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• Variations in PWID clinical trial eligibility for major DAA studies

• DAA treatment efficacy & adherence

• Working with community organisations
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DAA treatment outcomes: phase III trials  
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CO-STAR study

Dore GJ, et al. Ann Intern Med 2016 

• First major international study of DAA safety & efficacy in PWID population (53 sites, 13 countries)
• Funded by Merck



CO-STAR study design
• Phase 3, randomized trial of EBR/GZR for 12 weeks
• Participants with GT1, 4, or 6 infection on OAT for ≥3 months

– Consistently kept ≥80% of scheduled appointments while on OAT
– Goal of 20% with cirrhosis
– May be co-infected with HIV

• Urine drug screen performed at each visit
– Participants with positive results not excluded
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Dore GJ, et al. Ann Intern Med 2016 



SIMPLIFY & D3FEAT studies: ACTIVATE network
• International open-label trials of HCV DAA treatment at 25 sites in 8 countries
• Treated with sofosbuvir and velpatasvir (SIMPLIFY; n=103) or PrOD±RBV

(D3FEAT; n=87)



SIMPLIFY & D3FEAT study design & eligibility

• DAA treatment-naïve patients with GT1-6 chronic HCV infection (F0-4)
• Treated with sofosbuvir and velpatasvir (SIMPLIFY; n=103) or PrOD±RBV (D3FEAT; n=87)
• People with recent injecting drug use (past six months; SIMPLIFY) or people with either 

recent injecting drug use or currently on OAT (D3FEAT)
• Patients with HIV and decompensated liver disease excluded

HCV DAA treatment
n=177

Week 0 Week 12 Week 24

SVR12

18 months

Six-monthly follow-up for reinfection

Grebely J, et al. Lancet GH 2018; Grebely J, et al. IJDP 2018 



“PWID” study eligibility varies considerably

Grebely J, et al. Lancet GH 2018; Grebely J, et al. IJDP 2018; Dore GJ, et al. Ann Intern Med 2016 

Estimated 25% injecting previous 6 m

57% injecting previous 6 m



Participant characteristics: SIMPLIFY + D3FEAT
Overall (n=190)

Age, median (IQR) 48 (41-53)
Male sex 141 (74)
Unstable housing 37 (20)
Hazardous alcohol consumption 97 (51)
Any injecting drug use in the last month 115 (61)

Heroin 83 (44)
Cocaine 23 (12)
Amphetamines 46 (24)

≥daily injecting drug use 40 (21)
OAT and recent injecting (past month)

No OAT, no recent injecting 21 (11)
No OAT, recent injecting 47 (25)
OAT, no recent injecting 52 (28)
OAT, recent injecting 68 (36)

Cunningham E, et al. IJDP 2018 
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Reinfections
Overall adherence of 92%

Treatment day

94% 88%
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Drug use risk behaviour 

15 Artenie AA, et al. CID 2020 
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