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Background

• Approximately 58 million people living with chronic Hepatitis c virus (HCV) 
infection globally.1

• People who inject drugs (PWID) at high risk of acquiring HCV.

• Low rates of confirmatory RNA testing among antibody positive PWID, and high 
levels of chronic HCV.2–4

• Following injection drug use (IDU) many PWID engaged on opioid agonist therapy 
(OAT), often in pharmacies.

• Up to 43% may experience concurrent opioid substance use.5

• Previous work showed community pharmacists in stores with high volume of OAT 
clients can effectively test and treat for HCV.6

• Evidence gap on models for smaller/geographically isolated pharmacies.

1. World Health Organization. (2021) Global progress report on HIV, viral hepatitis and sexually transmitted infections, 2021. Geneva: World Health Organization. Retrieved 03 August 2021, from: https://www.who.int/publications/i/item/9789240027077 
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3. Tsui J, Miller C, Scott J, Corcorran M, Dombrowski J, Glick S. Hepatitis C continuum of care and utilization of healthcare and harm reduction services among persons who inject drugs in Seattle. Drug and Alcohol Dependence. 2019;195:114-120.
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FINAL.pdf
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6. Radley A, de Bruin M, Inglis S, Donnan P, Hapca A, Barclay S et al. Clinical effectiveness of pharmacist-led versus conventionally delivered antiviral treatment for hepatitis C virus in patients receiving opioid substitution therapy: a pragmatic, cluster-randomised trial. The 
Lancet Gastroenterology & Hepatology. 2020;5(9):809-818.



Aims

• Assess the effectiveness of a roving nurse-led model which offered 
point-of-care HCV RNA testing plus DAA treatment to OAT clients in 
community pharmacies.

• Analyse testing uptake, treatment initiation, completion, and levels of 
cure, for a population of OAT clients at risk of HCV infection



Methods

• International (Scotland, Wales, Australia) cluster-randomised controlled 
trial of outreach point-of-care HCV RNA testing and DAA treatment versus 
conventional care for OAT clients at pharmacies. 

• Ran from 08 October 2019 – 14 January 2021.
• Pharmacies were randomised 1/1 to intervention or control arm.
• Pharmacists opportunistically discussed HCV with OAT clients and sign-

posted to HCV testing. 
• HCV testing in pharmacies in intervention sites, or community clinics (UK) 

and GPs (Aus) in control sites.
• DAAs arranged by nurses in UK under Patient Group Direction, and clinician 

or GP in Aus.
• DAAs dispensed by pharmacists alongside OAT.



Methods (cont’d)

• RNA testing with Genedrive platform in pharmacy consultation rooms. 
90 minutes to result.

• Conventional venepuncture; 30µl of plasma.7

Kico – Australian nurse on site. 
Image shared with permission.

7. Llibre A, Shimakawa Y, Mottez E, Ainsworth S, Buivan T, Firth R et al. Development and clinical validation of the Genedrive point-of-care test for qualitative detection of hepatitis C virus. Gut. 2021;64:2017-2024.



Outcomes and analysis

Overview of intervention and control pathways with related study outcomes.

Sample size required: approximately 140 HCV RNA positive participants.

Primary outcome: Proportion who achieved SVR12 in each arm. Analysed using mixed effects logistic regression in the 

intention to treat population (all OAT clients).

Secondary outcomes:
• Proportion tested, initiated treatment, completed treatment, in ITT population.

• Proportion tested, initiated treatment, completed treatment, and SVR12 in HCV RNA-positive population.
• Proportion of individuals who required extended DAA treatment (8+ weeks).
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Main results (cont’d)

Outcomes of primary, secondary analyses, and post-hoc estimates, in the intention-to-treat population (n=1,410).

Outcome

Intervention 

pathway 

(n=762)

Conventional 

pathway 

(n=648)

OR (95% CI) p

HCV tested 144 17 16.95 (7.07 – 40.64) <0.0001

Initiated treatment 22 5 4.29   (1.43 – 12.92) 0.010

Completed treatment 19 4 4.53   (1.39 – 14.71) 0.012

SVR12 18    (2%) 2     (0.3%) 8.64   (1.82 – 40.91) 0.007

Diagnosed population (cure rate) 23    (78%) 6     (33%) .. ..

Estimated infected population† (cure rate) 137  (13%) 117  (2%) .. ..

Abbreviations: OR, odds ratio; HCV, hepatitis c virus; SVR, sustained virologic response.
†Estimated infected population calculated at a rate of 18%, in line with overall proportion of those tested in both arms of the study who were RNA positive.
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Other results
• Statistical comparisons in the HCV RNA-positive population not feasible, BUT descriptive differences in cascade of care observed.

• 5/27 (19%) prescribed extended treatment; 4 due to cirrhosis (FIB-4 >3.25), 1 due to prior treatment.

• 7 adverse events (AE) were recorded, and 1 serious adverse event (SAE) was recorded. None related to study participation. 



Conclusions

• Findings suggest nurse-led model to integrate point of care HCV RNA diagnosis into small pharmacies is feasible 
and can increase the proportion of OAT clients who:

❖ Are tested for HCV

❖ Initiate treatment for HCV

❖ Complete that treatment

❖ …and obtain SVR12.

• Leveraging pharmacist-client relationship to support DAA treatment is a useful strategy. 

• This model can help close the HCV diagnosis gap and increase linkage to treatment for PWID in smaller and 
geographically isolated pharmacies.

• Low burden of liver disease in population suggests decentralising HCV diagnosis and DAA treatment to community 
feasible. Nurses can lead this. 

• This pathway can facilitate local HCV elimination.

• Findings limited as pre-specified sample of actively infected participants was not obtained.
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