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Abstract
Objectives：To identify regulatory framework for approval of PET drugs in Korea
Method：interview and literature survey
Results：In Korea Good Manufacturing Practice (GMP) regulations specific to radiopharmaceuticals, 
including PET (Positron Emission Tomography) drugs, under the Pharmaceutical Affairs Act was issued in 
August 2014, to be enforced on July 1, 2015, and its guidance was issued in December 2014. The new 
facilities to be established after July 1 of 2015 have to be compatible with this new regulation and already 
established facilities have two years grace period until June 30 of 2017. During this period, the regulatory 
authority will inspect all of the production sites which hold or submit approvals of radiopharmaceuticals.
　　As of September 2015 in Korea, there are 7 commercial companies and 15 hospitals and institutes 
which have approvals of PET drugs mainly FDG, and these companies and/or hospitals can supply PET 
drugs outside institutions.
　　In this article we introduce the Korean regulations of development and approval of radiopharmaceuticals.
Conclusion：The Korean regulatory authorization policy for radiopharmaceuticals are to some extent 
similar to the policy which the U.S. regulators set as the new regulations of PET drug. It is expected that 
the situations of production sites in Korea are to be improved through actual discussions among regulators 
and PET community through the process of actual inspection.
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1．Introduction 2．New drug authorization to and 
supply from medical institutions
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3．Manufacturing standard of 
radiopharmaceuticals in Korea

3.1　 Enforcement of radiopharmaceuticals 
GMP and its contents
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3.2　 Background story until the issue of 
Radiopharmaceuticals-GMP

Table 1　Comparison of GMP regulations for PET drugs of U. S. Korea and Japan

U. S. Korea Japan
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3.3　 Characteristics of quality assurance 
of radiopharmaceuticals

4．Required data for the conduct 
of clinical trial until NDA

4.1　Overall clinical trial regulations
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4.2　 Required nonclinical and clinical data 
for the conduct of clinical trial until 
NDA

Korean version of ICH-M3

●Guidelines for data required for IND

Table 2　Comparison among U. S., Korea and Japan of nonclinical and clinical data required 
for IND and NDA: Global/general and Local/Specific

U. S. Korea Japan

Global standard/General drugs

Local standard/Specific drugs
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●  Guidelines for nonclinical and clinical data 
required for NDA

●  Possibility of the use of foreign approved 
data

Table 3　Items of required data for NDAs of Rhxs in Korean guidelines for CTD
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●  2 CMC/STM required for NDA of PET 
drugs

5．Public health insurance coverage

6．Approval status of each PET 
drug
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Table 4　Regulatory approval and public health insurance coverage of each PET drug

FDG (Cancer imaging)

F-18 FP-CIT (dopamine transporter imaging)

F-18-FLT (lung cancer imaging)

F-18-NaF (Sodium Fluoride) (bone imaging)

C-11 acetate, C-11 methionine, N-13 ammonia

Amyloid imaging (Florbetapir (AV45, Amyvid TM), flutemetamol (F-18 version of C-11 PiB, Vizamyl TM), 
Florbetaben (AV1, Neuraceq TM))

DOTA agents (68Ga-dotatoc, dotatate, dotanoc)
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7．Imaging standardization and 
clinical trial network

8．Conclusion

Table 5　6 RP (radiopharmaceuticals) Centers of duchembio in Korea

Centers Supplied PET drugs
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방사성의약품제조및품질관리기준가이던스
방사성의약품제조및품질

관리기준가이던스

의약품의 임상시험 수행과 품목허가를 위한 비임상
시험 가이드라인

의약품 임상시험 계획 승인에 관한 규정

의약품의 품목허가 신고 심사 규정

최윤영 장수진 박
순아 김석기 송호천 한양대학교병원 핵의학과
분당차병원 핵의학과 원광대학교병원핵의학과 국
립암센터 핵의학과 전남대학교병원 핵의학과 종
양환자에서
대한핵의학회절차지침
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