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New regulations of PET drugs in the U.S.
and the trends in FDA approvals
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Abstract
　　In the U.S. (United States), new regulations for PET (Positron Emission Tomography) drugs went into 
effect in June 2012, which enforced GMP (Good Manufacturing Practice) regulations specific to PET drugs 
(PET drug GMP) common between industries and medical/research institutions. Several medical/research 
institutions have obtained FDA (Food and Drug Administration) approvals for PET drugs under this new 
regulatory system.
　　In this first report of the series, we introduce the latest status of the PET community and regulatory 
environment in the U.S.
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Translation

PET drug regulations in the U.S. — Building from bench to bedside —
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1．Introduction 2．Historical background of 
the regulations of PET drugs 
in the U.S.

USP (United 
States Pharmacopeia)

GMP 
(Good Manufacturing Practice)

“PET is special”

“Patients are the same”

bold letters and underlined
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RDRC 
(Radioactive Drug Research Committee)

IND (Investigational New Drug 
application)

3．Updates of the regulations 
of PET drugs in the U.S.

NDA (New Drug Application) ANDA 

(Abbreviated New Drug Application)

Expanded Access IND

21 CFR (Code of Federal Regulations) 
212 (PET drug GMP)

USP823

SNM (Society of Nuclear Medicine)

SNMMI (Society of Nuclear Medicine and 
Molecular Imaging)
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Table 1　 Comparison of authorized status of PET drugs in Japan and in the U.S., at the time 
of May 2013: Approval as “established techniques” (See page W52 footnote 5) in Japan 
and Listing USP in the U.S.; regulatory approval status in Japan and in the U.S.
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[Explanations for the abbreviations used in Table 1]

505(b)(1)



臨床評価

－W52－

505(b)(2)

Box　Basic terms to understand the framework of the new system for PET drugs in the US

FDA

USP

SNM

SNMMI

NCI

NDA

ANDA

505(b)(1), 505(b)(2)
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NCI (National 
Cancer Institute)

IND

Expanded Access IND

RDRC

IRB

GMP

21 CFR 212 (PET drug GMP)

USP 823
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