Observation of Inconsistent HIV-1 Viral Load Results from Roche

COBAS®AmpliPrep/COBAS®TagMan® and Hologic Aptima HIV-1 Quant Assays

M Shakirevanova J. Fu, B. Gu, M. Rasul, T. Ghattas, C. Mahle and J. Rakeman

Mew York City Department of Health and hents] Hygiene Public Hezlth Labaratory, Wew York, MY

Public Health Laboratory  NY&

New York City Department of Health & Mental Hygiene

BACKGROUND ™ RESULTS [ RESULTS [cont'd)

The Hologie Aptma HIV-1 Quant Aszay damigned for the
Panther zvstem (Panther) has a relatively large zpecimen
capacity, lower cost, and requires lsss hands-on and on-board
testing time compared to the Roche COBASEAmpliPrep
COBAS®TaghMan® HIV-1 Test (COBAS). The WYC Public
Health Laboratory (PHL) parformed HIV-1 viral load tastmg on
both instruments at differant times and observed dizcrapant
rezults.

The WYC PHL testad 945 patient specimens from Tune 2016
to December 2018, All specimens had been previously testad
HIV-positrve by the Alere Determme™ HIV-1/2 Ag/Ab Combo
or the INSTI® HIV-1/HIV-2 BRapid Anttbody Test. In
comphiance with the HIV-1 Diagnestic Testing Algonthm (1)
the same samples were tested at PHL by the Bio-Rad
EVOLIS™HIV 4th Genaration Combo Ab/Ag EIA (4th Gen
Combo) azsay and also by the ViroSeg HIV-1 Genotyping
Svstem Abbott (VireSeq) for antiretroviral drug resistance and
by the COBAS (COBAS) or Panther (Panther) instrument (zee
balow) for HIV-1 Viral Load.
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2136 zpecimens from presumptively new HIV cases or known HIV-pomitive but
treatment-naive patisntz were testad on the COBAS (June 1, 2016, to Apnl 4, 2007);

Table 1. Summary of Tasting Kezults.
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To address the mconsistent results from the HIV-1 Viral Load assay (Panther System) and the 4th Gen Combe,
additional tests were performed (Table 2). 8 of 20 samples ware ratrospectively tested on the COBASR (the kit
was unavailable for 11), and 7 of 9 (77 8%} showed a viral load of <20 ep/mL to 310 ep/mL. All 20 specimens
ware procezsed for HIV-1 genotyping. Although 13 of 20 showed no PCE product and the assay wasz not
completed, 7 (33%) were succezsfully genotvped by the HIV-1 ViroSeq assay. Out of theze 20 specimens, 13
available specimens were also tested with HIV-1 qualitative assay (Aptima® HIV-1 Qualitative Assayv, Hologic).
Seven were reactive (positive), while sight ware non-reactive (negative) (data not shown).
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