[image: image4.png]\wvvvw %
S 27

S=7




[image: image2.png]'//A<=~

i\ g\\\‘

4

A

v

«S: W




NATIONAL INSTITUTE FOR VIROLOGY

Practice No. 5200768

_

Tel: +27 11 321‑4200


Private Bag X4

Fax: +27 11 882‑0596

Internet: http//www.niv.ac.za
           2131 Sandringham

E‑mali: nlvmail@niv.ac.za


SOUTH AFRICA

NATIONAL INSTITUTE FOR VIROLOGY

HIV ASSAY ASSESSMENT

PROTOCOL REVIEW
KIT NAME:
Smart Check HIV-1/HIV-2 (Whole Blood)
KIT MANUFACTURER:
Globalemed

SUPPLIER:
Pantech

ADDRESS:
Durban



South Africa

TYPE:
RAPID TEST DEVICE ‑ MEMBRANE 
…………….
Yes

                                                  OTHER

SPECIMENS WHICH CAN BE TESTED:

                                                 SERUM

Yes

                                                 PLASMA 

Yes

                                                   SALIVA / URINE 

No
                                                WHOLE…………………………………………………                        Yes

                                               0THER .......................................……………………………    

HIV TYPES DETECTED:                     HIV-1 and HIV-2
CONTROLS PROVIDED:
              TEST CONTROL . 
…………………………….. .    Yes

                                                                    HIV-1/2 CONTROL ……………………………………    No

KIT CONTENT:
             ADDITION OF SPECIMENS ONLY…………………...........  No

                                                               OTHER REAGENTS SUPPLIED TO BE ADDED ………  . Yes

                                                                LIST:  Developer solution

MATERIALS/EQUIPMENT:
No

REQUIRED BUT NOTSUPPLIED: ​

INSTRUCTION INSERT:
.......................
.....................

Yes
TIME DURATION OF TEST
...........  ( 10 minutes

SHELFLIFE:
OF KIT  :             18 months
                                                OF REAGENT:

STORAGE TEMPERATURE:
2-27 °C
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World Health Organization Collaborating Centre for Haemorrhagic Fevers & Arboviral Diseases

  
Member of the Regional EPI Laboratory Network in the capacity of a Regional Reference             Laboratory


NEGATIVE:
74

ASSAY ASSESSMENT

NUMBER OF SAMPLES

.


TESTED:
TO TA L
15 0



POSITIVE.
75



NEGA TI VE
75



PANEL:
16  dilutions


SPECIMENS TESTED:
Serum / Plasma / Saliva / Urine / Whole Blood


CLARITY OF INSTRUCTIONS
Excellent / Good / Fair /  Poor
 EA.SE OF USE:
                                             Excellent / Good / Fair / Poor
TIME DURATION OF TESTS:



(Including all steps)
( 10 minutes



COMMENTS:
Easy to use and interpret.

RESUL TS:



Number Positive.
75



Number / Negative:
75



Total
150



False positive:
0



False negative.
0



Panel results:
Positive to a 1: 640 dilution

SUITABLE FOR USE IN:       CLINICAL/HOSPITAL SETTING
. 
...                        Yes

                                                CENTRAL LABORATORY                                    ……………………                         Yes

                                                OUT-PATIENT/MOBILE CLINIC SETTING       …………………….                         Yes


COMMENTS:
Sensitivity‑ 100%

                                           Specificity‑ 100%

                                             Quantitative sensitivity ‑ Panel results of I :160 is within the range of the average rapid assays assessed at                                                            

                                             The N/V (1:40 – 1:160).

SIGNATURE:                    
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………………………………………………………………
  SIGNATURE:                                 Dr. N K Blackburn
 


CAPACITY
 Head Diagnostic Virology


DA TE.
 11 May 2001
  There is no statistical significance in the sensitivity and specificity calculation due to the small numbers assayed. These figures are guides to the potential of the assay only.

N.B. Please note that the results of this assessment do not imply approval or endorsement of this product by the National Institute for Virology and words to this effect may not be used for any promotional or advertising purposes whatsoever.

	SMART CHECK HIV-1/HIV-2                                   LOT:  J00507                                             MAY 2001
	

	
	
	
	
	
	
	
	
	
	
	
	

	POSITIVE BLOOD AND PLASMA
	
	
	
	
	
	
	
	

	SAMPLE
	GENSCREEN
	VIRO UNIFROM II+O
	MUREX RECOMB
	SMART CHECK

	ID
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	RESULT

	1766 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1766 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1767 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1767 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1768 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1768 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1769 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1769 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1770 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1770 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1771 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1771 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1772 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1772 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1773 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1773 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1774 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1774 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1776 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1776P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1778 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1778 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1781 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1781 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1782 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1782 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1789 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1789 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1792 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1792 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1793 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1793 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1799 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1799 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1800 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1800 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1801 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1801 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1802 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1802 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1803 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1803 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1804 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1804 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1805 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1805 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1806 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1806 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1807 B
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+

	1807 P
	15.873
	3.000
	0.189
	 
	 
	 
	 
	 
	 
	+


                        P=Plasma

                                   B=Blood

SMART CHECK HIV 1/HIV 2                                              LOT: J00507                                                         MAY2001

NEGATIVE BLOOD SAMPLES

	SAMPLE
	GENSCREEN
	VIRO UNIFROM II+O
	MUREX RECOMB
	SMART CHECK

	ID
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	RESULT

	1 B
	0.275132
	0.052
	0.189
	 
	 
	 
	 
	 
	
	-

	2 B
	0.333333
	0.063
	0.189
	 
	 
	 
	 
	 
	 
	-

	3 B
	0.26455
	0.050
	0.189
	 
	 
	 
	 
	 
	 
	-

	4 B
	0.238095
	0.045
	0.189
	 
	 
	 
	 
	 
	 
	-

	5 B
	0.31746
	0.060
	0.189
	 
	 
	 
	 
	 
	 
	-

	6 B
	0.291005
	0.055
	0.189
	 
	 
	 
	 
	 
	 
	-

	7 B
	0.222222
	0.042
	0.189
	 
	 
	 
	 
	 
	 
	-

	8 B
	0.285714
	0.054
	0.189
	 
	 
	 
	 
	 
	 
	-

	9 B
	0.343915
	0.065
	0.189
	 
	 
	 
	 
	 
	 
	-

	10 B
	0.280423
	0.053
	0.189
	 
	 
	 
	 
	 
	 
	-

	11 B
	0.232804
	0.044
	0.189
	 
	 
	 
	 
	 
	 
	-

	12 B
	0.269841
	0.051
	0.189
	 
	 
	 
	 
	 
	 
	-

	13 B
	0.349206
	0.066
	0.189
	 
	 
	 
	 
	 
	 
	-

	14 B
	0.322751
	0.061
	0.189
	 
	 
	 
	 
	 
	 
	-

	15 B
	0.306878
	0.058
	0.189
	 
	 
	 
	 
	 
	 
	-

	16 B
	0.248677
	0.047
	0.189
	 
	 
	 
	 
	 
	 
	-

	17 B
	0.259259
	0.049
	0.189
	 
	 
	 
	 
	 
	 
	-

	18 B
	0.285714
	0.054
	0.189
	 
	 
	 
	 
	 
	 
	-

	19 B
	0.291005
	0.055
	0.189
	 
	 
	 
	 
	 
	 
	-

	20 B
	0.253968
	0.048
	0.189
	 
	 
	 
	 
	 
	 
	-

	21 B
	0.322751
	0.061
	0.189
	 
	 
	 
	 
	 
	 
	-

	22 B
	0.328042
	0.062
	0.189
	 
	 
	 
	 
	 
	 
	-

	23 B
	0.301587
	0.057
	0.189
	 
	 
	 
	 
	 
	 
	-

	24 B
	0.243386
	0.046
	0.189
	 
	 
	 
	 
	 
	 
	-

	25 B
	0.359788
	0.066
	0.189
	 
	 
	 
	 
	 
	 
	-


POSITIVE SERUM SPECIMEN











	SAMPLE
	GENSCREEN
	
	VIRO UNIFROM II+O
	MUREX RECOMB
	
	SMART CHECK

	ID
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	RESULT
	

	11141/00
	24
	3.000
	0.125
	16.4835
	3.000
	0.182
	7.34247
	0.073
	0.536
	+
	

	11148/00
	24
	3.000
	0.125
	14.8846
	2.709
	0.182
	5.52577
	0.097
	0.536
	+
	

	11149/00
	24
	3.000
	0.125
	15.3077
	2.786
	0.182
	6.7
	0.080
	0.536
	+
	

	11150/00
	24
	3.000
	0.125
	13.4286
	2.444
	0.182
	7.76812
	0.069
	0.536
	+
	

	11151/00
	24
	3.000
	0.125
	12.7857
	2.327
	0.182
	6.96104
	0.077
	0.536
	+
	

	11268/00
	24.3902
	3.000
	0.123
	11.5158
	2.188
	0.190
	7.12121
	0.066
	0.470
	+
	

	11267/00
	24.3902
	3.000
	0.123
	14.6211
	2.778
	0.190
	7.58065
	0.062
	0.470
	+
	

	11168/00
	24.3902
	3.000
	0.123
	10.3474
	1.966
	0.190
	5.73171
	0.082
	0.470
	+
	

	11170/00
	24.3902
	3.000
	0.123
	15.7895
	3.000
	0.190
	5.46512
	0.086
	0.470
	+
	

	11209/00
	22.2222
	3.000
	0.135
	18.4324
	2.728
	0.148
	5.875
	0.072
	0.423
	+
	

	11211/00
	22.2222
	3.000
	0.135
	16.027
	2.372
	0.148
	7.42105
	0.057
	0.423
	+
	

	11212/00
	22.2222
	3.000
	0.135
	20.2703
	3.000
	0.148
	8.46
	0.050
	0.423
	+
	

	11216/00
	22.2222
	3.000
	0.135
	20.2703
	3.000
	0.148
	5.640
	0.075
	0.423
	+
	

	11231/00
	28.0374
	3.000
	0.107
	20.5478
	3.000
	0.146
	6.2037
	0.064
	0.335
	+
	

	11233/00
	28.0374
	3.000
	0.107
	10.3483
	1.511
	0.146
	7.61364
	0.044
	0.336
	+
	

	11246/00
	28.0374
	3.000
	0.107
	15.4726
	2.259
	0.146
	5.58333
	0.060
	0.335
	+
	

	11247/00
	28.0374
	3.000
	0.107
	17.6840
	2.582
	0.146
	5.58333
	0.060
	0.335
	+
	

	11250/00
	28.0374
	3.000
	0.107
	18.8082
	2.746
	0.146
	4.52703
	0.074
	0.335
	+
	


POSITIVE SERUM SAMPLES CONTINUED

	SAMPLE

ID
	GENSCREEN
	
	VIRO UNIFROM II+O
	MUREX RECOMB
	
	SMART CHECK

RESULT

	
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	

	11252/00
	24
	3.000
	0.125
	16.4835
	3.000
	0.182
	7.44444
	0.072
	0.536
	+
	

	11257/00
	24.3902
	3.000
	0.123
	12.8316
	2.438
	0.190
	5.80247
	0.081
	0.470
	+
	

	11258/00
	24.3902
	3.000
	0.123
	15.2632
	2.900
	0.190
	7.12121
	0.066
	0.470
	+
	

	11262/00
	24.3902
	3.000
	0.123
	9.58947
	1.822
	0.190
	10
	0.047
	0.470
	+
	

	11263/00
	22.2222
	3.000
	0.135
	19.4392
	2.877
	0.148
	6.50769
	0.065
	0.423
	+
	


NEGATIVE SERUM SMAPLES

	SAMPLE
	GENSCREEN
	
	VIRO UNIFROM II+O
	MUREX RECOMB
	
	SMART CHECK

	ID
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	RESULT
	

	100952/00
	0.0917431
	0.020
	0.218
	
	
	
	
	
	
	-
	

	10955/00
	0.0779817
	0.017
	0.218
	
	
	
	
	
	
	-
	

	3575/01
	0.110092
	0.024
	0.218
	
	
	
	
	
	
	-
	

	10957/00
	0.0917431
	0.020
	0.218
	
	
	
	
	
	
	-
	

	10958/00
	0.0733945
	0.016
	0.218
	
	
	
	
	
	
	-
	

	10961/00
	0.114679
	0.025
	0.218
	
	
	
	
	
	
	-
	

	10962/00
	0.0688073
	0.015
	0.216
	
	
	
	
	
	
	-
	

	10977/00
	0.0576923
	0.012
	0.208
	
	
	
	
	
	
	-
	

	10101/00
	0.0288462
	0.006
	0.208
	
	
	
	
	
	
	-
	

	10999/00
	0.0542986
	0.012
	0.221
	
	
	
	
	
	
	-
	

	11003/00
	0.0995475
	0.022
	0.221
	
	
	
	
	
	
	-
	

	11004/00
	0.0723982
	0.016
	0.221
	
	
	
	
	
	
	-
	

	11005/00
	0.0859729
	0.019
	0.221
	
	
	
	
	
	
	-
	

	11007/00
	0.0542986
	0.012
	0.221
	
	
	
	
	
	
	-
	

	11008/00
	0.0361991
	0.008
	0.221
	
	
	
	
	
	
	-
	

	11011/00
	0.135747
	0.030
	0.221
	
	
	
	
	
	
	-
	

	11013/00
	0.0678733
	0.015
	0.221
	
	
	
	
	
	
	-
	

	11045/00
	0.0357143
	0.008
	0.224
	
	
	
	
	
	
	-
	

	11046/00
	0.0892857
	0.020
	0.224
	
	
	
	
	
	
	-
	

	11047/00
	0.0848214
	0.019
	0.224
	
	
	
	
	
	
	-
	

	11048/00
	0.0580357
	0.013
	0.224
	
	
	
	
	
	
	-
	

	11049/00
	0.0580357
	0.013
	0.224
	
	
	
	
	
	
	-
	

	11051/00
	0.0535714
	0.012
	0.224
	
	
	
	
	
	
	-
	

	11052/00
	0.0714286
	0.015
	0.224
	
	
	
	
	
	
	-
	

	11054/00
	0.0580357
	0.013
	0.224
	
	
	
	
	
	
	-
	

	11056/00
	0.0491071
	0.011
	0.224
	
	
	
	
	
	
	-
	

	11057/00
	0.052078
	0.078
	0.224
	
	
	
	
	
	
	-
	

	11058/00
	0.0446429
	0.010
	0.224
	
	
	
	
	
	
	-
	

	11060/00
	0.0803571
	0.016
	0.224
	
	
	
	
	
	
	-
	

	11061/00
	0.0748063
	0.014
	0.224
	
	
	
	
	
	
	-
	

	11062/00
	0.0401071
	0.011
	0.224
	
	
	
	
	
	
	-
	

	11065/00
	0.857143
	0.192
	0.224
	
	
	
	
	
	
	-
	

	11067/00
	0.111607
	0.025
	0.224
	
	
	
	
	
	
	-
	

	11070/00
	0.0714286
	0.016
	0.224
	
	
	
	
	
	
	-
	

	11073/00
	0.0840214
	0.019
	0.224
	
	
	
	
	
	
	-
	

	11074/00
	0.0848214
	0.019
	0.224
	
	
	
	
	
	
	-
	

	11075/00
	0.09375
	0.021
	0.224
	
	
	
	
	
	
	-
	

	11076/00
	0.178571
	0.040
	0.224
	
	
	
	
	
	
	-
	


NEGATIVE SERUM SAMPLES CONTINUED

	SAMPLE
	GENSCREEN
	
	VIRO UNIFROM II+O
	MUREX RECOMB
	
	SMART CHECK

	ID
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	RESULT
	

	11078/00
	0.0580357
	0.013
	0.224
	
	
	
	
	
	
	-
	

	11079/00
	0.0357143
	0.008
	0.224
	
	
	
	
	
	
	-
	

	11080/00
	0.0401786
	0.009
	0.224
	
	
	
	
	
	
	-
	

	11081/00
	0.0267857
	0.009
	0.224
	
	
	
	
	
	
	-
	

	11082/00
	0.0267857
	0.006
	0.224
	
	
	
	
	
	
	-
	

	11106/00
	0.144
	0.018
	0.125
	
	
	
	
	
	
	-
	

	11110/00
	0.0848214
	0.019
	0.224
	
	
	
	
	
	
	-
	

	11113/00
	0.0401786
	0.009
	0.221
	
	
	
	
	
	
	-
	

	11116/00
	0.0950226
	0.021
	0.221
	
	
	
	
	
	
	-
	

	11117/00
	0.0401786
	0.009
	0.224
	
	
	
	
	
	
	-
	

	11139/00
	0.526786
	0.118
	0.224
	
	
	
	
	
	
	-
	


SERUM TITRATION

	SAMPLE
	GENSCREEN
	
	VIRO UNIFROM II+O
	MUREX RECOMB
	
	SMART CHECK

	ID
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	OD/CO
	OD
	CO
	RESULT
	

	1:10
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:10
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:20
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:20
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:40
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:40
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:80
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:80
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:160
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:160
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:320
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:320
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:640
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	w+
	

	1:640
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	w+
	

	1:1280
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	

	1:1280
	17.1429
	3.000
	0.175
	
	
	
	
	
	
	+
	


P=PLASMA

B=BLOOD

_1114338410

