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Out-of-Pocket Costs and  
Specialty Medications

Access to medically necessary healthcare is critical for successful patient outcomes, yet access 

is often impeded or blocked entirely by cost sharing. Despite its value as a tool to limit 

discretionary healthcare spending, cost sharing can create insurmountable barriers between 

patients and medications, diagnostic tests, office visits, surgery and other needed services. There are 

significant concerns that cost sharing limits access to medically necessary treatment for seriously ill and 

economically vulnerable patients and families.

This Issue Brief describes formulary tiers, explores the rationale for specialty drug tiers, and how OOP 

costs for specialty medications can reduce access to these drugs. The brief also examines the financial 

hardship that results from high OOP costs for specialty medications.

What are Specialty Tiers and What is Their Purpose?
Most commercial health insurance plans include at least some coverage for prescription medications. 
For Medicare beneficiaries, prescription drug coverage is obtained through a Medicare Part D drug 
plan or through a Medicare Advantage plan. The list of drugs that is covered under a commercial 
or federal health insurance drug plan is known as the plan’s “formulary.” Formularies can contain 
hundreds of medications, including relatively inexpensive generic drugs, as well as extremely costly 
brand-name medications. 

The formularies of most prescription drug plans categorize covered medications into groups called 
“cost-sharing tiers,” or “tiers,” and most plans have three to five tiers. In general, the lower formulary 
tiers contain less expensive, preferred generic drugs, and higher tiers contain more expensive 
medications. The highest tier on a drug plan’s formulary is often called the “specialty tier.” 
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Cost sharing—the amount of the cost of a prescription medication that is paid by the patient—is 
greater for drugs that are on higher formulary tiers. For example, a patient may have a $10 co-pay for a 
preferred generic drug on tier 1, but the coinsurance may be 33% or more for a drug on a specialty tier.

A typical 5-tier formulary is generally organized as follows:

The main purpose for categorizing prescription medications into formulary tiers is to encourage 
patients and providers to use the least expensive medications that are clinically appropriate and 
medically necessary. However, when patients need medications that are on the highest tier, and these 

medicines do not have generic equivalents, they are faced with high OOP costs.

How Do Drugs Get Placed on Specialty Tiers?
In recent years, there have been remarkable advances in drug development, including new treatments 
for certain cancers, autoimmune conditions, rare diseases and other life-threatening conditions. New 
medications for these conditions are often very expensive, and because of their high cost, these drugs 
are frequently placed on the specialty tier. These drugs are called “specialty medications.” 

There is no standard definition for a specialty medication, but these drugs typically have one or more 
of the following characteristics: They are expensive, they can be difficult to administer, they may 
require special handling such as temperature control and patients who take these medications may 
need ongoing clinical assessment to manage side effects. In Medicare Part D drug plans, specialty 
medications are defined as drugs that cost $670 per month or more.

 
Why Do Patients and Their Providers Choose Specialty Medications?

Although many patients can be effectively treated with low-cost generic medications, in some cases, the 
only drug that is effective is a specialty medication, or a high cost generic drug that is on the specialty 

T A B L E  1 .  
Structure of a Standard Formulary
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PATIENT OUT-OF-POCKET COSTS
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tier. In these cases, patients have no choice but to incur high OOP drug costs because there is no lower-
cost alternative. The table below illustrates how the need for a specialty medication impacts a patient’s 
annual OOP medication costs. A Medicare beneficiary with rheumatoid arthritis (RA) who can be 
effectively treated with a common generic drug could incur as little as $171 in OOP costs for her RA 
medication. However, if she did not respond to the lower cost drug and required a specialty medication, 
her annual OOP costs could be as high as $29,390. 

In contrast to RA, where clinicians often try to manage patients with low-cost drugs before moving 
to a specialty medication, in other conditions such as chronic myelogenous leukemia (CML), effective 
treatment can only be achieved with a specialty medication. For a Medicare beneficiary with CML, 
annual OOP drug costs can be as high as $49,969.

Given the choice, most 
Medicare beneficiaries would 
choose to incur low OOP 
costs for their medications 
if they provided effective 
treatment. However, for many 
patients who need specialty 
medications, there is no lower 
cost equivalent medication 
available.

 
How Do Patients Respond to the OOP Cost Burdens for Their Specialty 
Medications?

» PATIENTS ARE WORRIED ABOUT THE COST OF THEIR MEDICATIONS. Concern about how to  

     pay for expensive medications is a top priority for many Americans. When asked about many different  

     aspects of healthcare delivery and the healthcare system, a Kaiser Family Foundation survey showed  

     that the issue that comes out on top is making sure that high-cost drugs for chronic conditions, such as  

     HIV, hepatitis, mental illness and cancer, are affordable to those who need them. Seventy-six percent  

     of the public said this is a top priority.2

» HIGH OOP COSTS REDUCE ACCESS TO SPECIALTY MEDICATIONS. A growing body of research  

     shows that as OOP medication costs go up, patients’ access to needed medications diminishes. Not only  

     do high OOP costs reduce the likelihood that patients will initiate treatment, but among patients who  

     do fill an initial prescription for specialty medications, high OOP costs increase the likelihood that  

T A B L E  2 . 

HEALTH CONDITION DRUG

Rheumatoid arthritis Drug A - generic $171–$2,269

Rheumatoid arthritis

Chronic myelogenous leukemia

Drug B - specialty 

Drug C - specialty 

$3,760–$29,390

$4,978–$49,969

ESTIMATED ANNUAL OOP
COST FOR THIS MEDICATION

Note: Estimated annual OOP costs for a Medicare beneficiary living in Maryland who uses a retail
 pharmacy and does not receive a Low Income Subsidy to help with prescription medications.1
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     they will delay refilling their prescription, that they will stop treatment early, skip doses or cut pills to  

     make their prescriptions last longer.3,4,5,6

» HIGH OOP COSTS FOR SPECIALTY MEDICATIONS CAUSE FINANCIAL HARDSHIP. In addition  

     to the impact of high drug OOP costs on access to specialty medications, people with medical  

     conditions for whom these medications are frequently prescribed often experience severe  

     financial hardship that is linked to these costs.7,8 This hardship is caused by “financial toxicity” that  

     disproportionately impacts economically vulnerable, sick patients, further hindering their ability to  

     cope with, and recover from their health conditions and remain economically viable.9,10,11,12

The Bottom Line on Specialty Medications
PAN advocates for strategies that increase access to medically necessary medications among 
economically vulnerable patients by reducing their out-of-pocket drug costs. PAN believes that all 
health conditions have at least one highly effective innovator drug that is not on a 

specialty tier.

The PAN Foundation

The PAN Foundation is an independent, national 501 (c)(3) organization dedicated to helping federally 

and commercially insured people living with life-threatening, chronic and rare diseases with the 

OOP costs for their prescribed medications. PAN provides the underinsured population access to the 

healthcare treatments they need to best manage their conditions and focus on improving their quality 

of life. Since its founding in 2004, PAN has provided nearly one million underinsured patients over $3 

billion in financial assistance through close to 70 disease-specific programs.

For more information about this Issue Brief, contact Amy Niles, Vice President of External Relations,  

at aniles@panfoundation.org.



JULY 2018 • ISSUE BRIEF 7:  OUT-OF-POCKET COSTS AND SPECIALTY MEDICATIONS 5

Supporting Literature 
 
1Medicare Plan Finder. Available at: https://www.medicare.gov/find-a-plan/questions/home.aspx (accessed July 5, 2018).
21Di Julio B, Firth J, Brodie M. Kaiser Health Tracking Poll: April 2015. Available at: https://www.kff.org/health-costs/poll-finding/kaiser-
health-tracking-poll-april-2015/
3Doshi JA Li P, Huo H, Pettit AR, Armstrong KA. Association of Patient Out-of-Pocket Costs With Prescription Abandonment and Delay in 
Fills of Novel Oral Anticancer Agents. J Clin Oncol. 2018 Feb 10;36(5):476-482.
4Li P, Wong YN, Jahnke J, Pettit AR, Doshi JA. Association of high cost sharing and targeted therapy initiation among elderly Medicare 
patients with metastatic renal cell carcinoma. Cancer Med. 2018 Jan;7(1):75-86.
5Doshi JA, Hu T, Li P Pettit AR, Yu X, Blum M. Specialty Tier-Level Cost Sharing and Biologic Agent Use in the Medicare Part D Initial 
Coverage Period Among Beneficiaries With Rheumatoid Arthritis. Arthritis Care Res (Hoboken). 2016 Nov;68(11):1624-1630.
6Doshi JA, Li P, Huo H, Pettit AR, Kumar R, Weiss BM, Huntington SF. High cost sharing and specialty drug initiation under Medicare Part 
D: a case study in patients with newly diagnosed chronic myeloid leukemia. Am J Manag Care. 2016 Mar;22(4 Suppl):s78-86.
7Chen Q, Jain N, Ayer T, Wierda WG, Flowers CR, O’Brien SM, Keating MJ, Kantarjian HM, Chhatwal J. Economic Burden of Chronic 
Lymphocytic Leukemia in the Era of Oral Targeted Therapies in the United States. J Clin Oncol. 2017 Jan 10;35(2):166-174.
8Altice CK, Banegas MP, Tucker-Seeley RD, Yabroff KR. Financial Hardships Experienced by Cancer Survivors: A Systematic Review. J Natl 
Cancer Inst. 2016 Oct 20;109(2).
9Zafar SY. Financial Toxicity of Cancer Care: It’s Time to Intervene. J Natl Cancer Inst. 2015 Dec 11;108(5).
10Ramsey SD, Bansal A, Fedorenko CR, Blough DK, Overstreet KA, Shankaran V, Newcomb P. Financial Insolvency as a Risk Factor for Early 
Mortality Among Patients With Cancer. J Clin Oncol. 2016 Mar 20;34(9):980-6.
11Ramsey S, Blough D, Kirchhoff A, Kreizenbeck K, Fedorenko C, Snell K, Newcomb P, Hollingworth W, Overstreet K. Washington State 
cancer patients found to be at greater risk for bankruptcy than people without a cancer diagnosis. Health Aff (Millwood). 2013 Jun;32(6):1143-
52.
12Banegas MP, Dickerson JF, Kent EE, de Moor JS, Virgo KS, Guy GP Jr., Ekwueme DU, Zheng Z, Nutt S, Pace L, Varga A, Waiwaiole L, 
Schneider J, Robin Yabroff K. Exploring barriers to the receipt of necessary medical care among cancer survivors under age 65 years. J Cancer 
Surviv. 2018 Feb;12(1):28-37.


