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The trend of U.S. regulations 
  concerning PET examination

Chieko Kurihara
Molecular Imaging Center, National Institute of Radiological Sciences

Abstract
　　United States (U.S.) Food and Drug Administration (FDA) issued the report on the Clitical Path 
Initiative in 2004 in which they mentioned imaging technology as one of the tools for assessment of 
biomarkers of drug efficacy, which should facilitate clinical development. Additionally the FDA issued 
several guidances to facilitate development of imaging diagnostic drugs and regulations for PET (Positron 
Emission Tomography) drug specific Good Manufacturing Practice (PET drug GMP). Actually in the U.S., 
medical/research institutions and companies have been developing various PET drugs aiming at regulatory 
approval and public health reimbursement coverage. This article reports such situations in the U.S., 
considering related situations in Japan.
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1．Regulatory framework 
of PET drugs

RDRC program 

Fig. 1　Constructions of guidance documents by FDA concerning medical 
imaging drug development and radioactive drug clinical research
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    C: Functional, Physiological, or
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Drug development Basic, exploratory clinical research

GMP

Collaboration
between

industry and
academia

Collaboration
between
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academia

- Basic clinical research to determine the 
metabolism of drug or human 
physiology, the pathology, and the 
biochemistry, without immediate 
therapeutic or diagnostic intention or 
intention of efficacy/safety assessment 
of a therapeutic/diagnostic drug 

- Mass Balance study 
- Molecular imaging studies to 

investigate biochemical processes
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－  In whole body; active blood-forming organs; 
lens of the eye; and gonads: 3 rem (30 mSv) 
for single dose; 5 rem (50 mSv) for a cumu-
lative annual dose

－  In other organs: 5 rem (50 mSv) for single 
dose; 15 rem (150 mSv) for a cumulative 
annual dose

IND framework 

 Manufacturing standard 
(GMP and USP823) 
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RDRC and IND 

2．Aiming at FDA approval 
of PET drugs
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3．Promoting development of 
diagnostic drugs and devices

4．Public insurance coverage 
and accreditation of imaging 
facilities
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5．Clinical Trial Network



Clin Eval 43

－W43－

6．Conclusion

Fig. 2　“Central IND” strategy by SNM (now SNMMI)

Company A
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Food and Drug Administration

Company B
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US-SNM
Biomarker  “x”
US-SNM
Biomarker  “x”

INDIND

Manufacturing
site

Drug Master FileDrug Master File

CMC (Chemistry, 

Manufacturing and Control)Manufacturing and Control)

“Central IND” by SNM

•First, open protocol without detailed description of each therapeutic drug, and
  then protocol amendment for detailed description of each protocol.

Table 1　SNM, Imaging CRO, therapeutic industry ─ Each role and collaboration

US-SNM

Imaging CRO

Therapeutic
drug company
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