
Risk Levels of Entry Biological Materials and List of Measures for Quarantine and Supervision

Risk Level

Yes No No Yes

Scope of Biological Materials
Entry 
Quarantine 
Approval

Foreign 
Official 
Quarantine 
Certificate

Additional 
Declaration 
when 
Applying for 
Inspection

Port 
Inspection

Class A

Animal Pathogenic Microbes for Scientific Research in 
Classified Catalog of Animal Pathogenic Microbes (Order 
No. 53 of the Ministry of Agriculture in 2005)

Yes Yes No Yes
Animal Parasite, Animal-derived Infectious Substances 
(Including Organ, Tissue, Cell, Body Fluid, Excrement, 
Feather and Infectious Biosynthesis Bodies)

Strain (Virus Seed) for Registration, Inspection and 
Preservation of Animal VaccineEpidemic Disease Examination Blind Sample for 
International Comparison Experiment and Proficiency 
Testing

Class B

Experimental Animal of SPF Class and Above

Yes Yes No Yes

Genetic Materials of Experimental Animal of SPF Class and 
Above Including Seminal Fluid, Embryo and Ootid

Noninfectious Animal Organ, Tissue, Cell, Blood and Its 
Product, Secreta, Excreta and Extractive (Excluding 
Biological Materials from Experimental Animals of SPF 
Class and Above)

Class C

Diagnostic Reagent within Animal Body and Non-
commercial Diagnostic Reagent Containing Animal-derived 
Ingredients

Yes No Yes Yes

Gelatin for Scientific Research (Limited to Pig Skin Gelatin, 
Oxhide Gelatin and Fish Gelatin)

Yes No Yes Yes

Culture Medium Containing More than 5% of Animal-
derived Ingredients

No Yes No Yes

Organ, Tissue, Cell, Blood or Relavant Product, Secreta, 
Excreta and Extractive of Experimental Animal of SPF Class 
and Above

No Yes No Yes

Model Drosophila and Model Nematode for Experiment

Class D

Culture Medium Containing Less than or Equal to 5% of 
Animal-derived Ingredients

No No Yes Yes

Commercial IVD Reagents for Detecting Bioactive 
Substances Including Antigen-Antibody

Biochemical and Commercial IVD Reagents for Detecting 
Enzymes, Carbohydrate, Lipid, Protein, Non-protein 
Nitrogen and Inorganic Element

Continuous Cell Line of Animal from Commercial Cell Bank 
(ATCC, NVSL, DSMZ, ECACC, KCLB, JCRB, RIKEN)
Genetic Materials and Biosynthesis Bodies Excluded from 
Classified Catalog of Animal Pathogenic Microbes (Order 
No. 53 of the Ministry of Agriculture in 2005) Including 
Microorganisms, DNA/RNA of Non-pathogenic 
Microorganisms, Plasmid and Bacteriophage of 
Noninfectious Animals
Animal Interferon, Hormone, Toxin, Toxoid, Enzyme and 
Enzyme Preparation, Monoclonal (Polyclonal) Antibody, 
Antitoxin, Cytokine and Microsome

Animal Tissue, Organ and Iits Slice in Chemical 
Denaturation Treatment
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