
January 24, 2019 
 
Administrator Seema Verma,M.P.H. 
Centers for Medicare & Medicaid Services  
Department of Health & Human Services  
P.O. Box 8013 Baltimore, MD 21244-1850  
  
Submitted electronically at: http://www.regulations.gov   
 Re: CMS-4180-P  
  
Dear Administrator Verma:  
  
On behalf of the Tourette Association of America, I am writing to express concerns about the proposal 
by Centers for Medicare and Medicaid Services (CMS) described in CMS-4180-P, and its impacts on the 
Six Protected Classes policy. While we share CMS’s concerns about the need to reduce drug spending, 
we ask you to reconsider this proposal due to its detrimental impact on the patient community.  
  
Founded in 1972, The Tourette Association of America (formerly known as the Tourette Syndrome 
Association) has emerged as the premier national non-profit organization working to make life better for 
all people affected by Tourette and Tic Disorders. We do this by: raising public awareness and fostering 
social acceptance; working to advance scientific understanding, treatment options and care; educating 
professionals to better serve the needs of children, adults and families challenged by Tourette and Tic 
Disorders; advocating for public policies and services that promote positive school, work and social 
environments; providing help, hope and a supportive community across the nation; and empowering 
our community to deal with the complexities of this spectrum of disorders.  
 
We want to acknowledge that CMS is working to address the affordability of prescription drugs for all 
patients, including Medicare beneficiaries. We support reasonable efforts to address the affordability of 
prescription drugs, but the changes to the protected class policy advanced in this proposed rule 
threaten the well-being of Medicare beneficiaries with chronic conditions, such as Tourette Syndrome.  
We appreciate that the Medicare Part D program has ensured that the full range of treatment options 
would be available and covered across six classes of medications – antidepressants, antipsychotics, 
anticonvulsants, immunosuppressants, antiretrovirals and antineoplastics. This policy has allowed 
Tourette Syndrome patients to access the antipsychotics and antidepressant treatment they need while 
keeping decisions on treatment plans in the hands of healthcare providers, maintaining the critical 
relationship between provider and patient.  
  
However, this CMS proposal threatens the established Six Protected Class policy by seeking a number of 
significant exceptions to the policy. By expanding utilization management tools further into the Six 
Protected Classes as tools to drive price negotiations, the proposed rule would put new  
barriers between patients and their medications and force stable patients taking medications in these 
categories onto new treatment regimens – regardless of their current positive health status.  Changing a 
stable Tourette Syndrome patient’s medications mid-treatment has the potential for loss of effect, 
increase in frequency and severity of tics, decline in academic and work performance, reduced quality of 
life and increase in severity of co-occurring disorder (such as Obsessive Compulsive Disorder, Attention 
Deficit Hyperactivity Disorder, depression and anxiety) symptoms.  In addition, the patient may face new 
adverse effects of medication, which could lead to non-compliance with medications, interruption of 



therapy or loss of effect.12  It is important to note that the majority of patients with TS also have 
psychiatric comorbid disorders34. These conditions can impact which medicines are prescribed for TS 
patients.   
 
Physicians for Tourette Syndrome (TS) patients utilize not only medications approved by the FDA for 
Tourette Syndrome (haloperidol, pimozide and aripiprazole), but also other antipsychotic or 
antidepressant medications when the patient has contraindications (eg heart disease, diabetes, 
hyperlipidemia) or cannot tolerate the side effects.  51% of adults report taking medication to help 
manage the symptoms associated with TS and 30% of adults note trying 5 or more medications to reach 
their current treatment plan5. If patients lose access to any of the medications currently utilized by 
physicians, many patients or their parents may choose no treatment.  This would be a huge step 
backwards for current treatment options for TS Patients. 
 
If this proposal is enacted, it could leave vulnerable patients to fight for the treatment they need.  
The Tourette Association of America urges you to reconsider the changes outlined in this proposal and 
retain current policy around Six Protected Classes. Thank you for the opportunity to provide comment 
and we appreciate your attention to this matter.  
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