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I. Abstract
In 2020, the U.S. will spend roughly $358.7 billion on prescription drugs, 

nearly 9% of national health expenditures. Growth on prescription drug spend-
ing is projected to accelerate in the coming years—5.4% annually in 2021–2023 
and nearly 6% annually 2024–2028—making it one of the fastest growing health 
care spending categories. This rapid growth is largely attributed to anticipated 
higher prices, new available drugs, and fewer available rebates.1 Pharmacy 
benefit managers (PBMs) have developed a series of price management tac-
tics to curb the rising cost of prescription drugs. Among these, step therapy 
policies, commonly called “fail-first”2 policies, require patients to be initiated 
on lower-priced medications before being approved for originally prescribed 
medications.3 Carriers can also change coverage in an attempt to force patients 
off their current therapies for cost reasons, a practice known as nonmedical 
drug switching.4 In 2017, 14% of treatment denials for insured Americans were 
based on step therapy or nonmedical drug switching policies.5 

Evidence concerning the effectiveness of these tactics is mixed. Some 
studies have found they can successfully drive cost savings without negatively 
impacting patient care.6 Others have found overall health spending actually 
increased due to an uptick in hospitalizations and other services resulting from 
new symptoms or complications.7 Meanwhile, these policies have drawn scrutiny 
for restricting patient access to effective treatments, putting patient health and 
safety in jeopardy by subjecting patients to potential adverse effects, interfering 
with the patient—physician relationship, and absorbing practice resources with 
burdensome approvals and documentation requirements. With the increasing 
prevalence and potential patient safety concerns related to step therapy and 
nonmedical drug switching programs, the MPQC of the ACP developed the 
following set of recommendations for PBMs and prescription drug plans to 
help mitigate unintended consequences. The recommendations are based on 
a robust analysis of academic research and policy interventions.

II. Methods
ACP’s MPQC drafted these recommendations. The Committee’s charge is to 

address national, state, or local policies related to improving access, payment, 
coverage, coding, documentation, and medical review, as well as develop pro-
grams to support the quality, safety, and affordability of patient care. The authors 
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c. Plans and PBMs should avoid applying step therapy and nonmedical 
drug switching policies to patients, conditions, or classes of drugs clas-
sified high risk.

d. Step therapy and nonmedical drug switching programs should not 
require patients to try more than two drugs before being able to take 
a medication originally prescribed by their doctor. This originally pre-
scribed medication should then be fully covered by the plan, including 
all standard cost sharing commensurate with the pricing tier of the pre-
ferred alternative.

e. Policies should be grounded in conclusive evidence that the less expen-
sive drug is, at a minimum, equally as clinically effective and safe. This 
should be publicly posted and regularly reassessed to ensure consis-
tency with the latest clinical evidence-based standards of safety and 
effectiveness. 

Recommendation 2: The ACP recommends all step therapy and nonmedical 
drug switching policies be designed with patients at the center, taking into 
account unique needs and preferences. 

a. PBMs should make a reasonable effort to keep patients on their current 
medication if they are stable, including if a patient switches plans. 

b. Factors that should be considered include, but are not limited to, medi-
cal history, patient cognition, comorbid conditions, concurrent prescrip-
tions, demographic factors, and medication history.

c. Patient ability to pay should be taken into account to prevent dispro-
portionately limited access to lifesaving medications for lower-income 
or other at-risk patient populations.

d. Any formulary restrictions should be transparent; clearly articulated to 
the patient regardless of their education or health literacy level; and 
proactively communicated to the patient, prescribing clinician, and 
pharmacist well in advance of, not fewer than 90 days before, the 
change implementation, with evidence-based support substantiating 
the change. Supplemental educational materials should be available 
upon request.

Recommendation 3: The ACP recommends all step therapy and nonmedical 
drug switching protocols be designed with input from frontline physicians 
and community pharmacists; feature transparent, minimally burdensome 
processes that consider the expertise of a patient’s physician; and include 
a timely appeals process. 

a. Input from physicians who regularly prescribe those medications should 
be considered at the onset when designing step therapy or nonmedical 
drug switching protocols. Physician-to-physician consults during the 
appeals process do not suffice.

b. “Failure” on a less expensive medication should be clearly defined, 
including maximum durations for testing each drug based on clinical 
evidence base, acuity of the condition, and input from physicians and 
pharmacists. 

c. Physicians and pharmacists should be proactively informed of changes 
to the formulary or coverage policies and provided with evidence-based 
justification for the change as well as a list of medication alternatives  
specific to that drug. Physicians should have the ability to request 
exemptions or appeal medication changes through clearly defined, 
streamlined, and timely processes that are ideally automated and  
in real time. Plans should respond within 36 hours, 24 hours for  
emergency cases.

d. Step therapy and nonmedical drug switching policies should avoid 
being combined with additional formulary restrictions, such as prior 
authorization requests, which create undue burden. 
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Recommendation 4: The ACP recommends that data concerning the  
effectiveness and potential adverse consequences of step therapy and 
nonmedical drug switching programs should be made transparent to the 
public and studied by policymakers. Alternative strategies to address 
the rising cost of prescription drugs that do not inhibit patient access to  
medications should be explored. 

a. Health plans, PBMs, and pharmaceutical manufacturers should be  
required to report information on drug pricing and coverage policies 
to support enhanced public transparency and research efforts, ideally  
reporting standardized information to an easily accessible, public  
database. 

b. Tools that help patients and clinicians work together to select cost- 
effective medications without restricting their access to others warrant 
further exploring, including formulary decision-support tools, patient 
educational materials, physician education programs, lower copay 
options, rebates, and in-kind medical services.

c. Policymakers should explore separate, complementary efforts to address 
the root causes of excessive and unreasonable price hikes for pharmaceu-
ticals, which ACP explored in a 2019 position paper series.8, 9, 10

d. The long-term effects of step therapy and nonmedical drug switching 
policies on patient safety and total costs, including any added costs that 
result from adverse health events, should be a topic of future study.

IV. Definitions
Step therapy, also known as fail-first, sequencing, and tiering,11 requires 

patients to be initiated on lower-priced medications before being approved for 
originally prescribed medications.12 

Nonmedical drug switching occurs when insurance coverage changes 
force patients off their current therapies for no reason other than to save money. 
Tactics include increasing out-of-pocket costs, moving treatments to higher cost 
tiers, or terminating coverage of a particular drug.13

V. Background
Rising Cost of Prescription Drugs 

In 2020, the U.S. will spend roughly $358.7 billion on prescription drugs, 
nearly 9% of national health expenditures. Growth on prescription drug spend-
ing is projected to accelerate in the coming years: 5.4% annually in 2021–2023 
and nearly 6% annually 2024–2028, making it one of the fastest growing health 
care spending categories. This rapid growth is largely attributed to anticipated 
higher prices, new available drugs, and fewer available rebates.14 Per capita 
prescription drug spending in the U.S. far exceeds other countries. In 2015, 
U.S. spending on pharmaceuticals exceeded $1,000 per person and was 30% 
to 190% higher than nine comparable countries.15
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Concerns
However, Step therapy, nonmedical drug switching, and other cost-curbing 

formulary designs can also undermine the medical expertise of physicians and 
fail to adequately account for the individual characteristics and needs of patients, 
including comorbid conditions, concurrent medications, and demographic fac-
tors, all of which can impact a medication’s effectiveness and side effects. Step 
therapy and nonmedical drug switching have been shown to delay or inhibit 
access to effective treatments and put patient safety at risk by increasing the risk 
for hospitalizations and other adverse health events.39 Sixty percent of patients 
experienced side effects, 72% experienced reemerging symptoms, and nearly  
10% were hospitalized as a result of nonmedical drug switching, while 40% 
stopped taking their medication altogether.40 In a study of rheumatology 
patients who tried a nonpreferred drug in the formulary, 11% never obtained 
treatment.41 Formulary restrictions like these can also disproportionately limit 
access to medications for low-income patients and underserved communi-
ties, such as communities of color, individuals with disabilities, and individuals  
with limited English proficiency, putting them at a higher risk for adverse  
health events.42 

Several studies have found that adverse health events that result from 
switching medications can lead to higher long-term health costs. For patients 
with rheumatoid arthritis who switched to a less expensive drug, additional 
yearly medical payments increased from $6,254 to $14,127 compared with 
only $239 on average for those who switched to more expensive drugs (i.e., 
switches that were not cost-driven).43 Georgia Medicaid’s step therapy program 
for schizophrenia medications saved $20 per member per month but ended up 
costing $32 per member per month in additional outpatient services.44 

Step therapy and nonmedical drug switching policies can also monopo-
lize time and practice resources with winding appeal and exception request 
policies that can further delay patients receiving effective medications. The 
administrative burden of maintaining insurer preferred drug lists and time spent 
requesting prior authorizations is estimated to cost $1,569 per physician per 
year for statins and antihypertensives.45 More than half of clinicians report diffi-
culty obtaining approval for prescriptions on a quarter or more of their requests. 
Most report having to wait several days for approval.46 

The increasing prevalence of biologics and other breakthrough medicines 
that can save lives, but often come at exorbitant prices, raise larger questions 
about the benefits versus costs for new treatments, as well as who pays for it. 
Covering expensive innovative therapies adds to the rising cost of insurance 
premiums for all policyholders. On the other hand, excluding or subjecting cer-
tain drugs to price control measures raises ethical questions about a patient’s 
ability to access lifesaving treatments. 

The evidence that step therapy or nonmedical drug switching policies 
reduce long-term health costs is also inconclusive. Some studies suggest that 
step therapy policies reduce initial drug costs without increasing the use of 
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U.S. House of Representatives in April 2019 and to the Senate in September 
2019. The bill would establish a “clear and transparent” appeals process, lays out  
evidence-based criteria for types of medications that would be excluded from 
step therapy protocols, and provides specific windows within which the plan 
or issuer would be expected to respond to exception requests.55 However, no 
further actions have been taken to date. 

VI. Detailed Recommendations
With the increasing prevalence of step therapy and nonmedical drug switch-
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d. Step therapy and nonmedical drug switching programs should not 
require patients to try more than two drugs before being able to 
take a medication originally prescribed by their doctor. This origi-
nally prescribed medication should then be fully covered by the plan, 
including all standard cost sharing commensurate with the pricing tier 
of the preferred alternative. Among step therapy plans, 37% require 
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b. Factors that should be considered include, but are not limited to, 
medical history, patient cognition, comorbid conditions, concurrent 
prescriptions, demographic factors, and medication history. The 
one-size-fits-all nature of step therapy and nonmedical drug switching 
programs defies the widely accepted importance that patient demo-
graphic and sociodemographic factors play in the effectiveness of vari-
ous treatment options. One French study found that numerous sociode-
mographic factors were “significantly associated with poor [medication] 
adherence” including age, non-European geographic origin, financial 
difficulties, and “being professionally active.” The study identified many 
other therapy-related and health care–related factors, including existing 
diabetes complications; difficulties taking medication alone, lack of fam-
ily or social support, and follow-up by a specialist physician.69

c. Patient ability to pay should be taken into account to prevent  
disproportionately limited access to lifesaving medications for  
lower-income or other at-risk patient populations. Step therapy and 
nonmedical drug switching policies can disproportionately limit access 
to medications for low-income patients who are less able to pay out of 
pocket for drugs when their insurance does not cover them, putting 
them at a higher risk for adverse health risks. Low-income Americans 
are twice as likely not to take medications as prescribed because they 
cannot afford it.70 ACP strongly opposes restrictive drug formularies that 
impose substantial economic barriers to obtaining needed medications, 
particularly for low-income enrollees.71 The College supports policies 
that help low-income individuals maintain access to their prescrip-
tion medications, including waiving cost sharing for generic drugs for  
Part D low-income subsidy enrollees and capping annual out-of-pocket 
spending.72 

d. Any formulary restrictions should be transparent; clearly artic-
ulated to the patient regardless of their education or health  
literacy level; and proactively communicated to the patient, prescribing  
clinician, and pharmacist well in advance of, not fewer than 90 
days before the change implementation, with evidence-based  
support substantiating the change. Supplemental educational  
materials should be available upon request. Ideally, the U.S. 
Department of Health and Human Services could develop an online 
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Recommendation 3: The ACP recommends all step therapy and nonmedical 
drug switching protocols be designed with input from frontline physicians 
and community pharmacists; feature transparent, minimally burdensome 
processes that consider the expertise of a patient’s physician; and include 
a timely appeals process.

a. 
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d. PBMs should avoid combining step therapy and nonmedical drug 
switching policies with additional formulary restrictions, such as prior 
authorization requests, which create undue burden. Prior authorization 
requests presents their own challenges when it comes to patient out-
comes, burden, and cost. One Health Affairs study found that practices 
spend an estimated 20.4 hours per physician per week obtaining autho-
rization, more than any other administrative activity aside from billing.82 In 
a 2017 American Medical Association survey, 92% of physician respon-
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VI. Conclusion
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