
INTRODUCTION 
The use of rapid Point of Care (POC) test devices using finger-prick blood as the sample source 

to screen for antibodies to HIV is increasing in both clinical and community care settings. 

Participation in an External Quality Assessment Scheme (EQAS) is recognised as critical for 

maintaining quality in pathology results. Therefore, testing sites offering POC HIV screening in 

Australia are required to participate in a nationally provided EQAS to ensure ongoing competency 

of testing staff. In a POC environment, whole blood EQAS samples more closely resemble the 

actual samples tested, as opposed to serum or plasma supplied to participants in sample tubes. 

NRL is committed to producing a whole blood POC EQAS for HIV testing to Australian 

laboratories in a format that is compatible and appropriate for non-laboratory settings. 

 

RESULTS continued 

Figure 2: 2014 HIV POCT EQAS participant results on the Alere Determine 

HIV-1/2 Ag/Ab Combo test 

 

 

 

 
 

 

Figure 3:  Performance of participants reporting results for the 2014 HIV    

      POCT EQAS 
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OBJECTIVES 
In 2014 NRL distributed a HIV Whole Blood POC EQAS to 16 participants around Australia with 

the following objectives: 

 Provide a meaningful EQAS experience for participants 

 Assess the performance of the whole blood sample in the field 

 

METHOD 
Red blood cells were harvested from a whole blood donation by centrifugation and treated with 

a stabilisation buffer 

 Five aliquots of stabilised red blood cells were each individually combined with a different 

plasma specimen that had been fully characterised for HIV and designated a sample ID (A-E) 

 The whole blood samples were provided as 500µL aliquots in dropper bottles 

 5-member panels were distributed in 3 test events: May, August & November 2014 

Participants had 2 weeks to complete the testing and return their completed results forms (by 

fax or email) to NRL for analysis 

 A final report was emailed to all participants summarising the EQAS results 

 

 

RESULTS 

Figure1: 2014 HIV POCT EQAS participant results on the Trinity Biotech   

   Uni-gold HIV test 

 

 

DISCUSSION 
Throughout 2014 the majority of participants enrolled in the whole blood HIV POC EQAS were 

using the Trinity Biotech Uni-Gold HIV test, with a smaller number using the Alere Determine HIV-

1/2 Ag/Ab Combo test. In total, 5 HIV antibody positive samples and 10 HIV antibody negative 

samples were provided throughout the year.  

There were no false negative results reported by participants using either rapid test kit. Of the 4 

reactive results reported for HIV-negative samples on the Determine Combo, 3 of them came from 

one participant during test event 3. The results reported by this test site were reactive for all 5 

samples in the panel. This participant described the false positive samples as being weakly 

reactive, with the readers of the test scoring the result as reactive “just to be on the safe side”. The 

site’s participation in this test event highlighted a training opportunity to ensure that staff were 

reading the test strips correctly. The other false positive result occurred during test event 1, with a 

faint Antigen positive bar reported by one test site. The sample was negative for HIV-antigen by 

ELISA and also tested negative by NRL and at the other site using the Determine combo. 

To assess whether the whole blood EQAS samples were working effectively in the field we 

examined the number of invalid results obtained by participants. In total 15 samples were tested at 

16 different sites. The dropper bottle format is working well in the POC setting and the whole blood 

samples have remained robust through the test event windows, with only 2 invalid results reported. 

NRL has delivered an HIV EQAS that is robust and appropriate for use in POC settings. 

 

 

 

 

A valid result is classified as the test kit control bar 

being reactive within the reading time specified by the 

manufacturer’s Instructions for Use. 

In total 180 samples were tested by participants in 

the 2014 HIV POCT EQAS. There were 2 invalid 

results reported and 178 valid test results reported by 

participants.  
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Five HIV positive samples and 10 HIV 

negative samples were provided to 

participants during 2014. In all cases 

where a valid Trinity Biotech Uni-gold 

HIV test was performed on a positive 

sample a reactive result was reported. 

For the negative samples there was 

one reactive result reported, which 

was found to be a transcription error, 

and 3 occasions where no result was 

reported on the sample results form 

returned to NRL. 

Five HIV positive samples and 10 HIV 

negative samples were provided to 

participants during 2014. There were no 

false negative results reported by 

participants using the Alere Determine 

HIV-1/2 Ag/Ab Combo test, although 

there were 4 occasions where an HIV 

antibody-negative sample was reported 

as reactive 

Figure 4: Field performance of whole blood samples tested in the 2014  

   HIV POCT EQAS 

Complete

Incomplete for 1
or more

The vast majority of participants (13/16) 

reported results on fully completed result forms 

for all three test events. Three participants 

obtained the expected result for a sample,  but 

did not report a test interpretation on the 

sample results form.  
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