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Background HSV infections during pregnancy are generally 
asymptomatic and associated with high rate of neonatal morbidity 
and death. Differential serologic diagnosis of HSV infections in 
pregnancy is important for the correct assessment of the infection 
status. The aim of this study was to evaluate the performance of 
Roche Elecsys® assays for the type specific determination of HSV-1 
and HSV-2 IgG antibodies.
Methods A total of 800 samples obtained from sexually active 
adults (n = 300), pregnant women (n = 400) and herpes infection 
suspected patients(n = 100) were analysed using Roche Elecsys® 
HSV-1 and HSV-2 assays and commercially available Focus Diag-
nostics HerpeSelect, Radim HERPES S.V and Diasorin LIAISON 
type specific ELISA assays.

A commercially available Western Blot assay was used for the 
resolution of the discrepant results.

For further confirmation of the type specific detection perfor-
mance of the Elecsys® HSV-1 and HSV-2 assays 310 potentially 
cross reactive samples for HSV-2 and 123 samples for HSV-1 were 
analysed.
Results The Elecsys® HSV-1 IgG assay showed a relative sensitiv-
ity of 95.6 to 100%. The relative specificity was between 97.6 and 
100%. The Elecsys® HSV-2 IgG assay showed a relative sensitivity 
of 92.6 to 100%. The relative specificity was between 98.7 and 
100%. These assays exhibits excellent differentiation between 
HSV-1 and HSV-2 infections with no cross reactivity to other her-
pes viruses like CMV, VZV or EBV.
Conclusion The results obtained with the type specific Roche 
Elecsys® HSV-1 and HSV-2 assays indicate that these assays are use-
ful, specific and sensitive for the differential determination of HSV-1 
and HSV-2 IgG antibodies in serum or plasma samples. The advan-
tage of the Roche Elecsys® assays compared to ELISA based assays, 
is that these assays are rapid and can be performed in a fully auto-
mated process.

The PerforMance of Two IGG eLISa MeThodS To 
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Background Specimens collected in Pretoria for the FEM-PrEP 
study, a phase III trial on pre-exposure prophylaxis for HIV preven-
tion among African women, were tested for Herpes Simplex Virus 
type II (HSV-2). We present here the performance of the Focus 
HerpeSelect and Kalon HSV-2 gG2 ELISA.
Methods The HSV-2 infection was determined in 701 women at 
baseline with two IgG ELISAs: Kalon HSV-2 gG2 ELISA (Kalon Bio-
logicals Ltd.) and HerpeSelect HSV IgG ELISA (Focus Technologies). 
Participants were considered true positive for HSV-2 when specimens 
were reactive in both assays. In order to determine incident HSV-2 
infections during the study, specimens collected at final visit (i.e. after 
52 weeks/at product interruption visit) of participants being HSV-2 
seronegative at baseline were tested using the same assays.
Results At baseline, 287 and 315 positive results were found using 
the Kalon- and Focus assay, respectively. All Kalon positives were 
also positive in the Focus assay and considered to be true infections 
(initial prevalence: 40.9%). Of the 28 specimens positive with the 
Focus only, 10 of them became true positive at final visit. We there-
fore assume that the Kalon missed 10 infections and, the Focus 
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detected falsely 18 positives at baseline, resulting in a final HSV-2 
prevalence of 42.4% at baseline. At final visit, an additional 33 new 
infections were found. At baseline we obtained a sensitivity of 
100% (95% CI: 98.8–100) and 96.6% (95% CI: 93.9–98.4) and a spec-
ificity of 95.5% (95% CI: 93.1–97.3) and 100% (95% CI: 99.1–100) 
for Focus and Kalon respectively.
Conclusion Although our study confirms the assay performance 
findings of previous studies in Sub-Saharan countries, we found less 
pronounced differences in terms of sensitivity and specificity of 
both assays using the cut-off as prescribed by the manufacturers. 
The prevalence of HSV-2 found in our study corresponds to previ-
ously reported results.
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Introduction Cobas® 4800 HPV assay has been evaluated as a 
screening and triage application recently. The aim of this study was 
to evaluate the performance of the Cobas® 4800 HPV assay for the 
detection and identification of high-risk (HR) HPV genotypes after 
treatment of high grade lesion by comparison with the Hybrid Cap-
ture 2® (HC2), Amplicor (Amp), and Linear Array (LA) HPV tests.
Methods Four hundred and six PreservCyt® specimens from 
women undergoing management for a high-grade Pap abnormality 
were evaluated and results compared with the HC2, Amp, and LA 
HPV test results, in addition to histological diagnosis of a contem-
poraneously collected biopsy.
Results The sensitivity in detection of underlying high-grade his-
tological diagnosis by Cobas® 4800 HPV was 90.6%, for HC2 86.1%, 
whilst for Amp and LA 92.9% and 91.8% respectively. Restricting 
detection of Cobas® 4800 HPV to only types 16 and 18 resulted in 
sensitivity of 60.0%. Detection of HR genotypes by Cobas® 4800 
HPV showed a concordance of 86.9%, 96.1%, and 96.3% when com-
pared to HC2, Amp and LA respectively. Detection of HPV 16 and 
18 by Cobas® 4800 HPV showed a concordance of 97.3% and 99% 
respectively when compared to LA.
Conclusion The performance of Cobas® 4800 HPV was equivalent 
to the Amp and LA HPV tests for HR HPV detection. Cobas® 4800 
HPV identified more underlying histologically-confirmed high-grade 
lesions than the HC2 HPV test, with the added advantage of identi-
fying HPV 16 and 18 genotypes present.
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Background Cryptococcus meningitis immune reconstitution 
inflammatory syndrome (CM-IRIS) is a medical condition that 
complicates recovery from immunodeficiency as a result of anti ret-
roviral therapy (ART) in patients living with Human Immunodefi-
ciency Virus type 1 (HIV-1) in the sub Sahara Africa region.
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Methods This study investigated CD4 T cell immune activation 
based on intracellular IFN-γ and Ki-67 expression, after ex-vivo 
cryptococcal antigen stimulation of whole blood samples taken 
from HIV-1 positive adult patients infected with or without crypto-
coccal meningitis, initiated on ART.
Results In the CM positive group at pre-ART visit; stimulation 
with C.neoformans crude cell wall (CW) induced a significant 
increase in CD4 IFN-γ production (p < 0.05****), as compared to 
C.neoformans glucuronoxylomannan (GXM) polysaccharide anti-
gen (p < 0.05*), whilst C.neoformans mannoprotein (MP) stimula-
tion failed to induce greater than baseline IFN-γ expression. The 
effector memory T cell subset was the major contributor to the 
IFN-γ elevation exhibited in CW stimulated samples. Interestingly, 
T cell responses to CW were found to be significantly higher in the 
CM positive group compared to the CM negative group (p < 0.05*). 
Furthermore, stimulation with CW and GXM exhibited higher fre-
quency of terminally differentiated effector memory T cells 
(TDEMS) compared to either negative control or MP stimulation.
Conclusion Immune activation of CD4 T cells can be achieved by 
C.neoformans CW rather than purified MP antigen, by inducing the 
effector memory subset to produce IFN-γ.

BIoPLex® 2200 hIV aG-aB: an auToMaTed ScreenInG 
MeThod ProVIdInG dIScreeT deTecTIon of hIV-1 P24, 
hIV-1 anTIBody, and hIV-2 anTIBody
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Background Develop an automated HIV assay with 4th generation 
sensitivity that can report antibody and antigen results individually, 
and distinguish HIV-1 from HIV-2 positives.
Methods The BioPlex 2200 HIV Ag-Ab assay uses multiplex flow 
immunoassay to detect HIV-1 p24 antigen, HIV-1 antibody (Groups 
M and O), and HIV-2 antibody in a single reaction vessel using a 
mixture of four populations of dyed microparticles. Each popula-
tion is coated with a different HIV antigen or with p24 antibody. 
Results for each marker can be reported individually, and antibody-
reactive specimens can be typed as HIV-1 or HIV-2. Specimens with 
similar levels of HIV-1 and HIV-2 antibody reactivity are reported as 
reactive but undifferentiated.
Results of in-house testing: To assess specificity, 5239 samples of 
unknown risk were tested resulting in specificity of 99.83%. To assess 
sensitivity, known positive specimens (209 HIV-1 Group M, 21 HIV-1 
Group O, and 177 HIV-2) were tested and all were reactive. All HIV-1 
samples (209 Group M and 21 Group O) were correctly identified as 
HIV-1, and 153 of 177 HIV-2 samples were correctly identified as 
HIV-2. Of 24 that were undifferentiated, 18 could not be typed by 
Orgenics Immunocomb®. Among 26 commercial seroconversion pan-
els, BioPlex 2200 detected HIV-1 infection one donation sooner than 
Abbott Architect Combo HIV (4th generation) in three panels. In one 
panel, BioPlex 2200 missed one donation positive by Architect. Both 
tests gave equivalent results for 22 of the 26 panels.
Conclusion The BioPlex 2200 HIV Ag-Ab assay, which is currently 
in development, is highly sensitive and specific, and can also provide 
detailed screening results that will assist in identifying specimens 
from primary infection and HIV-2 positives and guide selection of 
of supplemental testing.

deeP MycoSeS In PaTIenTS InfecTed wITh huMan 
IMMunodefIcIency VIruS (hIV) In MonTeVIdeo, 
uruGuay
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Background Deep fungal infections have been a major cause of mor-
bidity and mortality in HIV-infected host, gaining importance due to 
their severity and poor prognosis. Because instituted  antiretroviral 
therapy in patients infected with HIV in the last decade, it is expected 
that the profile of the deep mycoses in our country has changed, 
despite the increase in cases of HIV infection registered. The objective 
of this study was to report the frequency of deep mycosis in a popula-
tion of HIV-positive patients in Montevideo, Uruguay.
Method The clinical fungal isolates obtained from biological sam-
ples, in HIV positive patients, processed in Section Mycology, Labo-
ratory of Pathology University Hospital, between 2008 and 2012. 
The diagnosis of deep mycoses, was established by conventional 
mycological study (direct examination and culture). This was com-
plemented by detection of antigen of Cryptococcus spp. in CSF 
samples, and direct immunofluorescence for Pneumocystis jirovecii 
in bronchoalveolar-lavage specimens.
Results Of 479 studies in HIV-positive patients, 248 were of cere-
brospinal fluid, 83-bronchioloalveolar washes, 42 biopsies, 36 
blood, 24 bone marrow, skin 20, and 26 belonged to other loca-
tions. 89 samples were found positive, of which 76 were from 
Cryptococcus spp.; 6 to Histoplasma capsulatum, Pneumocystis 
jirovecii 6 and 1 to Candida albicans isolated from the peritoneal 
fluid. Discussion: The frequency of deep mycoses was 18.6% of the 
samples studied. Cryptococcosis and meningo-encephalic presen-
tation was the most frequent (75% of samples positive for Crypto-
coccus spp.), histoplasmosis, and pneumocystosis represented 7% 
each of the total positive samples. The deep mycoses remains so 
similiar to previous periods in our country, persisting as a real 
problem in this population. The distribution of etiologic agents 
remained significantly unchanged as Cryptococcus spp. main 
exponent, but still keeps a significant decrease in the frequency 
and Pneumocystis jirovecii, Histoplasma capsulatum, and the 
absence of cases of aspergillosis.

nucLeIc acId aMPLIfIcaTIon TeST (naaT) dIaGnoSTIcS 
coMBIned wITh deLayed Neisseria GoNorrhoeae 
cuLTIVaTIon of naaT PoSITIVe SaMPLeS uSInG 
The eSwaB™ SySTeM - The SoLuTIon for fuTure 
GonococcaL anTIMIcroBIaL SuScePTIBILITy 
SurVeILLance?
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Background Antimicrobial resistance (AMR) in Neisseria gonor-
rhoeae (Ng) is a major public health problem worldwide. Nucleic 
acid amplification tests (NAATs) have rapidly replaced cultivation 
for detection of Ng. We have evaluated the ESwab system for NAAT 
diagnostics combined with delayed Ng cultivation of NAAT posi-
tive samples for gonococcal AMR surveillance.
Methods Based on clinical indications, a urethral, cervical or anal 
swab was collected from patients with purulent discharge. Gold 
standard for diagnosis was the APTIMA Combo 2 assay (Gen-
Probe). In another study, swabs from urine (UR) and urine sediment 
(US) were collected if Gram-negative diplococci were observed in 
direct smears. Flocked swabs were stored in ESwab Liquid Amies 
(Copan) at room temperature (RT) and 4°C and cultured after 1, 24 
and 48 hours.
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