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Stakeholders within the Chain
·Scientists

·Clinicians

·Industry

·Regulators

·Public



History Background
·In 1998, State Drug Administration established;

·In 2003, Newly added functions

- Drugs (Including Chinese Crude Drugs, Processed 
Slices of TCMs, TCMs, APIs, Chemicals, Antibiotics, 
Biochemicals, Radiopharmaceuticals, Vaccines, etc.)

- Medical Devices 

- Food, Cosmetics, Health Food



Overall System
·SFDA

·31 Provincial FDA

·339 Municipal FDA

·2321 County FDA

·Rural Areas



Laws and Regulations
·Drug Administration Law

·Regulations for the Implementation of DAL

·Regulations for Blood Products

·Regulations for the Distribution and Vaccination of 
Vaccines

·Provisions on Drug Registration

·Good Clinical Practice



Laws and Regulations
·Regulations on Medical Devices

·Provisions on the Registration of Medical Devices

·Provisions on the Classification of Medical Devices

·Provisions on the Clinical Trials of Medical Devices



Standards System
·Chinese Pharmacopoeia

·1146 TCMs and Chinese Crude Drugs

·1967 Chemicals, antibiotics, biochemicals

·101 biological products



Chinese Pharmaceutical Industry
·4682 Chemical Drug Manufacturers;

·12591 Medical Device Manufacturers;

·Total output 667.9 billion RMB

·Exportation and Importation: 24.6 billion US dollars



Special Review Process on Class I 
New Drugs
·78 class I new drugs approved between 1998 to 2007;

·Class I new Drugs

- active ingredients which are extracted from plants, 
animals, minerals and other materials and have not 
been marketed in China;

- chemical drugs which have not been marketed 
domestically or internationally;

- new drugs with obvious clinical advantages for 
treating HIV/AIDS, malignant tumors and other rare 
diseases.



GLP and GCP in China
·In 1999, GLP promulgated.

·27 GLP labs certified.

·GCP certification scheme initiated since March 1, 2004.

·178 GCP institutes certified.



International Cooperation
·Sino-UK cooperation: MOU between SFDA and 

MHRA.

·Sino-US cooperation: MOA between SFDA and FDA.

·China-Japan-Korea Cooperation on the Information 
Sharing on Clinical Data.



Welcome to China




