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Virologic Stopping Rules:

Patients were required to stop study drug treatment if they met any of the following
criteria: failure to achieve 2 log;o IlU/mL HCV RNA decrease at week 1, confirmed HCV
RNA increase from nadir >0.5 log;, lU/mL at any time, failure to achieve undetectable
HCV RNA at week 6, or confirmed detectable HCV RNA at any point after undetectable
HCV RNA. These criteria were selected to minimize ongoing viral replication in the
presence of direct-acting antivirals, which could increase the risk for selection of
resistant variants and compromise future treatment options. Failure to achieve a 2 logo
IU/mL reduction in the first week of dosing with an ABT-450/r-containing regimen would
be strong evidence of inadequate viral suppression. Likewise, any confirmed increase in
HCV RNA beyond that attributable to assay variability (approximately 0.5 log;e IU/mL), or
any detectable HCV RNA after 6 weeks of study drug dosing, were considered
presumptive evidence of ongoing viral replication in the presence of non-suppressive

antiviral drug concentrations.



Figure S1A. Enrollment of Patients

94 Patients Screened

44 Patients Failed Screening:
l » 36 patients did not satisfy inclusion/exclusion criteria

»

6 patients withdrew consent
2 patients were not enrolled since enroliment ended

50 Patients Enrolled

-— v

19 Patients Enrolled 14 Patients Enrolled 17 Patients Enrolled
in Arm 1 in Arm 2 in Arm 2
18 Patients Completed 13 Patients Completed 17 Patients Completed
Study Drug Study Drug Study Drug
1 patient discontinued 1 patient discontinued 6 patients rebounded
due to ALT elevation due to inability to comply 3 patients relapsed

with study drua regimen



Figure S1B. Individual HCV RNA Values through 12 Weeks of Treatment
and 36 Weeks of Post-Treatment Follow-up in Arm 1
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Figure S1C. Individual HCV RNA Values through 12 Weeks of Treatment
and 24 Weeks of Post-Treatment Follow-up in Arm 2

IL28B | e CT CT CT CT CT CT CT T

'Genotype

Baseline

WK L
W2 <25 | <25
Wk 3 <25 | <25

Wk 4 <25

Wk 5
Wk 6
Wk 7
Wk 8
Wk 9
WKk 10
Wk 11
Wk 12
PTW 2
PTW 4
PTW 8
PTW12
PTW24

PTW36 -
|

PTWA48

U=Undetectable (HCV RNA not detected), <25 = <25 IU/mL (HCV RNA detected)
1 subject discontinued due to noncompliance caused by personal issues




Figure S1D. Individual HCV RNA Values through 12 Weeks of Treatment
and 12 Weeks of Post-Treatment Follow-up in Arm 3
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Table S1. Treatment-Emergent Adverse Events (All)

Arm 1
Treatment-naive
ABT-450/r 250/100 mg
QD +

ABT-333 400 mg BID +

Arm 2
Treatment-naive
ABT-450/r 150/100 mg
QD +

ABT-333 400 mg BID +

Arm 3
Non-responders
ABT-450/r 150/100 mg
QD +

ABT-333 400 mg BID +

RBV RBV RBV
N=19 N=14 N=17
Adverse Events
Fatigue, n (%) 9 (47.4) 6 (42.9) 6 (35.3)
Nausea 4(21.1) 3(21.4) 4 (23.5)
Headache 5 (26.3) 2(14.3) 3(17.6)
Dizziness 1(5.3) 4 (28.6) 4 (23.5)
Insomnia 5(26.3) 3(21.4) 0
Pruritus 4(21.1) 0 2(11.8)
Rash 4(21.1) 1(7.1) 1(5.9)
Vomiting 1(5.3) 3(21.4) 0
Anemia 2 (10.5) 1(7.1) 1 (5.9)
Leukocytosis 0 1(7.2) 0
Lymphadenopathy 0 1(7.1) 0
Tachycardia 0 1(7.1) 0
Ear Pain 0 0 1(5.9)
Eye Haemorrhage 0 0 1(5.9)
Lacrimation Increased 1(5.3) 0 0
Photophobia 0 1(7.2) 0
Abdominal Discomfort 1(5.3) 0 1(5.9)
Abdominal Distension 0 1(7.1) 0
Cheilitis 0 0 1(5.9)
Constipation 2 (10.5) 0 0
Dental Caries 0 1(7.1) 0
Diarrhea 2 (10.5) 1(7.1) 2(11.8)
Dyspepsia 0 1(7.2) 0
Epigastric Discomfort 0 0 1(5.9)
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Tract Infection

Laceration

Muscle Strain

Procedural Pain

Sunburn

Alanine
Aminotransferase
Increased

Aspartate
Aminotransferase
Increased

Blood Creatinine
Increased

Blood Oestrogen
Increased

Creatinine Renal
Clearance Decreased

Electrocardiogram QT
Prolonged

Heart Rate Increased

Decreased Appetite

Diabetes Mellitus

Hyperglycaemia

Hypokalaemia

Arthralgia

Back Pain

Flank Pain

Muscle Spasms

Myalgia

Pain in Extremity

Cognitive Disorder

Coordination Abnormal

Dysgeusia

Hypoaesthesia

Lethargy

1(5.3)

1(5.3)

1(5.3)

1(5.3)

1(5.3)

0
2 (10.5)

0
1(5.3)

0
1(5.3)
2 (10.5)
2(10.5)
1(5.3)

0

0

0

0
1(5.3)

1(5.3)

1(7.1)
1(7.1)
1(7.1)

1(7.1)

1(7.2)
2 (14.3)
0
0
0
2 (14.3)
1(7.1)
0
0
1(7.1)
1(7.2)

1(7.1)

1(7.1)

1(5.9)

1(5.9)

1(5.9)

1(5.9)

1(5.9)

1(5.9)

1(5.9)

1(5.9)

1(5.9)

1(5.9)

1(5.9)

10



Memory Impairment
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Sinus Congestion
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Cold Sweat
Dermatitis Contact
Dry Skin
Dyshidrosis

Puritus Generalized
Skin Odor Abnormal
Urticaria

Flushing

Hot Flush

Hypertension

0
0
1(5.3)
1(5.3)
3 (15.8)
1(5.3)
1(5.3)
1(5.3)
1(5.3)

0

1(7.1)

1(7.1)

1(7.1)

1(7.1)

1(7.1)

1(5.9)

1(5.9)

1(5.9)

12



