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LABORATORY EVALUATION OF RAPID HIV ASSAY

Kit Name:


Smart Check HIV WB Serum Test

HIV Kit Manufacturer:

GlobalEmed

Supplier:


Pantech


Address:


FF14 The Square, 250 Umhlanga Rocks Drive





LA LUCIA RIDGE





4320

Distributer:


As above

Kit renamed by distributor:
Smart Check HIV-1/HIV-2 Test

Type:



Immunochromatographic Test

       



Sandwich Immunoassay

Specimens recommended:
Serum





Plasma





Whole Blood


Claimed HIV types detected:
HIV 1 and 2

Controls provided:

Test control line on device





No other quality control

Kit Content:


Test device





Specimen droppers





Buffer

Required but not supplied:
Lancets





Capillary tubes





Disposable gloves





Sterile swabs





Timer





Time Duration of test:

15  - 20 minutes

Shelf life:


Of kit:

Expiry date





Of reagent:
Expiry date

Storage temperature:

15°C - 30°C

ASSAY ASSESSMENT

NUMBER OF SAMPLES

Tested:

Total:

500



Positive

250



Negative
250

Specimens tested:
Serum

Clarity of instructions:
Good

Ease of use:

Good

Time duration of tests:
15 - 20 minutes

Results:



Number Positive:
249 of which 17 (6.8%) were weakly positive on rapid kit

Number Negative:
232 

Number Invalid:
  19

Total:


500

False Positive:

1

False Negative:

0

Suitable for use in:
Clinic/Hospital Setting


Yes 

 


Central Laboratory:


Yes. 




Outpatient/Mobile clinic Setting:
Yes.

Statistics:

Sensitivity:
100%





Specificity:
99.57%




PPV:

100%
 (at the prevalence used in this study)




NPV:

99.57%
 (at the prevalence used in this study)

	
	Weak positives analysed as seperate variables
	Weak positives analysed as equivalent to positive

	Statistical test
	Result
	Interpretation
	Result
	Interpretation

	χ²
	P<0.0001
	Good association between ELISA result and Rapid result
	P<0.0001
	Good association between ELISA result and Rapid result

	Fisher's exact
	P=1.891E-142
	Good association between ELISA result and Rapid result
	P=1.385E-141
	Good association between ELISA result and Rapid result

	McNemar test
	One discordant pair
	1.0000
	

	Lambda
	0.9627
	96.27% probability that the rapid result will correctly predict the ELISA result.
	0.9957
	67.76% probability that the rapid result will correctly predict the ELISA result

	Kendall's Tau-b
	0.8431
	Weaker association between ELISA result and rapid result (from 77.58% to 87.12%)
	0.9958
	Good association between ELISA result and rapid result (from 99.47% to 99.58%)

	Stuart's Tau-c
	0.8704
	
	0.9947
	

	Somerr's D
	0.8712
	
	0.9957
	

	Pearson correlation
	0.7758
	
	0.9958
	


Comments:  These results indicate that at the 5% level, this rapid kit  performs almost as well as the ELISA gold standard.  A problem encountered was that 16 of the positive results, and one of the negative results were very weakly positive, with a test line that was difficult to detect.  When these results were analysed as separate variables, the tests of agreement between ELISA and the rapid kit showed weaker associations than when the weak positives were treated as equal to normal positive results.  In addition  19 of the kits were invalid showing no line.

WEAK POSITIVE RESULTS

	SAMPLE
	GENSCREEN HIV 1/2 v2
	VIRONOSTIKA UNIFORM II + O
	smartcheck

	 
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	RESULT

	RHT312
	13.158
	3.000
	0.228
	18.900
	2.835
	0.150
	w+

	RHT318
	13.158
	3.000
	0.228
	15.560
	2.334
	0.150
	w+

	RHT352
	13.158
	3.000
	0.228
	13.616
	2.873
	0.211
	w+

	RHT362
	19.608
	3.000
	0.153
	14.218
	3.000
	0.211
	w+

	RHT415
	13.242
	2.026
	0.153
	14.218
	3.000
	0.211
	w+

	RHT455
	20.408
	3.000
	0.147
	14.218
	3.000
	0.211
	w+

	RHT457
	14.732
	2.799
	0.190
	18.220
	2.733
	0.150
	w+

	RHT461
	14.189
	2.696
	0.190
	20.000
	3.000
	0.150
	w+

	RHT463
	15.789
	3.000
	0.190
	19.053
	2.858
	0.150
	w+

	RHT483
	20.408
	3.000
	0.147
	11.834
	2.497
	0.211
	w+

	RHT491
	15.789
	3.000
	0.190
	20.000
	3.000
	0.150
	w+

	RHT492
	15.789
	3.000
	0.190
	18.553
	2.783
	0.150
	w+

	RHT495
	15.789
	3.000
	0.190
	20.000
	3.000
	0.150
	w+

	RHT497
	15.789
	3.000
	0.190
	17.047
	2.557
	0.150
	w+

	RHT500A
	10.942
	2.079
	0.190
	20.000
	3.000
	0.150
	w+

	RHT398
	0.085
	0.013
	0.153
	 
	 
	 
	W+


SERUM DILUTION SERIES

	SAMPLE
	GENSCREEN HIV 1/2 v2
	VIRONOSTIKA UNIFORM II + O
	smartcheck

	 
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	RESULT

	1:10
	18.404908
	3.000
	0.163
	 
	 
	 
	+

	1:10
	18.404908
	3.000
	0.163
	 
	 
	 
	+

	1:20
	18.404908
	3.000
	0.163
	 
	 
	 
	+

	1:20
	18.404908
	3.000
	0.163
	 
	 
	 
	+

	1:40
	18.404908
	3.000
	0.163
	 
	 
	 
	+

	1:40
	18.404908
	3.000
	0.163
	 
	 
	 
	+

	1:80
	18.404908
	3.000
	0.163
	 
	 
	 
	+

	1:80
	18.404908
	3.000
	0.163
	 
	 
	 
	+

	1:160
	18.404908
	3.000
	0.163
	 
	 
	 
	neg

	1:160
	18.404908
	3.000
	0.163
	 
	 
	 
	neg

	1:320
	18.404908
	3.000
	0.163
	 
	 
	 
	neg

	1:320
	18.404908
	3.000
	0.163
	 
	 
	 
	neg


The results were reviewed and approved by:
Adrian J Puren Deputy Director, Virology







18/08/2003
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World Health Organization Collaborating Centre




      complies with

for Haemorrhagic Fevers & Arboviral Diseases




      ISO Guide 25

Member of the Regional EPI Laboratory Network




      No. M 0029


in the capacity of a Regional Reference Laboratory

