
the Cell & Gene Therapy Access Model for Sickle Cell Disease 

Dear Dr. Fowler: 

On behalf of the American Society of Hematology (ASH), thank you for the opportunity 
to provide comments on the Center for Medicare and Medicaid Innovation’s (CMMI) 
Cell & Gene Therapy Access Model (CGT Access Model) for Sickle Cell Disease (SCD). 
The Society commends the Innovation Center’s commitment to SCD and believes that 
all patients should have access to the most appropriate treatment options, inclusive of 
new and innovative gene therapies.  
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The Society believes framing these innovative gene therapies in the broader context of comprehensive 
care is critical for delivering whole-





• CT scans to assess for infections in the lungs or abdomen, or bleeding in the brain. 

• Bone marrow assessments including complete blood count (CBC) tests, reticulocyte count, 
lactate dehydrogenase (LDH) test, and hemoglobin electrophoresis. 

• Intensive pain management services. 

• After 30 days, post-discharge, the frequency of the above tests can be reduced to a twice-
weekly, blood-work-only regime, as determined by the physician and patient. 

• Comprehensive care, as noted above, including services provided by subspecialists, vision and 
dental care, mental health services, and any other therapies or services as deemed appropriate. 

 
After the initial follow up, ongoing care is absolutely essential to monitor engraftment and the patient’s 
overall status.  A care plan is necessary to monitor stability or progression of existing organ damage. 
Appropriate treatments and medications may include: 

• A brain MRI if initially indicated by a prior stroke or cerebral vasculopathy.  

• A liver MRI if initially indicated.  

• 



https://www.ashresearchcollaborative.org/s/about-the-data-hub/real-world-evidence-initiative
https://www.ashresearchcollaborative.org/s/about-the-data-hub/real-world-evidence-initiative


urge CMMI to develop a SCD comprehensive care model that is appropriate for those who do and 


