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PROTOCOL REVIEW 
KIT NAME:


 Smart Check HIV-1/HIV-2 (Whole blood)

 HIV KIT MANUFACTURER:
 World Diagnostics Inc. 

SUPPLIER:


 Pantech S.A. PTY Ltd. 

ADDRESS: 


………………………………………………..……..





………………………………………………………….…….
TYPE: 



RAPID TEST DEVICE –MEMBRANE……………………….…    
 Yes 

OTHER. …………………………………………………..………..


SPECIMENS WHICH CAN BE TESTED: 

SERUM…………………………………………….………..……..….
 Yes

 PLASMA…………………………………………………………...….
Yes 

SALIVA/URINE………………………………………………….....…             
No 

WHOLEBLOOD………………………………………………..…..…
Yes 

OTHER……………………………………………………….....

HIV TYPES DETECTED:


 HIV-1 and HIV-2 

ANTIGENS:
The HIV antigen is obtained by recombinant technology using E.coli  DH-5cx and the plasmid HB101 as a vector. The vector carries within the gp 24, gp120/160, antigen subtype ”0" and HIV-2 antigens belonging to the viruses HIV-1 and HIV-2; those proteins. 

CONTROLS PROVIDED: 


TESTCONTROL………………………………………….…
Yes 

HIV-1/2CONTROL No ………………………………..
No

KIT CONTENT: 



ADDITION OF SPECIMENS ONLY ……….……..….
No 

OTHER REAGENTS SUPPLIED TO BE ADDED…..…..
Yes 

LIST: Developer solution 

MATERIALS/EQUIPMENT:  …………………………………………………………………………….……… 

REQUIRED BUT NOT SUPPLIED: …………………………………………………………………….………
INSTRUCTION INSERT: ……………………………………………………………………………….………...
Yes  

TIME DURA TION OF TEST:

 15 minutes 

SHELF LIFE: 



OF KIT: 18 months 

OF REAGENT:  ………………………………………..……. 

STORAGE TEMPERA TURE:

 4 –30ºC

ASSAY ASSESSMENT 

NUMBER OF SAMPLES 

TESTED:
TOTAL: 


150

POSITIVE: 

75 

NEGATIVE:

 75 

PANEL: 

10 dilutions 

SPECIMENS TESTED: 


Serum / Plasma / Saliva / Urine  / Whole Blood 

CLARITY OF INSTRUCTIONS:
 
Excellent / Good / Fair / Poor 

EASE OF USE:



 Excellent / Good / Fair / Poor 

TIME DURA TION OF TESTS: 

(Including all steps): 


± 20 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 CENTRANLLABORATORY   …………………………………………………

Yes 

OUT-PATIEN / MOBILE CLINIC SETTING  ………………………………
Yes 

COMMENTS: 

Sensitivity - 100% 

Specificity - 100% 

Quantitative sensitivity - Panel results of 1:640 are above the range of the average 

rapid assays assessed at the N/V (1:40- 1:160). 


SIGNATURE:

…………………………………………………………………………………..

CAPACITY:

 Head Diagnostic Virology 

DA TE:


 3 May 2000  
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