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BACKGROUND/AIMS & METHODS: G UNSW e

+*71 million people infected with HCV worldwide
**WHO goal to eliminate HCV by 2030 but no effective vaccine and only 20% of chronically infected individuals diagnosed

o

% DAA therapies broadly available in Australia on the PBS schedule
« >95% cure rate

o

% Understanding barriers and addressing low rates of HCV testing and diagnosis will be critical
+»+ Simplified diagnostic models required to link people into care — DBS, POCT

B3

» Study aim: Evaluate the performance of the Aptima® HCV Dx Quant assay for HCV RNA detection with paired
venepuncture and DBS (spotted whole blood) samples.

o

% Methods: Paired EDTA plasma and DBS samples (n=107) prepared from de-identified remnant samples of HCV antibody
positive individuals.
<+ Samples analysed on the Hologic™ Panther® Platform

+§* Statistical analysis
% Sensitivity and Specificity

+* Bland Altman and Deming Regression analysis ) )
Join the Conversation @ASHMMEDIA ’#VHIS



15/08/2018

Table 1. Quantitation of HCV RNA positive results in DBS >LLOQ
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Table 2. Quantitation of HCV RNA in DBS versus Plasma samples at 21000 IU < .
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DBS Haematocrit Correction Average, log,olU/mL
X 25.97 (plasma conversion factor) n=86, bias= 0.508, 95% limits of agreement: -0.482 to 1.499
assumptions 45% haematocrit average per DBS, 70uL DBS
volume, 1000ul ATM volume. Join the Conversation @ASHMMEDIA ,#VHIS

CONCLUSIONS/IMPLICATIONS:

++» Aptima HCV Dx Quant detects active infection (DBS) with good sensitivity and specificity especially 21000
IU/mL. Correlation, bias and agreement demonstrate DBS as a suitable alternative to plasma for HCV RNA
analysis on the Aptima assay

+» Applicable for implementing simplified diagnostic strategies in people who inject drugs

+» Home self collection - https://www.hivtest.health.nsw.gov.au

+» Assisted collection through registered decentralized services

+* Further evaluation needed to evaluate real world performance enabling registration of a kit insert claim

Sexual
@ health
NSP
services POC RNA or DBS — Home collect

Drug and

ZaN )
Chmcs(zy ﬂ shift alcohol clinics
\ / small labs I:> @Cammum[y :> Single visit :> or assisted
health centres

“Test and treat”

ﬁ prisons
Primary health Eﬂl v . T
el A + + 8
0 ; 4 g

Centralized testing - | e
(patient recall) Decentralized services

Join the Conversation @ASHMMEDIA ’#VHIS


https://www.hivtest.health.nsw.gov.au/
https://www.google.com.au/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCJzEivH3hsgCFQoblAodr2kEUw&url=https://www.iconfinder.com/icons/248904/bad_capture_gaol_guilty_jail_offensive_prison_icon&psig=AFQjCNEcvDGNuOcSN238kAY74vF90buUoA&ust=1442883954456163
https://www.google.com.au/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCNj-oozvhsgCFQG4lAodMC0HRw&url=https://www.iconfinder.com/icons/175188/stethoscope_icon&psig=AFQjCNF_3b-csqybuUH2Had8iVpX1JmqOw&ust=1442881545845780
https://www.google.com.au/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCK6IgYT7hsgCFQoTlAodcVAAIA&url=https://www.independencecenter.org/healthcare-privacy-policy/&psig=AFQjCNEScJpx8nyXhZZriSBn7veFD42p4g&ust=1442884804328278
https://www.google.com.au/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCPCJoe35hsgCFcUulAodmYkCsw&url=https://thenounproject.com/icons.design/downloads/&psig=AFQjCNHEEjm--EU3QGmzrVL5hHMVCFU5mQ&ust=1442884506506102
https://www.google.com.au/imgres?imgurl=https://image.freepik.com/free-icon/hospital-buildings_318-50015.png&imgrefurl=http://www.freepik.com/free-icons/buildings&docid=oFVIKza4TRCS1M&tbnid=mxOxFD9BW-BPpM:&w=626&h=626&ei=G03_VcPLBYzO0ASjl6L4DQ&ved=0CAYQxiAwBGoVChMIg8Wqsu2GyAIVDCeUCh2jiwjf&iact=c&ictx=1
https://www.google.com.au/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&ved=0CAcQjRxqFQoTCKSD-8LthsgCFUSXlAody8QPiA&url=https://www.iconfinder.com/icons/175664/clinic_icon&psig=AFQjCNFnBP0UIK3e38vNA7VZHcBFLNiA-Q&ust=1442881168869590
https://www.google.com.au/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCNj-oozvhsgCFQG4lAodMC0HRw&url=https://www.iconfinder.com/icons/175188/stethoscope_icon&psig=AFQjCNF_3b-csqybuUH2Had8iVpX1JmqOw&ust=1442881545845780
http://www.google.com.au/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwi_8q6QgPLOAhUKk5QKHRHXCAoQjRwIBw&url=http://ir.cepheid.com/releasedetail.cfm?releaseid=906875&bvm=bv.131783435,d.dGo&psig=AFQjCNGuvagRBfKHCUcvm3MF162G-7Xtcg&ust=1472950874332966

