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Overview
Spending on prescription medications continues to rise each year in the United States.1 Specialty drugs—
including those used to treat conditions such as cancer and hepatitis C—represent a significant portion of 
this spending. The high cost of these novel therapies, which often offer advancements in patient care, raises 
affordability concerns for health plans, patients, and consumers.

What is a specialty drug?
The Pew Charitable Trusts defines specialty drugs as medications with high costs for a course of treatment or a 
year of therapy. Some health plans also categorize drugs as specialty if they are novel therapies; require special 
handling, monitoring, or administration; or are used to treat rare conditions. In general, elevated costs are a 
distinguishing characteristic of specialty drugs. A recent survey found that 85 percent of health plans consider 
high cost a determining factor in identifying specialty drugs.2 Medicare’s definition of specialty drugs is also 
based on price: Pharmaceuticals costing $600 or more per month are considered specialty.3

This November 2015 fact sheet was updated in December 2016 to reflect new data.



Cost implications
The estimated price tag for treating a patient with a specialty drug is high: For some chronic conditions, a 
year of treatment with a specialty drug can exceed $100,000.4 In 2015, only 1 to 2 percent of the American 
public used specialty drugs, yet they accounted for approximately 38 percent of total drug expenditures.5 
And the price of many specialty drugs continues to rise: In 2015, specialty drug unit costs increased by 11 
percent.6 More patients are treating their health conditions with these drugs; utilization rose by 6.8 percent 
in 2015 because of increased use of existing drugs and the introduction of new pharmaceuticals.7 In 1990, 
only 10 specialty drugs were on the market,8 but there are now more than 300,9 33 of which became available 
in 2015 alone.10 And nearly 700 specialty drugs are under development.11 Because of higher prices and 
increased use, spending on specialty drugs represents an increasing share of total health care costs.12 In 2015, 
specialty drug spending reached $121 billion on a net price basis.13 The estimated number of Americans with 
annual drug costs greater than $50,000 increased 63 percent in 2014, from 352,000 people to 576,000.14 
Many of these patients take multiple drugs, and 92 percent use high-priced specialty drugs.15 Importantly, 
patients who need specialty drugs face higher out-of-pocket (OOP) costs, because health plans often require 
a co-insurance payment, which is a set percentage of a drug’s price. Some plans charge a co-insurance 
payment as high as 33 percent.16

Managing specialty drug costs
To deal with the high cost of specialty medications, payers in public and private programs use a number of 
strategies to control patient OOP costs and member premiums, such as negotiating with manufacturers 
to obtain rebates and other discounts that help reduce the prices that plan members pay for medications. 
Payers also use different benefit design strategies to ensure the appropriate use of medications and manage 
total drug spending, including:

Formularies and cost sharing: Specialty drugs are typically placed in a health plan’s highest drug formulary 
tier, where OOP costs are most expensive. Patients are often required to pay co-insurance in order to access 
these medications. Research shows that requiring patients to pay more out of pocket reduces their use of 
prescription drugs.17 In their negotiations with drug manufacturers, payers can sometimes achieve lower 
prices by allowing patients to pay lower OOP costs for drugs.

Step therapy: When multiple treatment options are available for a patient’s condition, plans sometimes 
require patients to try, and fail, treatment with a cheaper, traditional drug before letting them access a 
specialty drug. Patients with rheumatoid arthritis, for example, are sometimes required to attempt therapy 
with traditional oral medications before they can use specialty biologics.18

Prior authorization: These policies require a health care professional to provide documentation that validates 
a patient’s need for a particular medication. Under most prior authorization criteria, clinical information is 
necessary to verify that a specialty drug is medically appropriate for a patient before coverage is granted.

Looking forward
Many specialty drugs offer meaningful therapeutic advances over existing treatments. However, if current 
trends continue, the high cost of specialty drugs will have a significant impact on overall health care spending 
and patients’ OOP costs. Pew is focused on identifying and evaluating policy options that balance the need to 
control overall health care spending with ensuring patient access to appropriate medications. 
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The Pew Charitable Trusts is driven by the power of knowledge to solve today’s most challenging problems. Pew applies a rigorous, analytical 
approach to improve public policy, inform the public, and invigorate civic life. 

For further information, please visit: 
pewtrusts.org/specialtydrugs
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