, 1 non-benchmark plan did not 
cover any smoking cessation products. In California, except for 
anticonvulsants and antiretrovirals, across all other categories, 2 
non-benchmark plans covered fewer drugs than the benchmark 
plan. However, we found major differences in terms of cost shar-
ing, as was noted above. We also detected significant variation 
across plans in terms of use of conditions of reimbursement. 

Conditions of reimbursement are used as tools to manage, 
and, in some cases, restrict drug utilization.19 Table 2 shows the 
percent of drugs with conditions of reimbursement across the 
therapeutic categories we analyzed. Of the conditions employed, 
75% were prior authorization, 18% quantity limits, and 7% step 
edits. For oral contraceptives, none of the plans instituted con-
ditions of reimbursement, while for antiretrovirals, only 1 plan 
employed conditions of reimbursement. At the same time, for 
immunosuppressants, we observed that 3 plans used conditions 
of reimbursement for over 50% of drugs in the category.

For physician-administered drugs (Medicare Part B), 
Medicare beneficiaries pay 20% coinsurance. Non-Medicare 
plans will often place physician-administered drugs in so-
called specialty tiers—with relatively high coinsurance, often 
higher than 20% of the total cost of the drug. Table 3 shows 
the cost-sharing tiers employed by the health plans we ana-
lyzed. In the antineoplastic category, the difference between 
a copayment of between $25 and $50 per prescription and 
coinsurance of 25% of the cost of a drug is, in most cases, at 
least several hundred dollars.

All plans consistently covered at least 1 drug per pharma-
cologic class. There were was 1 notable exception—the class 

determined coverage under the outpatient pharmacy benefit. 
If a drug is subsumed under the medical benefit (physician-
administered) we presumed it was covered, as it would be in 
Medicare Part B, which operates without a formulary. Finally, 
health plans will list variations of the same drug (eg, brand 
and generic). For the purpose of this study, we only counted 
1 placement of a drug, and we selected the placement in the 
lowest cost-sharing tier.

First, we determined plan compliance with the 1 drug per 
class requirement. Second, we examined coverage of drugs in 
Part D “protected classes.” The protected classes pertain to 
drugs in 6 broad therapeutic categories: antidepressant, an-
tipsychotic, anticonvulsant, immunosuppressant, antiretro-
viral, and antineoplastic. See eAppendix at www.ajmc.com, 
for more detail on which categories and classes we analyzed. 
Third, we reviewed compliance with state mandates in Cali-
fornia and Massachusetts: California and Massachusetts state 
formulary requirements are similar with respect to the follow-
ing therapeutic classes17,18: a) inclusion of all pharmaceutical 
treatments for mental diseases, such as bipolar disorder, and 
schizophrenia; b) inclusion of all diabetes medications; c) in-
clusion of all oral contraceptives. California also requires: d) 
inclusion of all smoking cessation products and e) inclusion 
of all osteoporosis drugs.

Each plan designs formularies using a different therapeu-
tic classification system. Due to the inconsistent therapeutic 
classification systems adopted by health plans, we had to care-
fully piece together the data to inform our comparative analy-
sis. While the USP Model Guidelines have separate sections 
for each of the 10 categories, including pharmacologic classes 
(except for anticonvulsants), each plan used its own classi-
fication system. The systems employed by Harvard Pilgrim 
and Tufts Health Plan corresponded the most with the USP 
Model Guidelines, with each category listed separately as well 
as a designation of classes. Individual drugs within each class 
were listed in order from lowest to highest cost-sharing tier, 
and alphabetically within each tier. By contrast, Kaiser and 
Anthem did not include classes within each category, nor did 
they organize and list drugs by tier. Drugs were combined and 
listed alphabetically under a general rubric. For example, in 
the case of Anthem, anticonvulsants, antidepressants, and 
antipsychotics were all listed under Autonomic and Cen-
tral Nervous System Medications. Both Blue Cross and Blue 
Shield (BCBS) of Massachusetts and Anthem combined an-
tineoplastics and immunosuppressants into 1 category, while 
the other plans did not. California Public Employees' Retire-
ment System (CalPERS) did not use a therapeutic classifica-
tion system; drugs were listed alphabetically. In addition to 
these classification discrepancies, drugs included in one of the 
USP categories would sometimes be listed in a completely dif-
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n Table 2. Percent of Drugs With Conditions of Reimbursement

 
 

Harvard 
Pilgrim

Blue Cross 
Blue Shield 

of MA 
[Benchmark]

 
 

Tufts  
Health Plan

 
CalPERS  
NetValue 

HMO

 
 

Kaiser 
[Benchmark]

 
Anthem  

Blue Cross 
of CA

 
Average 
Across  
Plans

Anticonvulsants 5% 18% 23% 13% 0 6% 11%

Antidepressants 17% 8% 26% 20% 0 30% 17%

Antineoplastics 0 1% 44% 0 2% 22% 12%

Antipsychotics 0 0 40% 5% 0 0 8%

Antiretrovirals 0 0 0 10% 0 0 2%

Immunosuppressants 4% 6% 57% 60% 36% 56% 37%

Antidiabetics 15% 30% 6% 33% 9% 13% 18%

Oral contraceptives 0 0 0 0 0 0 0

Smoking cessation products 0 0 0 33% 0   100% 22%

Calcium regulators 0 20%  50% 50%  20%  10% 25%

Conditions analyzed: PA = prior authorization; QL= quantity limit; SE = step edit.  
The number denoted in each column, per health plan, is the percent of drugs in the class that have been tagged with a condition of reimbursement. 
Overall, 75% of conditions employed were prior authorization, 18% quantity limits, and 7% step edits.

n Table 3. Cost-Sharing Tiers

Tier 1 $5-$15 per prescription

Tier 2 $10-$30 per prescription

Tier 3 $25-$50 per prescription

Tier 4 (specialty) Coinsurance of 20%

Tier 5 (specialty) Coinsurance of 25%

Tier 6 (specialty) Coinsurance >25%

Plans used multiple copayment (fixed levels) and coinsurance (percentage of a drug’s cost) cost-sharing tiers. 

n Table 1. Coverage and Cost-Sharing Tiers

 
 

Harvard 
Pilgrim

Blue Cross 
Blue Shield   

[MA 
Benchmark]

 
 

Tufts  
Health Plan 

 
CalPERS 
NetValue 

HMO 

 
Kaiser  

[CA 
Benchmark]

 
Anthem 

Blue Cross 
of CA

 
Average 

Across Plans/
Median Tier

Anticonvulsants 100% 1 100% 2 86% 1 100% 1 100% 2 100% 2 98% 2

Antidepressants 95% 1 100% 2 92% 2 98% 1 100% 2 100% 2 97% 2

Antineoplastics 93% 4 96% 4 92% 4 96% 3 94% 3 94% 5 94% 4

Antipsychotics 100% 2 100% 3 79% 1 100% 2 100% 2 95% 2 96% 2

Antiretrovirals 100% 2 100% 3 100% 2 100% 2 100% 3 100% 4 100% 3

Immunosuppressants 100% 4 94% 4 97% 3 84% 3 100% 4 100% 5 96% 4

Antidiabetics 100% 2 85% 3 91% 2 86% 2 100% 4 100% 4 94% 3

Oral contraceptives 100% 1 100% 2 100% 1 92% 1 100% 2 75% 3 95% 2

Smoking cessation products 100% 3 100% 3 0% — 100% 2 100% 2 100% 3 100% 3

Calcium regulators 100% 3    80% 2 100% 3  100% 2   100% 4 100% 4 97% 3

In each column, for each plan, we present 2 numbers: on the left, the percentage of covered drugs in the respective therapeutic category; on the right 
the median cost-sharing tier in the respective therapeutic category. 
The formularies we reviewed include Harvard Pilgrim: 3-Tier Drug List; BCBS: Medicare HMO Blue ValueRx; Tufts Health Plan: Prescription Drug List; 
CalPERS: NetValue HMO 3-Tier Drug List; Kaiser: Comprehensive Formulary; and Anthem: Blue Cross HMO Formulary.
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of nonsedating antihistamines. Most of these medications are 
now available over the counter, which may explain why none 
of the plans covered nonsedating antihistamines.

Looking at compliance with state mandates by therapeutic 
class we observe in Table 4 that in California, with the ex-
ception of emergency contraceptives, all oral contraceptives 
are covered by all 3 plans, all smoking cessation products are 
covered by all 3 plans, and all osteoporosis products (calcium 
regulators) are covered by all 3 plans. In Massachusetts and 
California, 5% of antidepressants were not covered by Mas-
sachusetts plans and 3% of antipsychotics are not covered. 
Three percent (3%) of antidepressants were not covered by 
California plans, and 3% of antipsychotics. Across both Mas-
sachusetts and California plans, 6% of antidiabetic medica-
tions were not covered. Half of the plans did not comply with  
100% coverage of diabetes medications. 

Study Limitations
We examined 2 of the 50 states in the United States. 

This limits the generalizability of our findings. Nevertheless, 
all states must comply with essential health benefits regula-
tions. Each has the autonomy to do so on its own terms. We 
consciously selected Massachusetts and California. We chose 
Massachusetts because it provided a blueprint for healthcare 
reform at the national level. As such, it is important to see 
how Massachusetts plans handle essential health benefits 
regulations at both the state and federal levels. We selected 
California because it is the state with the largest number of 
uninsured, which implies that its expansion of Medicaid will 
be greater than that of any other state.

CONCLUSIONS/POLICY IMPLICATIONS
An overarching goal of federal healthcare reform is to pro-

vide affordable, comprehensive access to prescription drugs to 
the currently un- or underinsured. Our focus in this paper is 
the comprehensiveness of the prescription drug benefit. This 
objective may be harder to achieve if health plan options have 

gaps in minimum coverage. Therefore, requiring that health 
plans cover certain drug benefits may ensure that the coverage 
available through state exchanges provides sufficiently com-
prehensive access.

Critics contend mandates drive up health insurance costs, 
while advocates assert that mandates ensure access to essen-
tial healthcare. The key question for policy makers is how 
well an essential health benefits approach balances consum-
ers’ desire for an affordable and comprehensive benefit pack-
age, while offering flexibility with respect to formulary benefit 
design and hence leverage for competitive pricing. Policy is 
invariably a balancing act between these competing aims. 
Therefore, state policy makers must consider: (1) choice of an 
appropriate benchmark plan—a more generous benchmark 
implies less leverage to negotiate lower prices and (2) breadth 
of state mandates which, if they exceed coverage contained in 
federal mandates, must be paid for by the states. 

There may be fear in biopharmaceutical industry circles 
that plans gravitate toward a minimum level of coverage if 
minimum standards are established, such as the 1-per-class 
requirement. Such fear appears to be unfounded as all plans 
cover multiple drugs per class, the 1 exception being non-
sedating antihistamines. 

It appears from our findings, however, that there are in-
consistencies in coverage, both with respect to federal and 
state requirements. And, despite not being a federal require-
ment—except for Medicare Part D beneficiaries—there 
are disparities in terms of access to pharmaceuticals in the 
6 protected classes. Policy makers must carefully consider 
which drugs and classes are “essential.”20 Certain drugs may 
be deemed essential from a health outcomes perspective. 
For example, because of patient intervariability in terms of 
responses to different drugs in the same class, offering the 
broadest possible number of therapeutic options in certain 
categories like HIV/AIDS and depression may be considered 
essential. Furthermore, from a fairness perspective, providing 
access to the broadest possible number of therapeutic options 
in disease areas such as cancer and other life-threatening 

n Table 4. State Mandates in California and Massachusetts

Pharmaceutical Treatment of Mental 
Diseases, Such as  

Bipolar Disorder, Schizophrenia

 
Diabetes 

Medications

 
Oral 

Contraceptives

Smoking  
Cessation 
Products

 
Osteoporosis 

Drugs

California Across 3 plans, 3% of antidepressants 
and 3% of antipsychotics are not 
covered 

One plan only 
covered 82% of  
diabetes 
medications

No coverage 
of emergency 
contraceptives

All products 
covered

All products 
covered

Massachusetts Across 3 plans, 5% of antidepressants 
and 3% of antipsychotics are not 
covered

Two plans did not 
cover all diabetes 
medications

Full coverage NA NA

NA indicates not applicable. 
We reviewed state mandates in California and Massachusetts pertaining to prescription drug coverage.
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conditions for which there are few alternatives available may 
be considered essential.21

Coverage is 1 access dimension, but equally important are 
patient cost sharing and imposition of conditions of reimburse-
ment. In some cases, high patient cost sharing and use of re-
strictions such as prior authorization may be justified—for 
example, when the drug in question provides little or no 
additional value when compared with other drugs in its class, 
or if there is a legitimate safety concern, perhaps in the form 
of a US Food and Drug Administration black box warning or 
alert that appears on package inserts for certain drugs. By con-
trast, in cases of high-value pharmaceuticals, low patient cost 
sharing may be warranted and few, if any, restrictions such as 
prior authorization, step edits, and quantity limits, would be 
imposed. 

Here, principles of value-based insurance design would 
apply. In other words, designing a formulary in which cover-
age is a function of the value of a pharmaceutical, measured 
in terms of health outcomes.22 Consequently, this would miti-
gate the possible adverse health effects of high out-of-pocket 
costs. In our study, however, for the same drugs and classes of 
drugs, we observed significant variance across plans in the 
use of cost sharing as well as conditions of reimbursement, 
which would suggest that plans are not adopting a coherent 
strategy to designing formularies. Moreover, there are dis-
crepancies in the use of therapeutic classification systems, 
which can make it harder to for patients, providers, and poli-
cy makers to meaningfully compare coverage between plans.
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Therapeutic Categories Pharmacologic Classes

Anticonvulsants (22) Calcium channel modifying agents 
GABA augmenting agents 
Glutamate reducing agents 
Sodium channel inhibitors

Antidepressants (24) Monoamine oxidase inhibitors 
Selective serotonin reuptake inhibitor 
Norepinephrine reuptake inhibitors 
Trycyclics

Antineoplastics (123) Alkylating agents 
Antimetabolitesb 
Antiadrogens 
Antiestrogens 
Aromatase inhibitors 
Gonadotropin-releasing hormone agents 
Luteinizing hormone-releasing hormone 
Agents 
Progestins 
Immunomodulatorsa 
Kinase inhibitors 
Topoisomerase inhibitors

Antipsychotics (19) Typical 
Atypical

Antiretrovirals (30) Antiretroviral combinations 
Chemokine receptor agonists 
Fusion inhibitors 
Integrase inhibitors 
Non-nucleoside reverse transcriptase inhibi-
tors 
Nucleoside reverse transcriptase inhibitors 
Protease inhibitors

Immunosuppressants (33) Immunomodulator 
Interferons 
Antimetabolites 
Calcineurin inhibitors 
Rapamycin derivatives 
(Biologic) disease-modifying agents 
Immuno globulin

Antidiabetics (34) Alpha-glucosidase inhibitors 
Amylin analogs 
Biguanides 
Dipeptidyl peptidase-4 inhibitors 
Incretin mimetic agent 
Insulins 
Meglitinides 
Sulfonylureas 
Glucose elevating agents

Contraceptives (12) Monophasic, biphasic, triphasic 
Progestin 
Emergency contraceptio

Smoking cessation (3)

Calcium regulators (10) Biphosphonates 
Calcitonins 
Parathyroid hormones

We examined coverage of 310 drugs in the following therapeutic categories and classes from the 
United States Pharmacopeia 5.0 Guidelines. The numbers of drugs per class are in parentheses. 
aOverlap with immunosuppressants. 
bOverlap with immunosuppressants.


