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Microdilution Minimum Inhibitory Concentration (MIC) Panels 
Microscan@ raplD/S plus rM Gram-Negative MICKombo Panels 
To determine antimicrobial agent susceptibility 
New antimicrobial - Nitrofurantoin 
Microscan@ raplDiS plus'" Gram Negative MIC/Combo Panels 

510(k) Summary: 
Microscan@ raplDiS plusrM Gram-Negative MIC/Combo Panels are designed for use in determining 
quantitative and/or qualitative antimicrobial agent susceptibility of colonies grown on solid media ofrapidly 
growing aerobic and facultative anaerobic gram-negative bacilli. 

The antimicrobial susceptibility tests are miniaturizations of the broth dilution susceptibility test that have 
been diluted in Mueller-Hinton Broth and dehydrated. Various antimicrobial agents are diluted in broth to 
concentrations bridging the range of clinical interest. Panels are rehydrated with water, after inoculation with 
a standardized suspension of the organism. After incubation in the WalkAway' SI System, or equivalent, for 
4.5 - 18 hours, the minimum inhibitory concentration (MIC) for the test organism is read by determining the 
lowest antimicrobial concentration showing inhibition of growth. 

The proposed Microscan@ rapIDiS plus'" Gram-Negative MICiCombo Panel demonstrated substantially 
equivalent performance when compared with an NCCLS frozen Reference Panel, as defined in the FDA 
document "Class I1 Special Controls Guidance Document: Antimicrobial Susceptibility Test (AST) Systems; 
Guidance for Industry and FDA", dated February 5,2003. The Premarket Notification (5  1 O[k]) presents data 
in support of the Microscan@ rapID/S plusrM Gram-Negative MIC/Combo Panel with Nitrofurantoin 

The external evaluation was conducted with fresh and stock Efficacy isolates and stock Challenge strains. 
The external evaluations were designed to confirm the acceptability of the proposed rapID/S plus'" Gram- 
Negative Panel by comparing its performance with an NCCLS frozen Reference panel. Challenge strains 
were compared to Expected Results determined prior to the evaluation. The rapID/S plus'" Gram-Negative 
Panel demonstrated acceptable performance with an overall Essential Agreement of >99% for Nitrolurantoin 
when compared with the frozen NCCLS Reference panel. 

Instrument reproducibility testing demonstrated acceptable reproducibility and precision with Nitrofurantoin. 
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Quality Control testing demonstrated acceptable results for Nitrofbrantoin. 
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