
 
 
 
 
August 21, 2013 

 

The Honorable Kathleen Sebelius 

Secretary  

Department of Health and Human Services 

P.O. Box 8010 

Baltimore, MD 21244-8010 

Re: Urgent Need for Better Reviews of Access to Needed Medications in Qualified Health 

Plans 

Dear Secretary Sebelius: 

We are writing this letter today to raise concerns about the federal government’s 

methodology for determining the adequacy of formularies in qualified health plans (QHPs) in 

Health Insurance Marketplaces in 2014.  

The NHC is the only organization of its kind that brings together all segments of the health 

community to provide a united voice for the more than 133 million people with chronic 

diseases and disabilities as well as their family caregivers. Made up of more than 100 national 

health-related organizations and businesses, its core membership includes approximately 50 

of the nation’s leading patient advocacy groups, which control its governance. Other 

members include professional societies and membership associations, nonprofit organizations 

with an interest in health, and major pharmaceutical, medical device, biotechnology, and 

insurance companies. 

The Centers for Medicare & Medicaid Services (CMS) requires health plans to cover at least 

the number of medicines in each United States Pharmacopeia (USP) category and class as the 

state’s EHB benchmark. The CMS counting methodology was designed to be an initial test 

for adequate coverage of prescription drugs. It was not intended to be the only mechanism to 

ensure appropriate access or nondiscrimination. Reliance on this approach will allow some 

plans to limit patient access to medications and yet still be deemed adequate by simply 

meeting the counting requirements. 

The CMS Counting Methodology Will Not Protect Patient Access to Innovative 

Medicines 

 

The NHC has many concerns about the counting methodology, which has several inherent 

flaws that impede its usefulness as an indicator of formulary adequacy. First, this approach 

does not distinguish between brand and generic formulations. Second, this approach does not 

account for combination therapies or time-release products. Most combination therapies or 

products with time-release technology will not be counted towards meeting EHB standards, 

leaving plans with less incentive to cover these products. 

 

Also, federal guidance is silent on the coverage requirements for drugs covered under a plan's 

medical benefit, such as intravenous (IV) or injectible drugs, with no standards to ensure 

adequate coverage of these medical-benefit drugs. Further, there are no specific guidelines on 

how to treat new drugs that enter the market in the middle of the benefit year. While plans 

have the flexibility to make a coverage decision on new drugs approved by the FDA mid-  
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year, they are not required to do so. Finally, USP does not include entire groups of medications; one notable 

example is that USP has no category or class for contraceptives. 

Recommended action steps: 

• Set additional QHP coverage requirements for “special” drug types that are not adequately protected by the 

CMS counting methodology, such as combination products for HIV/AIDS 

• Develop a mechanism to adjust plan drug counts provided by the CMS drug counting tool to consistently 

correct for problems related to physician-administered drugs, combination and extended release products, and 

products that do not have a USP class 

• Require health plans to review new drugs and make coverage decisions within a set timeframe 

Access to Prescription Drugs Is Determined by More than Coverage 

 

Factors such as tiering, cost sharing, and utilization management are ignored by the CMS counting methodology 

even though they have an enormous influence on whether patients can actually get needed medications. Currently, 

there are no standards for how plans should place drugs from a single class across tiers. Further, there are no 

requirements that a covered class of medications have even a single “preferred” drug. In Medicare Part D, CMS 

reviews tier placement and those reviews have helped ensure that Part D plans do not discriminate against 

individuals with certain conditions. Additionally, the cost sharing assigned to each tier is not limited in QHPs, so 

plans may have cost sharing at or above 50 percent coinsurance for higher tiers. Finally, there are no restrictions on 

use of utilization management, such as prior authorization, step therapy, and quantity limits.   

This lack of guidance will lead to plans with inadequate access to medications on their formularies. Even when 

plans meet the standard established by the counting methodology, a plan’s tiering, cost sharing, and utilization 

management rules are likely to result in insured patients who cannot access or afford their necessary prescribed 

medications. More intensive reviews of these elements of benefit design could ensure that plan enrollees have 

appropriate, affordable access to those medications that are covered by their QHP’s formulary. 

Recommended action steps:  

• Review combination of coverage, cost sharing, and utilization management when reviewing plan formularies 

• Require coverage of at least one preferred brand per class on a preferred tier 

• Establish maximum cost-sharing levels for higher formulary tiers 

The National Health Council is calling upon federal officials to issue stronger benefit requirements and better 

review of formularies for QHPs. We offer the following recommendations as concrete actions that you can take to 

increase the likelihood of QHPs developing formularies that meet the needs of all enrollees, including those living 

with chronic diseases and disabilities.  

No matter the path forward, the National Health Council asks for an open and transparent process for interested 

stakeholders to provide comment on the approved benefit designs.  

We would like to thank you for this opportunity to share our comments. The NHC supports your efforts to ensure 

that QHPs help to improve health care coverage. Please do not hesitate to contact Eric Gascho, our Director of 

Government Affairs, if you or your staff would like to discuss these issues in greater detail. He is reachable by 

phone at 202-973-0545 or via e-mail at egascho@nhcouncil.org. You may also reach me on my direct, private line 

at 202-973-0546 or via e-mail at mweinberg@nhcouncil.org. 

Sincerely, 

 

Myrl Weinberg, FASAE, CAE 

Chief Executive Officer 
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