
Possible ways of registering IVD staining kits

Specimen collection

Microscopy (Staining 
kits/solutions)

Culture method

Molecular Method Serology Method

Example: Gram stain, Acid 
fast stain, Methylene blue

Example: Chromagar Candida 
Agar, Chromagar MRSA, BHI 

Broth

Example: PCR Example: Ag, Ab detection
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Rule 5 Class A Rule 6 Class B/Rule 3 Class C

For staining microorganisms 
to facilitate visualization of 

structures and/or other 
intra/extracellular elements in 

biological tissues

Further examinations may be 
necessary to reach a definitive 

diagnosis.

Immunohistochemistry (IHC) 
staining classification is Class 

B or C

Rationale:
IHC is used to detect the 

presence of specific protein 
markers that can assist with 
accurate tumor classification 

and diagnosis. 

PLEASE TAKE NOTE:
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