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Dear Ms. Kim: 

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration 
(FDA) has completed its review of your petition for classification of the Influenza A/H5 (Asian 
Lineage) Virus Real-time RT-PCR Primer and Probe Set. This device is intended for the in vitro 
qualitative detection of Influenza A/H5 (Asian lineage) virus RNA either directly in patient 
respiratory specimens or in viral cultures for the presumptive laboratory identification of Influenza 
A/H5 (Asian lineage) virus. Testing with the Influenza A/H5 (Asian lineage) Virus Real-time 
RT-PCR Primer and Probe Set should be used in conjunction with other laboratory testing and 
clinical observations for the following indications: 

1. Providing epidemiological information for the surveillance of human infection with influenza A/H5 
(Asian lineage) virus 

2. Identifying patients who may be infected with iduenza A/H5 (Asian lineage) virus based on clinical 
. and epidemiological risk factors. 

The definitive identification of influenza A/H5 (Asian lineage) either directly from patient specimens 
or from viral cultures requires additional laboratory testing, along with clinical and epidemiological 
assessment in consultation with national influenza surveillance experts. Negative results do not 
preclude influenza virus infection and should not be used as the sole basis for treatment or other 
patient management decisions. FDA concludes that this device should be classified into class 11. 
This order, therefore, classifies the Influenza A/H5 (Asian Lineage) Virus Real-time RT-PCR Primer 
and Probe Set into class I1 under the generic name, Reagents for Detection of Specific Novel 
Influenza A Viruses. This order also identifies the special controls applicable to this device, and 
substantially equivalent devices of this generic type. 






