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PARTICIPANT FLOW: 

 

 

  



Page 2 of 9 
 

BASELINE CHARACTERISTICS: 

  STRATUM A STRATUM B 

  N=52 N=41 

Age (years) [RANGE] 49.5 [25.0, 67.0] 62.0 [42.0, 72.0] 

Female 29 (56%) 29 (71%) 

BMI (kg/m
2
) 23.3 [18.7, 30.6] 25.3 [19.5, 36.5] 

HCV viral load (IU/ml) 1932774.5 1030000  

HCV viral load (log10 IU/ml) 6.3  6.0  

Fibroscan result (kPa) 6.0 17.3 [10.1, 49.6] 

Childs-Pugh score score     

   5 52 (100%) 39 (95%) 

   6 0 1 (2%) 

   7 0 1 (2%) 

ALT (IU/l) n=91 39 [13, 285] 61  [19, 216] 

AST (IU/l) n=91 32 [18, 164] 56  [25, 200] 

ALP (IU/l) n=91 71 [29, 163] 91  [64, 249] 

eGFR (ml/min) n=91 89.2 [60.5, 140.4] 76.2 [60.0, 176.9] 

Bilirubin (umol/l) n=91 9.0 11.5  

Albumin (umol/l) n=91 43.8 41.6 

Ever spontaneously cleared and re-infected 2 (4%) 6 (15%) 

 

HCV genotypes/subtypes  
STRATUM A 
N= 52 

STRATUM B 
N=41 

   Genotype 1 23 (44% total) - 

           1a 11 - 

           1b 12 - 

   Genotype 6 29 (56% total) 41 (100%) 

           6a 14 (48% of G6) 21 (51% of G6) 

           6a/e 2 
 

           6e 10 (34% of G6) 14 (34% of G6) 

           6h 2 1 

           6k 1 1 

           6l 0 2 

           6o 0 2 

 
 
Co-Morbidities  

STRATUM A  
(n=52) 

STRATUM B  
(n=41) 

Alcoholism/alcohol abuse 4 (8%) 2 (5%) 

Illicit substance abuse 4 (8%) 0 

Depression 0 0 



Page 3 of 9 
 

Cerebrovascular accident 0 1 (2%) 

Malignancy 0 1 (2%) 

Diabetes 2 (4%) 8 (20%) 

Hypercholesterolemia 7 (13%) 6 (15%) 

Syncope 1 (2%) 1 (2%) 

Hypertension 7 (13%) 18 (44%) 

Angina 1 (2%) 1 (2%) 

Tuberculosis 2 (4%) 0 

Smoking status n=92     

   Non-smoker 29 (57%) 32 (78%) 

   Past smoker 4 (8%) 1 (2%) 

   Current smoker 18 (35%) 8 (20%) 
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OUTCOME MEASURES: 

 

  Stratum A  
(%, 95% CI) 

Stratum B  
(%, 95% CI) 

All  
(%, 95% CI) 

Enrolled N=52 N=41 N=93 

        

SVR12 on first-line treatment only 

Have outcome N=51 N=41 N=92 

SVR12 38 (75%; 63%, 86%) 41 (100%; 91%, 100%) 79 (86%; 79%, 93%) 

        

SVR12 after any first-line and retreatment 

Have outcome N=51 - N=51 

SVR12 51 (100%; 93%, 100%) - 51 (100%; 93%, 
100%) 

        

Lack of initial virological response 

≥1 VL after enrolment N=52 N=41 N=93 

No response 0 (0%; 0%, 7%) 0 (0%; 0%, 9%) 0 (0%; 0%, 4%) 

 

 

Efficacy analyses 

  Stratum A  
(%, 95% CI) 

Stratum B  
(%, 95% CI) 

All  
(%, 95% CI) 

Enrolled N=52 N=41 N=93 

        

SVR12 on first-line treatment only 

Have outcome N=51 N=41 N=92 

SVR12 38 (75%; 63%, 86%) 41 (100%; 91%, 100%) 79 (86%; 79%, 93%) 

        

SVR12 after any first-line and retreatment 

Have outcome N=51 - N=51 

SVR12 51 (100%; 93%, 100%) - 51 (100%; 93%, 
100%) 

        

Lack of initial virological response 

≥1 VL after enrolment N=52 N=41 N=93 

No response 0 (0%; 0%, 7%) 0 (0%; 0%, 9%) 0 (0%; 0%, 4%) 
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Safety analyses 

  Stratum A Stratum B Total 

Number enrolled N=52 N=41 N=93 

Median weeks follow-up 
(IQR) [range] 

67.1 (56.1, 76.1)  
[27.3, 83.1] 

65.0 (54.0, 80.0)  
[29.9, 84.3] 

67.0 (56.1, 79.0)  
[27.3, 84.3] 

        

SAEs 0 (0%; 0%, 7%) [0]  1 (75%; 63%, 87%) [1]  1 (75%; 63%, 87%) [1] 

        

Life-threatening 0  1 (2%) 1 1 (1%) 1 

Unlikely related 0 1  1 

        

Grade 3/4 AEs 0 (0%; 0%, 7%) [0]  1 (75%; 63%, 87%) [1]  0 (75%; 63%, 87%) [1] 

Unlikely related 0   1  1  

        

Adverse reactions 18 (35%; 22%, 48%) 
[30] 

20 (49%; 33%, 64%) 
[28] 

38 (41%; 31%, 51%) 
[58] 

        

Study drug changes due to 
AEs 

0 (0%; 0%, 7%) [0]  0 (0%; 0%, 9%) [0]  0 (0%; 0%, 4%) [0] 
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ADVERSE EVENTS: 

AE Codes 

1=mild; 2= moderate; 3= severe; 4=life threatening; 5=Death 

1=definitely; 2=probably; 3=possibly; 4=unlikely; 5=not related 

1=resolved; 2=resolved with sequelae; 3=ongoing; 4=worsening; 5=fatal 

 1=none; 2=treatment delayed; 3=treatment reduction and delayed; 4=treatment stopped 

 

No. 
Subject 

ID 

Adverse Event  

(main symptom) 
AE Onset 

Day 

AE Stop 

Date 

Serious 

Adverse 

Event 

(Y/N) 

Severity 

Grade 

(CTCAE) 

Related 

to Study 

Product 

Action 

taken due 

to AE 

 Event 

outcome: 

1 003-A001 INSOMNIA 20/Feb/2019 22/Feb/2019 No 2 2 1 1 

2 003-A002 
Dizziness started 20 minutes after taking DAA drugs (20 
mins), (prolong) and lasted for 1 hour  27/Feb/2019 27/Feb/2019 No 1 2 1 1 

3 003-A009 Mild Dizziness, Nausea 21/Mar/2019 28/Mar/2019 No 1 2 1 1 

4 003-A015 Mild Dizziness 25/Apr/2019 26/Apr/2019 No 1 2 1 1 

5 003-A018 
COLIC PAIN IN RIGHT UPPER QUADRANT REGION, GI 
INFECTION 9/Jun/2019 12/Jun/2019 No 2 5 1 1 

6 003-A019 MILD INSOMNIA 16/May/2019 28/May/2019 No 1 2 1 1 

7 003-A021 SPINAL PAIN AT L5 DUE TO SPINAL DISC HERNIA 13/Jun/2019 18/Jun/2019 No 1 5 1 1 

8 003-A022 DRY COUGH 1/Jun/2019 10/Jun/2019 No 2 3 1 1 

9 003-A023 MILD INSOMNIA 29/May/2019 3/Jun/2019 No 1 2 1 1 

10 003-A024 MILD DIZZINESS 29/May/2019 3/Jun/2019 No 1 2 1 1 

11 003-A029 INSOMNIA-HEADACHE-MUSCLE SORE 18/Jun/2019 Ongoing No 1 2 1 3 

12 003-A030 MILD DIARRHEA 25/Jun/2019 29/Jun/2019 No 1 2 1 1 

13 003-A032 FATIGUE 29/Sep/2019 6/Oct/2019 No 1 2 1 1 

14 003-A034 INSOMNIA 13/Aug/2019 20/Aug/2019 No 1 2 1 1 

15 003-A036 SORE THROAT 27/Oct/2019 1/Nov/2019 No 2 5 1 1 

16 003-A038 MILD HEADACHE + INSOMNIA 11/Aug/2019 14/Aug/2019 No 1 2 1 1 

17 003-A039 ACUTE SORE THROAT 30/Dec/2019 5/Jan/2020 No 2 4 1 1 

18 003-A044 DIARRHEA 30/Aug/2019 31/Aug/2019 No 1 2 1 1 

19 003-A045 GASTRITIS 10/Oct/2019 15/Oct/2019 No 1 3 1 2 

20 003-A046 CHRONIC SINUSITIS 19/Dec/2019 26/Dec/2019 No 2 4 1 1 

21 003-A048 PERIARTHRITIS HUMEROSCAPULARIS (RIGHT) 18/Oct/2019 30/Nov/2019 No 2 3 1 2 

22 003-A049 VIRAL FEVER 8/Jan/2020 14/Jan/2020 No 2 4 1 1 

23 003-A050 FOREIGN OBJECT IN EYE (L) 26/Feb/2020 3/Mar/2020 No 2 5 1 1 
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24 003-A051 FATIGUE 18/Feb/2020 19/Feb/2020 No 1 2 1 1 

25 003-A052 INSOMNIA 18/Mar/2020 20/Mar/2020 No 1 2 1 1 

26 003-B001 DIZZINESS 13/Feb/2019 26/Feb/2019 No 2 2 1 1 

27 003-B002 MILD DIZZINESS 13/Feb/2019 14/Feb/2019 No 1 2 1 1 

28 003-B003 DIZZINESS 14/Feb/2019 17/Feb/2019 No 1 2 1 1 

29 003-B004 Psoas Muscle Pain 15/Feb/2019 28/Feb/2019 No 1 3 1 1 

30 003-B005 DIZZINESS 20/Feb/2019 26/Feb/2019 No 1 2 1 1 

31 003-B006 GERD 25/Apr/2019 25/May/2019 No 1 5 1 1 

32 003-B007 DIZZINESS (MILD) 7/Mar/2019 10/Mar/2019 No 1 2 1 1 

33 003-B008 DYSLIPIDEMIA 7/Jun/2019 Ongoing No 2 4 1 3 

34 003-B009 EXTERNAL HEMORROIDS 1/Nov/2018 20/Apr/2019 No 2 3 1 1 

35 003-B012 Mild Headache 28/Mar/2019 1/Apr/2019 No 1 2 1 1 

36 003-B014 Dizziness 9/Apr/2019 9/Apr/2019 No 1 2 1 1 

37 003-B016 MILD INSOMNIA 10/May/2019 Ongoing No 1 2 1 3 

38 003-B017 ITCHY 16/May/2019 Ongoing No 1 5 1 3 

39 003-B021 VARICOSE VEIN OF THE LOWER LIMBS 10/Oct/2019 Ongoing No 2 4 1 3 

40 003-B022 EPISTAXIS 12/Jul/2019 15/Jul/2019 No 2 3 1 1 

41 003-B023 INSOMNIA 5/Sep/2019 26/Sep/2019 No 1 2 1 1 

42 003-B024 MILD INSOMNIA 2/Aug/2019 16/Aug/2019 No 1 2 1 1 

43 003-B027 HYPERTENSION 19/Sep/2019 Ongoing No 2 5 1 3 

44 003-B028 POLY-OSTEOARTHRITIS 23/Aug/2019 11/Sep/2019 No 2 5 1 2 

45 003-B030 VESTIBULAR DISORDER 14/Oct/2019 19/Oct/2019 No 2 3 1 1 

46 003-B031 HYPERTENSION, STABLE ANGINA 16/Jan/2020 5/Feb/2020 No 2 5 1 1 

47 003-B032 FATIGUE 3/Oct/2019 31/Oct/2019 No 1 2 1 1 

48 003-B034 LOW BACK PAIN 13/Oct/2019 5/Dec/2019 No 1 2 1 2 

49 003-B035 ACUTE UPPER RESPIRATORY TRACT INFECTION 29/Dec/2019 2/Jan/2020 No 2 3 1 1 

50 003-B036 HEADACHE 25/Nov/2019 29/Nov/2019 No 2 2 1 1 

51 003-B039 GASTRITIS 28/Nov/2019 29/Dec/2019 No 2 2 1 2 

52 003-B040 DIZZINESS 19/Feb/2020 27/Feb/2020 No 1 2 1 1 

53 003-A001 ACUTE GASTRITIS 14/May/2019 5/Jun/2019 No 2 3 1 1 

54 003-A002 SOFT TISSUE INJURY IN FACE DUE TO ACCIDENT 5/May/2019 12/May/2019 No 1 5 1 1 

55 003-A009 HEADACHE 6/Apr/2019 8/Apr/2019 No 1 3 1 1 

56 003-A015 COMMON COLD 30/Aug/2019 1/Sep/2019 No 1 5 1 1 

57 003-A018 ALLERGIC RHINITIS 14/Jun/2019 21/Jun/2019 No 1 5 1 1 

58 003-A019 LOWER BACK PAIN 19/Jul/2019 28/Jul/2019 No 2 3 1 1 

59 003-A029 POLYARTHRITIS 22/Jul/2019 18/Oct/2019 No 2 4 1 1 

60 003-A034 INSOMNIA 28/Aug/2019 29/Aug/2019 No 1 3 1 1 
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61 003-A044 HYPERTENSION 10/Oct/2019 17/Oct/2019 No 2 4 1 3 

62 003-A045 COMPRESSION FRACTURE OF THE SPINE (L1) 5/Feb/2020 5/Apr/2020 No 2 5 1 2 

63 003-A048 ARTHRALGIA, MYALGIA 11/Sep/2019 25/Oct/2019 No 1 2 1 1 

64 003-A051 ACUTE GASTRITIS 16/Mar/2020 31/Mar/2020 No 2 4 1 1 

65 003-A052 DIARRHEA 20/Mar/2020 27/Mar/2020 No 1 2 1 1 

66 003-B002 CARDIOVASCULAR DISEASE - TYPE 2 DIABETES 19/May/2019 Ongoing No 2 3 1 3 

67 003-B004 PHARYNGITIS 7/Jun/2019 12/Jun/2019 No 1 5 1 1 

68 003-B006 KNEE + SPINE OSTEOARTHRITIS 9/Jul/2019 18/Jul/2019 No 2 4 1 1 

69 003-B007 GASTRITIS 30/May/2019 9/Jun/2019 No 2 3 1 1 

70 003-B008 ALLERGIC DERMATITIS 5/Jul/2019 Ongoing No 2 5 1 3 

71 003-B009 OSTEOARTHRITIS 1/Apr/2019 20/Apr/2019 No 2 3 1 1 

72 003-B014 DIAPHORESIS - HYPOGLYCEMIA 21/Jun/2019 21/Jun/2019 No 2 3 1 1 

73 003-B021 KNEE OSTEOARTHRITIS 10/Oct/2019 Ongoing No 2 4 1 3 

74 003-B022 DIZZINESS 18/Jul/2019 Ongoing No 1 2 1 3 

75 003-B023 SPLENIC MASS 8/Jan/2020 Ongoing No 3 4 1 3 

76 003-B024 ACUTE GASTRITIS 23/Aug/2019 29/Aug/2019 No 2 4 1 1 

77 003-B035 DIARRHEA 17/Nov/2019 29/Nov/2019 No 1 2 1 1 

78 003-B040 DIARRHEA 29/Feb/2020 2/Mar/2020 No 1 2 1 1 

79 003-A001 URINARY TRACT INFECTION 13/Jul/2019 18/Jul/2019 No 1 4 1 1 

80 003-A015 COMMON COLD 23/Jan/2020 26/Jan/2020 No 2 4 1 1 

81 003-A044 GASTRITIS - GASTROESOPHAGEAL REFLUX DISEASE 10/Oct/2019 17/Oct/2019 No 2 2 1 2 

82 003-A048 NON ALLERGIC RHINITIS 15/Jan/2020 25/Jan/2020 No 2 4 1 1 

83 003-A051 ATOPIC DERMATITIS 2/Mar/2020 12/Mar/2020 No 2 5 1 1 

84 003-A052 ARTHRITIS 25/Mar/2020 20/Jul/2020 No 2 3 1 1 

85 003-B009 MUSCLE CRAMPS - HYPOCALCIMIA 20/May/2019 20/May/2019 No 1 4 1 1 

86 003-B023 

ENLARGEMENT OF SPLENIC MASS OF UNKNOWN 
ETIOLOGY REQUIRED SPLENECTOMY COMPLICATED BY 
H.A.P 12/Feb/2020 Ongoing Yes 4 4 1 3 

87 003-B024 POLY-OSTEOARTHRITIS 10/Dec/2019 13/Jan/2020 No 2 4 1 1 

88 003-B035 GASTRITIS 1/Feb/2020 8/Feb/2020 No 2 2 1 1 

89 003-A001 GASTRITIS 21/Sep/2019 11/Oct/2019 No 2 3 1 2 

90 003-A044 GERD 30/Oct/2019 5/Nov/2019 No 2 3 1 1 

91 003-A051 
SUSPECTED ACUTE UPPER RESPIRATORY TRACT 
INFECTION 12/Apr/2020 14/Apr/2020 No 2 4 1 1 

92 003-B024 DYSLIPIDEMIA 13/Sep/2019 16/Jan/2020 No 2 4 1 3 

93 003-B035 CATARACT / DRY EYES 1/Dec/2019 Ongoing No 2 4 1 3 

94 003-A001 HEADACHE 24/Sep/2019 30/Sep/2019 No 2 3 1 2 

95 003-A051 RASH 11/May/2020 Ongoing No 2 4 1 3 
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96 003-A001 GASTRITIS - INDIGESTION 28/Sep/2019 11/Oct/2019 No 1 3 1 2 

 


