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September 30, 2004

 
Sample Letter 
 
Mark B. McLellan, MD, PhD 
Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention:  CMS-4068-P 
PO Box 8014 
Baltimore, MD 21244-8014 
 
Dear Dr. McClellan: 
 
[organization name] submits the following comments on the proposed rule, “Medicare 
Program; Medicare Prescription Drug Benefit,” that was published in the August 4, 2004, 
Federal Register.   
 
§ 423.34 Enrollment process. 
The impact of this Medicare prescription drug benefit on dually eligible individuals, those 
who currently have drug coverage through the Medicaid Program, is of great concern. As 
Medicaid drug coverage ends for dual eligible individuals on January 1, 2006, disruptions 
in service are very likely for many. CMS must ensure that vulnerable beneficiaries, 
especially those who have mental illnesses, are enrolled in prescription drug plans (PDPs) 
before their Medicaid benefit ends. This can be done, either through auto enrollment in a 
plan with the ability to switch to another plan of choice, or by extending the deadline for 
switching coverage from Medicaid to Medicare. The deadline should be extended for at 
least six months, while outreach efforts are undertaken to educate and enroll vulnerable 
beneficiaries. Also, provisions must be included to ensure continuity of psychiatric 
medications in the transition from Medicaid to Medicare coverage. Changing medications 
used to treat mental illness is very difficult and harmful to the individual. Provisions are 
needed to ensure grandfathering of medications used to treat mental illnesses to minimize 
harm to individuals. 
 
§ 423.44 Disenrollment by the PDP.   
Allowing PDPs to disenroll individuals for “disruptive behavior” will effectively deny 
coverage for those who arguably need it most. This provision could be interpreted to 
permit exclusion of persons with dementia, mental illnesses, or mental retardation whose 
disruptiveness and lack of compliance arises from their illness or condition. Further, PDPs 
can use an expedited disenrollment process for disruptive behavior. Also, PDPs can refuse 
to reenroll an individual for an unspecified period of time. An individual who is disenrolled 
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from a PDP may enroll in another, although subject to a late enrollment penalty. These 
provisions must be removed. 
 
The language “materially misrepresents information, as determined by CMS, to the PDP 
sponsor that the individual has or expects to receive reimbursement for third-party 
coverage” is problematic. It is not clear that mistakes or inadvertent omissions would be 
excluded as criteria for disenrollment.  
 
§ 423.120 Access to covered Part D drugs. 
Use of formularies by PDPs or Medicare Advantage (MA) organizations must not be so 
restrictive as to preclude inclusion of branded medications for those who require them.   
Utilization management processes that restrict access to medications for certain 
conditions, such as mental illnesses, are detrimental to successful treatment. Therapeutic 
equivalency is imprecise and does not guarantee that one generic medication has the 
same effect as another or as the original branded product. The use of an open formulary 
for persons with mental illnesses is strongly encouraged. 
 
Subpart M – Grievances, Coverage Determinations, and Appeals 
Requirements in this section are overly complex and inaccessible to this vulnerable 
population. Many levels of internal appeal are required before an appeal can be made to 
an administrative law judge. Access to an administrative law judge is not always possible.  
Persons with mental illnesses and other severely impaired persons will have great difficulty 
navigating these complex and protracted processes. Simpler and quicker processes that 
require expedited review for immediate needs must be established.   
 
Thank you for the opportunity to comment on these proposed rules.   
 
Sincerely, 
 
 
 
xxxxxxx 
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