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BACKGROUND

Hepatitis C virus (HCV) infection remains a global
health challenge, causing chronic liver disease and
approximately 400,000 deaths annually, with a high
burden in low- and middle-income countries (LMICs).
Anti-HCV detection is a standard screening tool, and
point-of-care tests (POCT) offer rapid results to support
timely decisions. External Quality Assessment
Programs (EQAP) are vital for ensuring the reliability
and comparability of test results.

AIM

This study aimed to assess the diagnostic proficiency
of laboratories in a Brazilian EQAP for anti-HCV POCT
(immunochromatography method), managed by a
EQAP provider accredited to ABNT NBR ISO/IEC
17043:2011.

METHODS

Data from 2010 to 2024, spanning four annual rounds,
were analyzed. Participants evaluated four lyophilized
and/or liquid quality control samples per round. Metrics

included participation, adequacy rates (%A),
inadequacy rates (%l), specificity (SP), and
sensitivity (SE).

RESULTS

A total of 290 participants contributed 16,828 datasets,
with participation growing from 20 laboratories in 2010
to 121 in 2024 (p<0.0000). Performance remained high
over time with overall %A 98.6%, %l 1.8%, SP 98.7%,
and SE 99% (Figure 1).

Of 24 manufacturer kits, 18 achieved %A >98%, while
2 scored below 95%. Performance highlights for
commonly used kits include:

Manufacturer A: %A 98.3%, SP 97.9%, SE 98.9% (144
participants - 4,522 datasets)

Manufacturer B: %A 99.7%, SP 99.9%, SE 99.4% (94
participants - 3,133 datasets)

Manufacturer C: %A 99.5%, SP 99.7%, SE 99.2% (54
participants - 1,512 datasets)

Smaller datasets showed lower performance:
Manufacturer D: %A 94.1%, SP 92.3%, SE 97.2% (8
participants - 101 datasets)

Manufacturer E: %A 88.8%, SP 83.7%, SE 94.6% (6
participants - 80 datasets) (Table 1)

CONCLUSIONS

The growing adoption of POCT for anti-HCV in Brazil is
evidenced by increased EQAP patrticipation. High %A,
SP, and SE, alongside low %l, confirm the reliability of
POCT, matching traditional laboratory test standards.
EQAP monitoring ensures robust performance and
supports accurate HCV diagnostics.

Figure 1: Participation and performance over time.
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Table 1: Performance for more commonly used Kits.

P00 | SE 09
A 144

98.3 97.9 98.9 4,522
B 99.7 99.9 99.4 94 3,133
c 99.5 99.7 99.2 54 1512
D 94.1 92.3 97.2 8 101
E 88.8 83.7 94.6 6 80
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