


Clinical Performance: 
The overall sensitivity and specificity of the BD DirectigenTM EZ R S V  test for R S V  
when compared to culture were 80% and 92%, respectively. The performance 
characteristics of the BD DirectigenTM EZ R S V  as compared to cell culture for 
each specimen type are shown in Table 1. 

Table 1: Summary of the Performance of the BD Directigen EZ R S V  (EZ) Test 

Culture/ EZ 

Specimen Type n +/+ -/+ +/- 4- 

Nasopharyngeal 358 130 30 20 178 
Wash 

Nasopharyngeal 405 90 24 27 264 

Nasopharyngeal 162 28 6 1 1  117 
Aspirate 

SwabNVash 

Nasopharyngeal 286 20 20 10 236 
Swab 

Other Swabs’ 73 3 1 1 68 

Lower 51 5 1 1 44 
Respiratory 

(+) = RSV positive (-) = RSV negative (#) = number 

Compared to Culture for all Specimen Types 

Sensitivity (%) Specificity (%) 

86.7 85.6 
(95% CI) (95% CI) 

80.2 - 91.6 80.1 - 90.1 
76.9 91.7 

68.2 - 84.2 87.6 - 94.6 
71.8 95.1 

55.1 - 85.0 89.7 - 98.2 
66.7 92.2 

47.2 - 82.7 88.2 - 95.2 
75.0 98.6 

83.3 97.8 
19.4 - 99.4 92.2 - 99.9 

35.9 - 99.6 88.2 - 99.9 
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2 Two specimens not submitted for PCR testing; four specimens had insufficient quanity for PCR testing 
3 One specimen not submitted for PCR testing 

There were 82 specimens that were culture negative, BD DirectigenTM EZ RSV 
test positive. PCR testing was performed on 75 of the 82 specimens; a total of 
47 of the 75 specimens were positive by PCR. The uninterpretable rate for the 
BD DirectigenTM EZ RSV test was 0.0%. 

Overall performance of the BD DirectigenTM EZ RSV test is substantially 
equivalent’ to viral cell culture and DFA tests that were in use prior to May 28, 
1976 and to the BD DirectigenTM RSV test. 

The term “substantial equivalence” as used in this 510(k) notification is limited to the definition of 1 

substantial equivalence as found in the Federal Food, Drug and Cosmetic Act, as amended and 
as applied under 21 CFR 807, Subpart E under which a device can be marketed without pre- 
market approval or reclassification. A determination of substantial equivalency under this 
notification is not intended to have any bearing whatsoever on the resolution of patent 
infringement suits or any other patent matters. No statements related to, or in support of 
substantial equivalence herein shall be construed as an admission against interest under the US 
Patent Laws or their application by the courts. 
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