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Tel: +27 11 321 4200
Fax: +27 11 882 0596
E-mail : pivmail @niv.8c.28

Kit Name:
HIV Kit Manufacturer:
Address:

Distributor:

Type:

Specimens recommended:Serum, Plasma, and whole biood.

Intemet : hitp//www.niv.ac.za

Smart Check rapid HIV1&2
World diagnostics Inc.

Private Bag X4
2131 Bandringham
SOUTH AFRICA

Exscutive Director ; Barry D Schoub MB BCh MMed MD DSc FRCPath FCPath (SA) FRSSA!

World diagnostics Inc, 1101 king str, Suite 170, Alexandria, Virginia,

22314, USA

Pantach CC and AIDS solutions CC

Immunochrometographic.

Laterai flow membrane device

Cclloidal gold dye conjugate.

Claimed HIV Types detected:  HIV1, HIV2

Controls Provided:

Kit Content:

Required but not supplied:

Time Duration of test:

Shelf Life:

Storage Temparature:

Test control band on device.
No other quality control

20 test cassette devices

1 vial running buffer

20 disposable sample loops
Instruction leafiet.

Timer

Lancets for finger prick
Sterile swabs

Equipment for venipuncture

10 Minutes

Of Kit: Expiry date
Of Reagent: Expiry date

8-30°C.
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NUMBER OF SAMPLES
Tested: Total:

Positive:
Negative:

Specimens Tested:
Clarity of Instructions:
Ease of Use:

Time duration of tests:

Comments:

Resulits;

Number Positive:
Number Negative:
Total:

False positive:
False negative:

Suitable for Use in:

Statistics:

500
250
250

Serum
Excellent
Excellent
10 minutes

247
253
500

Clinical / Hospital Setting:
Central Laboratory:

Yes
Yes

Outpatient / Mobile Clinic Setting: Yes

Sensitivity: 98.8%
Specificity:  100%

(95%C: 97.45% — 100%)
(95%C!: 98.23% - 100%)

PPV 100% at the prevalence used in this study.

NPV: 98.8% at the prevalence used in this study.
McNemar tast statistic (S): 3.0000

DF: 1

ExactP28: 0.2500

Agymptotic P > §: 0.0833

Interpretation: At the 5% level, there i& no statistically

significant difference in the performance
of this rapid kit in the labaratory satting,
and the ELISA tests used as the gold
standard.
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Signature:

Name:
Capacity:
Date:

1l4:18 7112214263

Dr TM Marshall
Head Diagnostic Virology
30 April 2002.
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