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INTRODUCTION RESULTS (CONTINUED)

 There are no published studies about the safety and effectiveness of G/P in
Portuguese clinical practice. This study aims to close this gap.
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RESU LTS Table 2. Adverse events and laboratory abnormalities with G/P
Total Population
Figure 1. Patient Selection N= 115
Subjects with AEs
All Enrolled Patient Any adverse event (AE)? 3(2.6)
nnl)\l-elzla S Any AE with a reasonable possibility of being related to DAAs 2(1.7)
‘ Excluded N=6 Any AE with a grade 3 or higher 1(0.9)
| >| 4 lost to follow-up after baseline Any DAA related AE with a grade 3 or higher 1(0.9)
2 no dosing information due to other reasons :
Total Population 2 Any serious AE 0
N=115 Any AE leading to discontinuation of study drug 0
| Excluded N=8 Any AE leading to interruption of study drug 1(0.9)
l > 1 TN compensated cirrhosis patient taking 8 weeks Deaths 0
7 taki ' t ded by the label
Core Population dXiNg TESIMENS NOT TEEOMMENTE By T 1dhe Laboratory abnormalities
N=107 Post-nadir ALT >5 x ULN 0/47
| Excluded N=10 Total bilirubin >2 x ULN 0/47
l "I 4 no SVR12 visit due to other reasons 1o =
Core Population With 3 SVR12 HCV RNA value unavailable from the visit Data are n (%). 2AEs were: headache n=2 (1.7%); vomiting n=2 (1.7%); fatigue n=1 (0.9%), and nausea n=1 (0.9%)
.. 3 SVR12 HCV RNA collected < 70 days after the last dose
Sufficient Follow-up

Figure 5. SVR12 Rates by number of concomitant medications for the Core

N=97
Population With Sufficient Follow-up
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Table 1. Baseline characteristics of the Total Population g 95 7 100 100 100
)
Total Population S_‘:s 650
N=115 S 0
< 65 years old 109 (94.8) S g " » o8 1
Male 96 (83.5) g 46 22 28 1
Current drinker 41/88 (46.6) o 0
Former drinker 27/88 (30.7) 0 ! | Z'A_l | >8
Illicit drug use (ever) 82/113 (72.6) Number of conomitant medications
Current illicit drug use 12/113 (10.6)
On stable opiate substitution therapy 25/113 (22.1)
Treatment naive® 106/113 (93.8) CONCLUSIONS
HCV genotype
1 59 (51.3) * G/P administered for 8 or 12 weeks was highly effective and well tolerated, and these
2 2 (1.7) results were consistent with previous reports (clinical trials and real word data studies);
3 35 (30.4) , _ , , ,
4 19 (16.5) SVR results were consistent, independently of the subgroup of interest (cirrhosis status,
5.6 0 illicit drug use, and treatment experience) and number of concomitant medications;
No hi§torY of v?rices, decompensation, hepatorenal syndrome and/or HCC 113 (98.3) The characteristics of HCV infected patients seem to differ between the north and south
Baseline fibrosis stage : L. :
of Portugal (i.e. genotypes, drugs and alcohol use — statistical analysis to be preformed)
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Data are n (%) @Number of patients in the total population was 115, unless stated otherwise; PNo previous experience with DAAs, and with regimens
based on SOF and IFN
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