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Background 
The South African National Blood Service (SANBS) tests all donations for Treponema Pallidum (TP) antibodies 
using a TP Haemagglutination (TPHA) reagent on the Beckman Coulter PK7300 instrument. The TPHA test detects 
both IgG and IgM antibodies and further testing is performed using VDRL to discriminate between previous (IgG) 
and current (IgM) infections. As part of a tender process four TPHA Reagents were evaluated in 2015; Axis Shield 
TPHA (Bioweb), Spin React TPHA Automatic (Sitetech), BioRad OC2000 (BioRad), and MicroTrak Syphilis 
(Scientific Group). The BioRad OC2000 (BioRad) assay was recommended and implemented in October 2015. 
 
In September 2016 an urgent safety notice was released by BioRad and the BioRad OC2000 assay was withdrawn. 
In order to continue testing, the Spin React TPHA Automatic (Spin React) was put into routine use as it had already 
been evaluated by SANBS as part of the tender. 
 
The aim of this analysis was to compare the BioRad and Spin React results for the 6 months before and 6 months 
after the Spin React implementation. 
 
Methods 
Results for two periods April to September 2016 (BioRad) and October 2016 to March 2017 (Spin React) were 
compared. Sensitivity, specificity and proportion of active infections were calculated. Chi Square statistics were 
used to assess significance. 
 
Results 
During the respective 6 month periods under review 419400 and 409530 donor samples were tested on BioRad 
and Spin React. The BioRad specificity was 99.95% and Spin React was 99.94%.  There were 1653 (0.39%) and 
2086 (0.51%) repeat reactives (RR) (p<0.0005) respectively. 1437 (0.34%) and 1820 (0.44%) donations were 
confirmed positive (p<0.0005) and 310 (0.07%) and 395 (0.10%) tested VDRL positive (p=0.0005) on BioRad and 
Spin React respectively. 
 
Conclusion 
In the evaluation BioRad and Spin React reagents showed equal IgG (100%) and IgM sensitivity (66.7%). In the 6 
months following implementation of Spin React, confirmed TPHA reactives increased from 0.34% to 0.44% 
(p<0.0005). Active infections (VDRL positive) increased significantly from 0.07% to 0.10% (p=0.0005) indicating 
an increased sensitivity for both IgG and IgM with Spin React. The proportion of active infections detected by Biorad 
was less in relation to TPHA RR (p<0.005) due to the increased sensitivity of IgG positives. Specificity decreased 
by 0.01%. Although the increase in RR lead to an additional 433 (0.12%) units being discarded, an additional 0.02% 
VDRL positive units were detected and have prevented the issue of 85 potentially infectious units during the 6 
months since the implementation of Spin React. 
 


