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     Dear Mr. Dolan, 

 

On behalf of myself and my colleagues, I would like to thank CMS for considering our 

proposal and scheduling a formal hearing on April 30th, 2019 3:00 pm – 4:00 pm ET.  

 

For the agenda of the meeting, we would like to discuss the following:  

 

1) The 2018 Cholesterol Guidelines supported by the following 12 medical 

organizations:  

AHA/ACC/AACVPR/AAPA/ABC/ACPM/ADA/AGS/APhA/ASPC/
NLA/PCNA Guideline on the Management of Blood 
Cholesterol 
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2) The 2019 Prevention Guidelines issued by American College of Cardiology 

and American Heart Association: 

2019 ACC/AHA Guideline on the Primary Prevention of 
Cardiovascular Disease 
 

 
 

3) The above guidelines were based on many longitudinal follow-up studies mostly 

funded by the NIH that showed CAC testing can significantly improve CVD risk 

assessment. It does so by downgrading or upgrading risk  

 

3.1)  On the one hand, CAC identifies individuals whose risk factors (e.g. high 

cholesterol) are not alarmingly high and they are currently categorized as 

Intermediate Risk, yet their coronary arteries have a great amount of calcification. 

Many in this group go on to have an adverse CVD event. CAC appropriately 

reclassifies them from Intermediate to High Risk.  

3.2)  On the other hand, there is a large group of people in the Intermediate Risk category 

whose calcium score is zero despite having risk factors. The new guidelines suggest 

deferral of statin therapy in these patients. This accounts for about 50% of the 

population that are currently recommended to take statin drugs based on their risk 

factors. Many of the Medicare population fall in this group, and our proposal (similar 

to the above guidelines) is to defer statin therapy in this group. This overtreatment 

has been demonstrated again and again in multiple studies as cited by the guidelines 

and SHAPE Task Force Report (citations attached). Adoption of a personalized 

approach based on CAC test can lead to reducing cost and potential side effects of 

these drugs, particularly in the elderly population. It is important to highlight that the 

net benefit of statin drug therapy is less persuasive as the age goes up. Therefore, a 

personalized approach to recommend therapy only to those with evidence of 

subclinical atherosclerotic cardiovascular disease (ASCVD) makes sense. 

 

4) Based on the indisputable evidence cited by the guidelines, all 12 leading national 

organizations (ACC/AHA/AACVPR/AAPA/ABC/ACPM/ADA/AGS/ 

APhA/ASPC/NLA/PCNA) have agreed to elevate CAC testing to a level II-a 

recommendation in Intermediate Risk patients. The II-a class applies to standard of care 

diagnostic and therapeutic actions that practitioners are urged to follow for best practices 



 
 

                                           

 

and to minimize legal consequences of malpractice lawsuits. Lack of reimbursement for 

such a critical test can lead to troubling situations both for patients and healthcare 

providers.   

 

5) In conclusion, we respectfully request that CMS consider National Coverage 

Determination (NCD) for CAC testing in primary prevention of CVD only in patients in 

the Intermediate Risk Category. In other words, we do not recommend CAC for mass 

screening. The guidelines are clear that CAC testing should be used for clinical 

indications in which a patient is categorized as Intermediate Risk and shared decision-

making between the patient and healthcare provider is warranted. 

 

 

I look forward to meeting you at the hearing on April 30th, 3:00 PM EST. 

 

 

Please find enclosed supporting documents along with the list of participants in person and 

via phone. 

 

Sincerely yours, 

On behalf of the SHAPE Task Force and Advisory Board, 

 

 

 

 

           Morteza Naghavi, M.D. 

     

     

     

     


