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SIMPLEXA TM

• The Simplexa TM Flu A/B & RSV direct assay is a 
real-time RT-PCR system that enables the 
direct amplification, detection, and 
differentiation of human influenza A (Flu A), 
human influenza B (Flu B) and RSV viral RNA 
from unprocessed nasopharyngeal swabs that 
have not undergone nucleic acid extraction. 



RESULTS

• For each sample ID entered, software displays 
a result of “Detected”, “Not Detected", 
"invalid”, “EC500”, or “EC505” for each 
analyte. 



DETECTED/NOT DETECTED



ERROR CODES 

(EC500, EC505, INVALID)



EC500, EC505, INVALID

Invalid result resolution protocol

a. Centrifuge (2500 x g for 10-15 min) the original viral transport media specimen (no need to 

remove swab if present). 

b. After centrifugation, transfer 300 μL of the supernatant (do not to disturb the cellular pellet) into an 

appropriately labeled microcentrifuge tube. 

c. Perform a freeze-thaw cycle: 

i. Place microcentrifuge tube in a freezer (-70oC x 10-15 min). 

ii. Remove microcentrifuge tube and allow it to thaw. 

iii. Use 50 μL for the Simplexa Rapid Influenza and RSV by PCR test. 

iv. If the problem is unresolved, result the affected target as indeterminate. 

v. Notify the Medical/Technical Director and notify ordering physician. 



VALID VS INVALID INTERNAL CONTROL RESULTS  

INSTRUMENT SOFTWARE INTERPERTATION 

FOR Flu A, Flu B, RSV

Positive 

IC 0 or ≥ 25 

*Valid

IC NOT 0 or < 25

Invalid

Negative 

≥25 0 or ≤ 25

InvalidValid 

*Internal control can be 0 due to the positive specimen that used up all 

of the reagent. 0 IC is valid for positive results.



Examples of Valid Internal Control

Scenario Flu A Result Flu B Result RSV Result IC Result

0 0 0 35

15 0 0 38

0 25 0 0

0 0 14 0



Examples of Invalid Internal Control

Scenario Flu A result Flu B result RSV result IC result 

15 0 0 20

0 20 0 17

0 0 17 14



NOW THAT YOU HAVE COMPLETED THE POWER 
POINT, PLEASE TAKE THE QUIZ


