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Statistical Review Addendum

This addendum corrects the Table 3 in the statistical NDA review of NDA 205831. This table
comes from the sponsor’s clinical study report (CSR). We noted the errors in the table and asked
the sponsor to submit a corrected version. The sponsor could not submit it in time. The corrected

table is attached below.

Table 1: Demographics for Trial RP-BP-EF(002

10 mg 15 mg 20 mg 40 mg
Demographic Biphentin Biphentin Biphentin Biphentin Placebo
Characteristic (N=49) (N=44) (N=45) (IN=45) N=4T) All (N=230)
Mean=5D Age (y1s) 10.5=2.89 10.2+3.08 11.1=3.51 11.2£2. 40 10.8=3.05 10.8=3.02
Age Group, No. (%)
6-8 vrs 13 (26.5) 17 (38.6) 13 (289} 6(13.3) 11 (23 .4) 60 (26.1)
0-11 yrs 16 (32.7) 11 (25.0) 12(26.7) 17(37.8) 20 (42.6) 76 (33.0)
12-14 yrs 15 (30.6) 12 (27.3) 9(20.0) 19(42.2) 8(17.0) 63 (274)
15-18 yrs 5(10.2) 4(9.1) 11(244) 367 E(17.0) 31(13.5)
Sex, No. (%)
Male 30(61.2) 30 (68.2) 31 (68.9) 33 (73.3) 30 (63.8) 154 (67.0)
Female 19 (38.8) 14(31.5) 14 (31.1) 12 (26.7) 17 (36.2) 76 (33.0)
Race, No. (%)
White 34 (62.4) 26 (39.1) 33(73.3) 32(71.1) 33 (70.2) 158 (68.7)
Black 13 (26.5) 11 (25.0) 9200y 11 {24.4) 9191y 53(23.0)
Asian 0 2(4.5) 0 0 1(21) 3(1.3)
American Indian or 0 1(2.2) 1(21) 2(05)
Alaska Native 0 0
Native Hawaiian or 0 0 0 2{0.9)
Other Pacific Islander 0 2{4.5)
Other 2{4.1) 3 (6.8) 3(6.7) 1(2.2) 364 12(5.2)
Ethnicity, No. (%)
Hispanic or Latino 4(8.2) 8(18.2) 7(15.6) 4(8.9) 364 26(11.3)
Not Hispanic or 38 (844 41 (91.1) 44 (93.6) 204 (88.7)
Latino 45 (91.8) 36 (81.8)
Weight (kg)
Mean+SD 4383105 | 4450217 | 45752206 | 4884=187 | 4046144 | 44.64+101
Min Max 20.5,102.5 168, 1255 185,955 270,1145 216,818 16.8,125.5

Source: Sponsor’s Table 11-2 in CSR.
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