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Table 1. Baseline Patient Characteristics and Intervention During the Study

Patient group”®

ON101 Absorbent dressing All
Characteristic (n=122) (n =114) (N = 236)
Baseline patient characteristics
Age, mean (500, y 57.4 (10.6) 56.6(11.3) 57.0 (10.9)
Sex
Male 93 (76.2) 82(71.9) 175(74.2)
Female 29(23.8) 32 (28.1) 61(25.8)
Type 2 diabetes 121 (99.2) 113 (99.1) 234(99.2)
Diabetes duration, y
=10 55 (45.1) 37(32.5) 92 (39.0)
>10 67 (54.9) 17 (67.5) 144 (61.0)
HbA,, level, %
Mean (SD) 8.1(1.5) 8.1(1L.8) 8.1(1.6)
=9 90 (73.8) 82(71.9) 172(72.9)
29 32 (26.2) 32 (28.1) 64 (27.1)
BMI
<25 59 (48.4) 50 (43.9) 109 (46.2)
225 63 (51.6) 64 (56.1) 127 (53.8)
Hypertension 78(63.9) 73 (64.0) 151 (64.0)
CVD history® 25 (20.5) 23(20.2) 48 (20.3)
Kidney status
eGFR, mL/min/1.73 m*
260 90 (73.8) 81(71.1) 171(72.5)
<6l 32(26.2) 33(23.9) 65 (27.5)
ABI, mean (5D) 1.1(0.2) 1.1{0.1) 1.11(0.1)
Amputation history® 56 (45.9) 60 (52.6) 116(49.2)
Wound conditions, Wagner grade
1 29 (23.8) 23(20.2) 52 (22.0)
2 93 (76.2) 91 (79.8) 184 (78.0)
Ulcer size, cm?
Mean (50) 5.0 (4.4) 5.1(4.7) 4.8 (4.4)
1-5 88 (72.1) 77 (67.5) 165 (69.9)
>5 33 (27.0) 36 (31.6) 69(29.2)
Ulcer duration, mo
Mean (50) 7.2 (13.00) 71.3(13.9) 7.15(13.4)
<6 86 (70.5) 79 (69.3) 165 (69.9)
z6 36 (29.5) 35(30.7) 71(30.1)
Plantar ulcers 64 (52.5) 53 (46.5) 117 (49.6)
Intervention during the study
Off-loading in plantar ulcer®
Use 33(51.6) 34 (64.2) 67 (57.3)
No use 15(23.4) 9(17.0) 24(20.5)
Mot specified 16 (25.0) 10(18.9) 26(22.2)
Diabetes medication prescribed
Metfarmin 62 (50.8) 51(44.7) 113 (47.9)
Insulin 67 (54.9) 67 (58.8) 134 (56.8)
Any oral hypoglycemic agent 84 (68.9) B1(71.1) 165 (69.9)
Use of antibiotics 30 (24.6) 26(22.8) 56(23.7)
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Table 2, Primary and Secondary Outcomes®
Patient group
Absorbent
ON101 dressing
Qutcome (n=122) (n=114) OR (95% CI) P value
Complete healing, No. (%)
FAS 74 (60.7) 40(35.1) 2.84 (1.66-4.84)  <.001°
mITT 73(61.9) 38(32.9) 3,15(1.82-5.43) <001
Secondary
Change in WSA from baseline to visit 10, -78.0(42.6) -78.0(34.9) NA B4
mean (50, %
Incidence of patients with 50% reduction 101 (82.8) 98 (86.0) 0.80(0.29-1.62)  .53°
in WSA on visit 10, No. (%)
Incidence of wound infection 6 (4.9) 7(6.1) NA .78
Ulcer recurrence, Mo. (56)° 15(20.3) 7(17.5) NA Bl
Safety
Patients with TEAEs, No. (%) 76(62.3) 77 (67.5) NA A2
No. of TEAES 07 235 NA
Related TEAEs
Patients, Mo. (%) T(5.7 5{4.4) NA a7
No. of events 11 5 HA HA
Serious TEAES
Patients, Mo. (%) 14 (11.5) 9(7.9) NA .20
No. of events 24 14 NA NA
Related serious TEAES in events, No. (%) 1] 1{0.9) NA <48
TEAE leading to death, No. 0 0 NA NA
Subgroup analysis
Wound closure, No.ftotal No. (%)
HbA,, level
<9% 59490 (65.6) 33/82(40.2) 2.81(1.50-5.26)  <.001"
29% 15/32(46.9)  7/32(21.9) 3.14 (1.04-9.50) 04"
Ulcer size, cm?
1-5 55/88 (62.5) 31/77 (40.3) 2.46(1.31-461) 005"
»5 18/33 (54.5) 8136 (22.2) 4.09(1.42-11.80) .00g"
Ulicer duration, mo
<6 mo 62/86 (72.1) 36/79 (45.6) 3.07(1.59-5.95)  <.001°
26 mo 12/36(33.3) 435 (11.4) 3.99(1.09-14.63) .04°

X ¢ FAS, full-analysis set > 4 47; mITT, modified intent-to-treat AR B R
% +7; NA, not applicable 7 if * ; OR, odds ratio =5 3 1t ; TEAES, treatment
emergent adverse events ;;)%‘ L L S A E WSA wound (ulcer) surface area
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