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PET drug clinical trials and networking 
strategy for development
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Abstract
　　In the U.S. (United States), there are various activities to develop diagnostic PET drugs toward the 
use in medical practice being covered by healthcare insurance and also to make use of PET drugs for 
assessment of biomarkers for therapeutic drug development. In this second report of 3-part series, we 
introduce some of the strategic initiatives to promote multi-center clinical research and clinical trial 
network being facilitated by collaboration among academia, industry, and regulators.
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Translation

PET drug regulations in the U.S. — Building from bench to bedside —
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1．Strategy with NaF by National 
Cancer Institute (NCI)

NDAs (New Drug Applications)
ANDA (Abbreviated NDAs)

bold letters and underlined

DMF (Drug Master File)

2．NCI’s strategy of 
“Shared INDs”

LOA 
(Letter of Authorization)
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Table 1　NCI’s “Shared INDs”

[18F]-FLT ‒ proliferation

[18F]-FMISO ‒ hypoxia

[18F]-FES ‒ estrogen receptor

[18F]-Sodium Fluoride ‒ bone seeking

[Zr-89]-panitumumab ‒ EGFR directed

Fig. 1　Commercial FLT supply sites 5/2012
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3．SNMMI’s CTN
(Clinical Trial Network)

Fig. 2　Shared-IND strategy of NCI and centralized-IND strategy of SNMMI
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Table 2　Registration/validation and clinical trial in the SNMMI-CTN’s initiative

Fig. 3　Database Imaging Site Locations



臨床評価

－W60－

4．Initiative of Japanese Society 
of Nuclear Medicine
Scanner and manufacturing 
validation and networking
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Box　Basic terms to understand PET drugs development strategy by academia, industry 
and regulators in the U.S.

DMF (Drug Master File) 

CMC

CMC (Chemistry, Manufacturing and Controls)

LOA (Letter of Authorization／Letter of Access)

( The following terms are explained in the first piece of 
this series)
NDA
ANDA
IND
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