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CMS Issues Decision Limiting Coverage for Alzheimer’s Scans
Hedy S. Rubinger and Sari N. Bourne

The Centers for Medicare & Medicaid Services (CMS) issued a decision on September 27, 2013, in 
which it held that positron emission tomography (PET) amyloid-beta (Aβ) imaging would be covered 
only in limited circumstances based on CMS’s determination that there is insufficient evidence that 
use of this imaging is “reasonable and necessary” for diagnosing or treating Medicare beneficiaries 
with dementia or neurodegenerative disease. PET Aβ imaging is an Alzheimer’s Disease (AD) 
diagnostic tool used to determine if the brain contains Aβ, an indicator of AD.1  

CMS did acknowledge, however, that there is sufficient evidence that the use of PET Aβ imaging 
offers promise as a way to exclude AD in narrowly defined and clinically difficult differential 
diagnoses and to allow for the selection of patients in clinical trials based on biological, clinical, 
and epidemiological factors in order to seek better treatment or prevention strategies for AD As a 
result, CMS stated that it will cover one PET Aβ scan per patient through coverage with evidence 
development (CED) in clinical trials that must be approved by CMS and that meet certain criteria, 
including:

 ■ The trial’s objectives must be to develop better AD treatments or prevention strategies, 
identify subpopulations at risk for developing AD, or “resolve clinically difficult differential 
diagnoses where the use of PET Aβ imaging appears to improve health outcomes;”

 ■ The trial must be comparative and longitudinal, and involve subjects from appropriate 
populations;

 ■ If appropriate, the study should be prospective, randomized, and use postmortem diagnosis 
as the endpoint;

 ■ The trial must address at least one aspect of a certain list of questions, e.g., does the 
PET Aβ imaging result in “improved health outcomes,” which include avoidance of futile 
treatment or tests, improving or slowing the decline of quality of life, and survival; and

 ■ The trial should adhere to the timeframe listed in the approved clinical study protocol and 
follow certain standards of scientific integrity and relevance to the Medicare population, e.g., 
the study is well supported by available scientific and medical information or is intended to 
clarify or establish the health outcomes of interventions already in common use.

The full decision is available here.2  

1 See Alzheimer’s Association FAQ about Beta-Amyloid Imaging, available at: 
http://www.alz.org/documents_custom/hcp_faq_auc.pdf.

2 CMS, Decision Memo for Beta Amyloid Positron Emission Tomography in Dementia and Neurodegenerative Disease 
(CAG-00431N); available here:  
http://www.cms.gov/medicare-coverage-database/details/nca-decision-memo.aspx?NCAId=265.

http://www.cms.gov/medicare-coverage-database/details/nca-decision-memo.aspx?NCAId=265
http://www.alz.org/documents_custom/hcp_faq_auc.pdf
http://www.cms.gov/medicare-coverage-database/details/nca-decision-memo.aspx?NCAId=265


Attorneys at Law

www.agg.com Page  2

Legal Insight

©2013. Arnall Golden Gregory LLP. This legal insight provides a general summary of recent legal developments. It is not intended to be, 
and should not be relied upon as, legal advice.  Under professional rules, this communication may be considered advertising material. 

About Arnall Golden Gregory LLP

Arnall Golden Gregory, a law firm with more than 150 attorneys in Atlanta and Washington, DC, employs a “business sensibility” 
approach, developing a deep understanding of each client’s industry and situation in order to find a customized, cost-sensitive 
solution, and then continuing to help them stay one step ahead. Selected for The National Law Journal’s prestigious 2013 
Midsize Hot List, the firm offers corporate, litigation and regulatory services for numerous industries, including healthcare, life 
sciences, global logistics and transportation, real estate, food distribution, financial services, franchising, consumer products and 
services, information services, energy and manufacturing. AGG subscribes to the belief “not if, but how.®” Visit www.agg.com.

Atlanta Office 
171 17th Street NW
Suite 2100
Atlanta, GA 30363

Washington, DC Office 
1775 Pennsylvania Ave., NW,  
Suite 1000
Washington, DC 20006

To subscribe to future alerts, insights and newsletters: http://www.agg.com/subscribe/

not if, but how.®

Authors and Contributors

Hedy S. Rubinger 
Partner, Atlanta Office
404.873.8724
hedy.rubinger@agg.com

Sari N. Bourne 
Associate, DC Office  
202.677.4058
sari.bourne@agg.com


