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INTRODUCTION

HIVST has potential to increase access to and uptake of HIV testing, particularly among key populations. Many countries
have already or are planning to introduce HIVST. However, some concerns about the usability and performance of HIV
rapid diagnostic tests (RDTs) in the hands of self-testers have been raised. To address this issue and to inform WHO gui-
delines for release in December 2016, we summarize the available evidence.
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RESULTS

14 studies were included. HIV seropositivity among participants was high (median:14.6%).

QUADAS-2 quality critique assessment showed majority of studies were at low risk of bias and applicability.

Most studies (n=11/14) used oral fluid-based RDTs. While there is a wide range in sensitivity estimates, only 3 stu-
dies out of 14 had a sensitivity less or equal to 80%. Specificity estimates were consistently more than 94% across
all studies. Studies using blood RDTs reported higher sensitivity (96.4%-98.8%) compared to those using oral fluid-
based RDTs (65%-99.1%). Studies with lower sensitivity were generally among people with known HIV status and/or
using ART, and rural populations with lower literacy.

Estimates for studies using the same oral fluid test (n=10) were 94.3% (Cl 95% 90.6-96.7) sensitivity and 99.4%
(Cl 95% 98.6-99.8) specificity, similar to manufacturer’s indications, sensitivity of 91.7% and 99.9% specificity.

METHODOLOGY

We searched three databases and five HIV conferences for abstracts (January 1995-November 2015) on studies as-
sessing diagnostic accuracy and performance of RDTs used for HIVST. Review was restricted to studies reporting true/
false-positive and true/false-negative results. This data was used to calculate the sensitivity and specificity estimates in
comparison with reported reference standard testing strategy. Reference testing strategies were classified in accordance
with the WHO HIV testing strategies which consider the most recent national HIV prevalence. Sensitivity and specificity
estimates from studies using the same RDT for HIVST were pooled.

10 studies reported user error, 1/10 used fingerstick, 8/10 used oral fluid and 1/10 used both. Common errors in test
performance and conduct of test were the incorrect or incomplete swab of gums, and the inability or the misuse of
the buffer; errors in performance remain the same no matter the approach.

Studies using blood RDTs (0.86%-5.71%) had a higher proportion of invalids, compared to studies using oral-fluid
RDTs (0.06%-15.1%), except for a study in Singapore with 56.3% of invalids results, where participants were not able
to use a capillary tube to transfer the blood to the device.

All extracted data was then analyzed by type of specimen collection (oral fluid or fingerstick/blood), the HIV seropositivity
among study participants and type of approach (direct assistance or unassisted). We also described the errors in perfor-
mance and the number of invalids when using an HIV self-test. Quality of studies was assessed with QUADAS-2.

Definitions:
Table 1. RDTs used for HIV self-testing and reference standard testing strategy

Direct assistance: studies providing direct face-to-face information or support before, during or after HIVST, in addi- )
among studies (n=14)

tion to Instructions, package inserts and support tools included in the kit

Unassisted: studies where self-testers were only provided an HIVST kit information in the test kit box (e.g. instruc-
tions, package inserts) and provided numbers or links to support tool (e.g. hotline or multimedia instructions).

HIV counselling, linkage to care and referral information were not considered as HIVST assistance.
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