
 

 
 
 

Proposed Changes to Part D Protected Classes Are Not Necessary -- 
Would Jeopardize Access to Needed Medicines for Vulnerable 

Populations 
 
 

A recently-issued proposed rule would erode coverage for certain classes of medicines in 
Part D. Since the program’s inception, there has been a recognized need for policies 
ensuring appropriate access to six specific classes of drugs (commonly known as the 
“protected classes”). Due to clinical considerations, Part D plans must cover “substantially 
all” medicines in the protected classes (antidepressants, antipsychotics, anticonvulsants, 
immunosuppressants for transplant, antiretrovirals and antineoplastics). Plans may 
continue to apply utilization management and may use tiered cost-sharing to prioritize use 
of certain medicines over others (when clinically appropriate). 
 
Despite Part D’s impressive track record –spending below projections; drug costs growing 
slower than per capita growth; premiums stable and lower than projected; reduced costs 
for other parts of Medicare – the Administration now proposes a substantial erosion of Part 
D coverage for medicines critical to treating serious conditions in vulnerable populations. 
The proposal is a sharp reversal of policy, unwise on clinical grounds and unwarranted on 
cost grounds.  
 
CMS should maintain its current, long-standing “protected classes” policy because— 
 
The Proposed Changes Would Jeopardize Access to Needed Medicines for Vulnerable 
Beneficiaries: Medicines in the six protected classes treat serious health conditions. 
Particularly among the most vulnerable beneficiaries—the frail, disabled or those with 
multiple chronic conditions—many medicines are not interchangeable. It is critical that 
beneficiaries have access to a full range of therapies.   
 
 Seemingly similar patients often respond differently to the same drug: while one 

patient will respond well, a similar patient will have no or a suboptimal response. Drugs 

in the same class often have different side-effect profiles as well, and patients are often 

best suited to one particular drug. 

 

o “Therapies in the six protected drug classes are not interchangeable, and 

patients with these conditions need access to the medication or combination of 



medications most effective in treating the condition based on factors unique to 

the individual.”  

-- Letter from 28 patient and provider organizations to Joint Select Committee on 

Deficit Reduction, 2011 

 

 Removing antidepressants, antipsychotics, and immunosuppressants for transplant 

rejection from protected status in Part D, as CMS has proposed, would jeopardize access 

by limiting coverage for some of the most vulnerable beneficiaries, many of whom 

receive the low-income subsidy (LIS).   

 

o CMS’ own analysis shows that whereas today a typical Part D formulary would 

include 23 generic and 7 brand antidepressants, and 18 generic and 9 brand 

antipsychotics, under their proposal plans could make available just 9 generic 

antidepressants and 6 generic antipsychotics.i 

 

 LIS beneficiaries tend to be in poorer health than other Medicare beneficiaries and 

require affordable access to a wide variety of medicines to meet their complex health 

needs. These individuals may be particularly susceptible to any treatment disruptions, 

and would be disproportionately impacted by the CMS-proposed reductions in 

coverage.  

 

o In 2011, 83% of Part D prescriptions for antipsychotics were filled by LIS 

beneficiaries. In the same year, 51% of Part D prescriptions for antidepressants 

were filled by LIS beneficiaries.ii 

 

 Restricting access – whether by increasing copays or limiting coverage – can 

significantly reduce adherence. Poorer adherence, in turn, leads to worse health 

outcomes and higher overall spending.  

 

o A recent study found that Medicare beneficiaries with schizophrenia with low 

adherence to antipsychotics required significantly more inpatient care.iii 

 

Part D Plans Already Have Effective Tools to Manage Costs in the Six Protected Classes: Part 
D plans have always been able to manage access to most drugs in the six protected classes. 
Plans use utilization management restrictions like prior authorization and step therapy to 
promote appropriate use or selection of certain products. Plans also structure and manage 
formularies to induce preferred pricing from manufacturers. CMS asserts this leverage is 
less than what might otherwise exist but provides no qualitative or quantitative evidence to 
support the assertion.  
 



 While CMS relies on “anecdote” to support its proposals, the evidence shows that Part D 

plans have successfully exercised utilization management authority, achieving high 

generic utilization within the six protected classes.  

 

o For example, 83% of all antidepressants used in Part D in 2011 were generics,iv 

demonstrating that Part D plans have effective tools with which to cut costs. 

 

o And when a generic substitute for a brand drug is available, the generic was used 

about 99% of the time.v   

 

 Moreover, analyses demonstrate that the protected class policy is a modest investment 

– but it has major implications for beneficiaries.  

 

o Overall, medicines in the protected classes account for roughly 12% of retail 

sales in Part D.  Of the 400 most commonly prescribed medicines in Part D in 

2011, 51 fall into one of the six protected classes, of which 38 were generic.vi 

 

o Accounting for generic substitution, the price of drugs in the six protected 

classes decreased by a cumulative 2% from January 2006 to December 2010.vii  

 

o As CMS itself has recently stated, the Protected Classes Safeguard Vulnerable 

Populations: “CMS instituted this policy because it was necessary to ensure that 

Medicare beneficiaries reliant upon these drugs would not be substantially 

discouraged from enrolling in certain Part D plans, as well as to mitigate the 

risks and complications associated with an interruption of therapy for these 

vulnerable populations.” 

-- CMS Medicare Prescription Drug Manual, 
Rev.10 (2010) 
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