Effect of point-of-care RNA and dried blood spot testing on initiation of
treatment among people with HCV attending needle and syringe programs: a
practice-level cluster randomised controlled trial
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Background: Point-of-care HCV RNA testing may increase testing and treatment,
but there are few randomised trials. We compared treatment initiation following point-
of-care HCV RNA, dried-blood-spot (DBS), and standard of care (SOC) testing
among people with HCV at Australian needle and syringe programs (NSP).

Methods: This practice-level cluster randomised controlled trial (TEMPO Study)
compared linkage to HCV treatment by screening strategy: 1) point-of-care HCV RNA
testing; 2) DBS testing; and 3) SOC (referral for venepuncture-based phlebotomy or
DBS testing), among people with recent injecting drug use attending NSPs in
Australia. NSP clusters were randomised, stratified by geographic region. Cluster
allocation and data collection were masked; trial statisticians were unmasked for this
analysis. The primary outcome was initiation of treatment within 12 weeks among
those with detectable HCV RNA at screening. The primary analysis compared SOC
versus both interventions combined. Secondary analyses compared each
intervention to SOC and point-of-care RNA testing to SOC/DBS testing.

Results: In total, 16 NSP clusters were randomised to point-of-care RNA testing
(n=6), DBS testing (n=5), or SOC (n=5). Overall, 1,793 participants were enrolled at
the time of analysis. Overall, 207 had current HCV infection (12%): 89 (13%) in
point-of-care, 55 (10%) in DBS, and 63 (12%) in SOC arms. Treatment initiation
within 12 weeks was 33% (point-of-care), 12% (DBS), and 11% (SOC). Treatment
initiation was similar in the intervention arms (point-of-care/DBS) compared to SOC
(odds ratio [OR], 1.93, 95% CI: 0.40-9.39) and in the point-of-care RNA testing arm
compared to SOC (OR, 3.75, 95% CI: 0.94-14.95). Treatment initiation was greater
in the point-of-care RNA testing arm compared to SOC/DBS (OR, 3.80, 95% CI:
1.19-12.12).

Conclusion: Point-of-care HCV RNA testing was associated with increased initiation
of HCV treatment within 12 weeks of testing compared to those receiving SOC/DBS
among people with recent injecting drug use attending NSPs.
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