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Insurance coverage of PET drugs and 
imaging accreditation in the U.S.
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Abstract
　　In the U.S. (United States), for public insurance coverage of PET (Positron Emission Tomography) 
imaging procedures, not only FDA (Food and Drug Administration)-approval of PET drugs and PET 
imaging devices, but also imaging facility accreditation is required, for the public healthcare insurance 
coverage by the CMS (Center for Medicare & Medicaid Services). Here we introduce the policy and 
framework in the U.S. towards evidence-based decisions concerning public healthcare insurance coverage, 
including the recent situation of a new PET drug used for imaging beta amyloid plaques in adults with 
cognitive impairment.
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Translation

PET drug regulations in the U.S. — Building from bench to bedside —



臨床評価

－W64－

1．New drug approval and 
insurance coverage

CMS 
(Centers for Medicare & Medicaid Services)

bold letters and underlined

CED 
(Coverage with Evidence Development)

CAD 
(Coverage with Appropriateness Determination)

CSP (Coverage with Study Participation)

Table 1　The situation of CMS coverage of PET drugs in the U.S.

FDA approvals CMS coverage

Included in USP & approved by the FDA

Included in USP  & not approved by the FDA

Not yet included in USP & approved by the FDA
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2．Expanded Medicare coverage 
of PET-FDG

3．Coverage consideration of 
beta amyloid imaging
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4．Ethical, social issues of early 
detection of AD

Fig. 1　Infographic of Amyloid Brain Imaging 
by SNMMI
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Table 2　Proposal by the CMS on the coverage of PET amyloid imaging (outline)
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5．Imaging accreditation 
by the IAC

MIPPA (Medicare Improve-
ments for Patients and Providers Act)

ACR (American College of Radiology)
IAC (Intersocietal Accreditation Commission)

JC (Joint Commission)
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6．Conclusion: Learning from 
the American Dream World

Acknowledgement

Table 3　Imaging accreditation by the IAC (July 2013)
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