5843 Tl -SSR s S Vol. 58, Suppl.
202449 H Atomic Energy Science and Technology Sep. 2024

PEMHEGDHNIRRIAREES

B EREDS KB BRE, ST
(1. E F 4R R A BRA ] b st 100089; 2. B KR F RENL A B AR QU259 TR 5640 0F & rhots, dE5T 1024135
3. G O TE S Y TR ARG, L5 102413; 4. R T H ARG AR A R, L5 102413)

FEE: UMY R i 2k R R F N A RO ME 2= 0 A, S i RS W . MRy AR A T
TBAERE, 20214 6 1, BIRETRENA . BFHEH . B R4 5 &S5 S /\HZEEm(EHRME D
KR ALK (2021—2035 4F) ) CRTFR AL ) , %k o B A0S PR 25 0 0 7 ol % JR e B0 FRAR i #E S VR T, A
BN A EBLRFA & A Lok 3 1 B )07 3% & (0 BF 5 E i LA R A 3 [ T R I DR 3 0 F 5% 19 B
T TSP 24 W 0 B T T R, R T R IO M 2 0 T R R R L BIOIR, I T T 2 R ok 1 K e T T 2
T

SR B2 HIFIE 225 UM 25 R R BUIR;

FE 42K S: TL9Y; R816 XEkERERD: A X E4H S 1000-6931(2024)S2-0231-10

doi: 10.7538/yzk.2024.youxian.0400

Current Status and Future Perspective of Radiopharmaceuticals in China

DU Jin'*3, HUANG Xuhu**#, SONG Zhihao***, MA Chengwei**#, LI Hongyu>**
(1. China Isotope & Radiation Corporation, Beijing 100089, China; 2. CAEA Center of Excellence on Nuclear Technology
Applications for Engineering and Industrialization of Radiopharmaceuticals, Beijing 102413, China;
3. CNNC Engineering Research Center of Radiopharmaceuticals, Beijing 102413, China;
4. HTA Co., Ltd., Beijing 102413, China)

Abstract: The radiopharmaceutical is an essential component of nuclear medicine and serves as one of
the cornerstones for molecular imaging and precision medicine, which provides new means and
approaches for early diagnosis and treatment of diseases. The Mid- and Long-term Development Plan
(2021-2035) for Medical Isotopes (Plan for short) was jointly issued by eight state departments
including the China Atomic Energy Authority, the Ministry of Science and Technology and the National
Medical Products Administration in June 2021, which plays a positive role in promoting the
development of the radiopharmaceutical industry in China. In this paper, the latest development in the
new technologies and the construction of mass production capacity of medical radioisotopes and the
latest progress in the clinical translation of radiopharmaceuticals especially for those that have already
been conducted clinical trial studies since the release of the Plan were summarized. The new progress
has been made in the development of new technologies and the construction of mass production
capacity by using reactors and accelerators to produce medical radioisotopes such as Mo, '""Lu, *Cu,

103pq, 1231, 87r, 225Ac, etc. In recent years, with the support of national policies, the explosive progress
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has been made in the research and development, clinical translation of diagnostic and therapeutic

radiopharmaceuticals. The radiopharmaceuticals developed and under clinical translation in China are

mainly concentrated in the following categories: 1) central nervous system radiotracers for B-amyloid

plaques; 2) tumor imaging agents including novel PSMA, FAP, HER2, PD-L1 targeted radiotracers,

dual target radiotracers targeting oyp;-GRPR, ayp;-FAP, ayp;-CD13 etc., boramino acids based

radiotracers, and antibody such as Claudin18.2 based radiotracers; 3) theranostic radiopharmaceuticals
including AI'8F-PSMA-Q/['""Lu]Lu-PSMA-Q for prostate cancer and %Ga/!”’Lu-DOTA-IBA for tumor

bone metastasis; 4) 2''At and ?*’Ac-labelled radiopharmaceuticals for tumor targeted alpha therapy.

Meanwhile, the current status of radiopharmaceuticals under clinical trial, registration and marketing

authorization application in China was also briefly introduced. Multiple radiopharmaceuticals targeting

SSTR2, PSMA, FAP are currently undergoing clinical trial studies. Finally, the future perspective and

suggestions for the research and development of radiopharmaceuticals in China are discussed.
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Table 1 Diagnostic radiopharmaceuticals under commercial clinical development in China
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Table 2 Therapeutic radiopharmaceuticals under commercial clinical development in China
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