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HCV testing and treatment in Myanmar

HUB-AND-SPOKE

Cost of diagnostics and DAA therapy are barriers i \
9%0

Need for HCV treatment scale-up in Myanmar

Onsite - Point of Care (POC) molecular testing may O
not be viable in resource-limited settings
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Decentralisation of current HCV testing and
treatment algorithms required — a Hub-and-Spoke
testing model may be more successful



22nd January 2019 to 3rd February 2020

Screened HIV-1/HCV antibody-positive participants in Yangon, Myanmar

Two HCV RNA testing samples at screening and 12 weeks post-treatment (SVR12) visits:
- 100 ul Finger stick capillary whole blood sample transported in Microvette®

Tested on Xpert HCV VL Fingerstick Assay

- Local standard of care: 6mL HCV RNA plasma derived from whole-blood via venepuncture
Tested on Xpert HCV Viral Load assay on the GeneXpert

If HCV RNA detected (>10 IU/mL) at screening by standard of care : DAA therapy initiation

Primary endpoint: SVR12 by intention-to-treat (ITT)

Sensitivity and specificity of Xpert HCV VL Fingerstick Assay vs local gold standard, using a hub-and-spoke
testing model
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Screened
Assessed for eligibility (n = 205)

v

Tested pre-treatment HCV RNA

194/205; 95%

"

HCV RNA detected
162/194; 84%

v

Commenced HCV treatment
154/162; 95%

v

Completed HCV treatment
153/154; 99%

v

Tested SVR12
128/154; 84%
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ITT (n=154)

mITT (n=128)
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ITT (n = 119/154)

SVR by standard of caren =119

Virological failuren =9

mITT (n = 119/128)

Intention-to-treat (ITT): received atleast 21 dose of drug

Modified intention-to-treat (mITT): patients with available SVR12 HCV RNA results




Xpert HCV VL Fingerstick Assay
vs. Standard of care

* 299 paired samples (from both assays) with valid test results
*  Sensitivity: 99.4% (95% CI 96.7-100.0)

*  Specificity: 99.2% (95% CI 95.9-99.9)

* Positivity predictive value (PPV) 99.3% (95.8% — 99.9%)

* Negative predictive value (NPV) 99.2% (95.0% — 99.8%)

Quantifiable Unquantifiable

Xpert HCV VL Fingerstick Assay (Finger-stick capillary whole blood)

Detected 163 1 163

164 135 299

* Analysis was also performed as first-pass (without retesting of samples)
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Excellent SVR rates among those who returned for post-
treatment HCV RNA testing

High sensitivity and specificity of the Xpert HCV VL Fingerstick
Assay for HCV RNA detection by fingerstick capillary whole-
blood

Feasibility and promise of the hub-and-spoke model in a
resource-limited setting
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