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}Original proposal July 2005

}Delayed until 2006

}Delayed until 2007

}Promised for 2009

}Now expected March 2010 ?????
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1. All commercial products that meet definition of 
an IVD and are for therapeutic use are included

2. Similar format to procedure for Medical Devices

3. òHarmonisedó to GHTF Standards

4. Transition ð4 years
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}Register òkindó of IVD

üSame sponsor

üSame manufacturer

üSame Classification

üSame GMDN codes
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}Not released by TGA ðsaid to be same as GHTF

üClass 4 ðhigh public health risk

üClass 3 ðhigh personal risk or moderate public health risk

üClass 2 ðlow public health risk or moderate personal risk

üClass 1 ðno public health risk or low personal risk
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}Full performance evaluation by TGA

}All IVDs used for universal screening and 
confirmatory testing of blood supply and organs 
for donation
ƁHIV, HCV, HBV, syphilis
ƁCMV, IgG, dengue, malaria, West Nile virus, parovirus B19

}IVDs for general HIV or HCV testing
}Blood Grouping Reagents
ƁABO, Rhesus, Kell, Duffy, Kidd
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}Notification only but with fee

}General laboratory equipment
}Instruments (will be assessed with reagents)
}General reagents
}Specimen receptacles
}Prepared microbiological culture media (DCM 

is exempt)
}IVDs intended for export only
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}Default class for products not in another class

}IVDs for infectious diseases - self - limiting or not 
easily propagated

}Moderate individual risk ðresults not sole 
determinant of diagnosis or erroneous result not 
causing immediate danger

}Home use pregnancy or ovulation tests
}Examples: blood gases, H. pylori, hormones, 

vitamins, enzymes, metabolic markers, specific Igs
}Non-assay specific quality control IVDs ðwhere not 

assigned to specific IVD
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} IVDs for infectious diseases listed on Australian Notifiable Diseases List
} IVDs for sexually -transmitted diseases (mandatory audit)
} IVDs for infectious diseases where erroneous result could cause death or 

severe disability 
Ɓeg CMV, Chlamydia pneumoniae or MRSA

} IVDs for pre -natal tests for transmissible agents
Ɓeg Rubella or toxoplasmosis

} IVDs for human genetic testing
} IVDs for selection of patients for selective therapy and management 
Ɓeg cancer staging, personalised medicine

} IVDs for monitoring levels of medicines, substances or biological markers
Ɓeg cardiac markers, cyclosporin, prothrombin time testing

} Screening for congenital disorders in foetus
Ɓeg spina bifida, Downõs syndrome

} IVDs used only for monitoring diseases classified as Class 4
Ɓeg Hep B e antigen, IgM, syphilis RPR, Hep C quantitative NAT
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