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27) GlaxoSmithKline, Briefing Document for ODACO1-December-2010 : Avodart for the Reduction of Risk of Prostate Cancer:
http://www.fda.gov/downloads/Advisor.../UCM?234936.pdf
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15)FDA Briefing Document;Dec 1 2010); Part 2: for AVODART® (dutasteride)
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/OncologicDrugsAdvisoryCommittee/UCM234934.pdf.
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RAEF v XLb)

Table 3 Crude and Adjusted Odds Ratios and Distribution of Exposure at Index Date Among Venous Thromboembolism Cases and
Matched Controls: BPH Patients Aged 40-79 in CPRD GOLD 1995-2015

Cases (n=266) Controls (n=1061) Crude OR Adjusted® OR
Any Exposure at Index Date
AB only 169 (63.5%) 713 (67.2%) Reference Reference
SARI 64 (24.1%) 218 (20.6%) 1.26 (0.90-1.77) 1.41 (0.97-2.07)
5ARI + AB 33 (12.4%) 130 (12.3%) 1.09 (0.70-1.69) 1.27 (0.72-2.21)
Recency by Exposure at Index Date
AB only 169 (63.5%) 713 (67.2%) Reference Reference
Current use of 5ARI 44 (16.5%) 138 (13.0%) 1.36 (0.92-2.03) .51 (0.98-2.32)
Recent/Past/Distant past use of SARI 20 (7.5%) 80 (7.5%) 1.07 (0.63-1.82) 1.23 (0.70-2.17)
Current use of 5ARI + AB 26 (9.8%) 112 (10.6%) 0.99 (0.61-1.62) 1.16 (0.64-2.10)
Recent/Past/Distant past use of SARI + AB 7 (2.6%) 18 (1.7%) 1.67 (0.674.15) 1.93 (0.71-5.25)

Notes: Variables are presented as N (%). *Adjusted for cardiovascular disease, chronic kidney disease. switch, body mass index and CCI. Conditional on the matching

factors.

Abbreviations: OR. odds ratio; 95% Cl, 95% confidence interval; Current use, SARI use less than 30 days prior to the index date; Recent use, SARI use 31-119 days prior

to the index date: Past use. SARI use 120-305 days prior to the index date: Distant past use, SARI use more than 305 days prior to the index date.
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Table 5 Crude and Adjusted Odds Ratios and Distribution of Exposure at Index Date by Number of Prescriptions and Cumulative
Dose (Mcg) of 5ARI Among Venous Thromboembolism Cases and Matched Controls: BPH Patients Aged 4079 in CPRD GOLD
1995-2015

Cases (n=266) Controls (n=1061) Crude OR Adjusted* OR

Number of Prescriptions by Timing at Index Date

AB only 169 (63.5%) 713 (67.2%) Reference Reference

SARI

Current 1-24 20 (7.5%) 64 (6.1%) 1.32 (0.77-2.29) 1.50 (0.84-2.69)
Current 2549 8 (3.0%) 36 (3.4%) 0.89 (0.39-2.04) 0.85 (0.36-2.04)
Current 50+ 16 (6.0%) 38 (3.6%) 1.78 (0.97-3.26) 2.29 (1.14-4.63)
Recent/Past/Distant past use 20 (7.5%) 80 (7.5%) 1.07 (0.63-1.82) 1.23 (0.70-2.18)
SARI + AB

Current 1-24 8 (3.0%) 60 (5.7%) 0.52 (0.23-1.18) 0.62 (0.25-1.52)
Current 2549 10 (3.8%) 26 (2.5%) 1.74 (0.79-3.83) 1.96 (0.82-4.67)
Current 50+ 8 (3.0%) 26 (2.5%) 1.30 (0.58-2.92) 1.65 (0.64-4.26)
Recent/Past/Distant past use 7 (2.6%) 18 (1.7%) 1.75 (0.70-4.35) 2.03 (0.74-5.56)




WebZ#l 6 A : SFEpERARMAREE (DVT) & FHERE (PE)DERIEESR

Table 1. Annual Incidence per 100 000 of All Venous Thromboembolism, Deep Vein Thrombosis Alone, and
Pulmonary Embolism With or Without Deep Vein Thrombosis Events Among Residents of Olmsted County,
Minnesota, for the Entire Study Period and the Most Recent 5-Year Period, by Age and Sex*

1966 to 1990 1986 to 1990
DVT Only PE + DVT Al | I DVT Only PE = DVT All |
1
Age Group, y ' n RateI ! n RaleI n Rate | n FialeI | n RateI l n RateI
Male Residents
0-14 2 0.6 1 0.3 3 1 0 0 0 0 0 0
15-19 5 5 4 4 9 10 1 6 1 6 2 11
20-24 10 13 12 16 22 29 0 0 2 12 2 12
25-29 18 18 7 7 25 25 3 13 1 4 4 17
30-34 19 20 17 18 36 39 9 36 4 16 13 52
35-39 23 30 12 16 35 45 7 34 2 10 9 44
40-44 23 35 29 44 52 80 8 48 7 42 15 a0
45-49 21 37 29 51 50 88 7 49 5 35 12 84
50-54 34 70 32 66 66 136 3 25 6 51 9 76
55-59 25 59 42 99 67 157 7 69 8 79 15 149
60-64 44 128 59 171 103 299 9 113 4 50 13 163
65-69 36 130 70 254 106 384 11 163 12 177 23 340
70-74 44 213 101 489 145 702 14 282 18 363 32 646
75-79 34 229 60 404 94 632 11 307 5 139 16 446
80-84 29 320 75 826 104 1146 7 328 14 656 21 984
=85 10 161 47 758 57 919 2 120 11 663 13 783
Subtotal 377 47t 597 821 974 1301 99 511 100 56t 199 107t
(95% Cl) (42-52) (76-89) (122-138) (40-61) (45-67) (92-122)
Total 938 481 1280 69t 2218 117% 230 49% 214 47% 444 96t
(95% Cl) (45-51) (65-73) (112-122) (43-56) (40-53) (87-106)

*DVT indicates deep vein thrombosis; PE + DVT pulmonary embolism with or without DVT; CI, confidence interval.
tDirectly age-adjusted to the 1980 US white population.
tDirectly age- and sex-adjusted to the 1980 US white population.
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Web#l 6 C : SERMERIRAMASEE (CVST) DERIREERE (BLRERKT)

Age and sex

017y

Male 163 815 2.18(2.03-2.33) 29 1.40(0.93-2.00) 46  204(149-272)

Female 86 430 1.20(1.09-1.32) 21 105(0.65-1.61) 27 128(0.84-1.86)

1829y

Male 97 485 1.76 (1.61-193) 25 167 (1.08-246) 10 267(1.28-491)

Female 206 1030 391(3.67-4.16) 54  3.56(2.68-4.65) 39 512(3.64-700)

0Ty

Male 68 340 1.55(1.39-172) 14 113(0.62-190) < 425/105 AN

Female 161 805 3.71(3.46-3.98) 58  4.25(3.22-549) . .

[;(:49y 85/10EA£|:—-

le 99 495 2,47 (2.26-270) 28 203(1.35-293) . .

Female 166 830 4.07 (3.80-4.36) 64  421(3.24-5.37) .

50-64 y

Male 207 1035 3.38(3.18-3.59) 62 290(2.23-372) 31 1160(7.88-16.46)

Female 166 830 2,56 (2.39-2.74) 63  2.67(2.05-342) 15  443(248731)

65+ y

Male 211 1055 4.53(4.26-4.81) NA  NA NA NA

Female 232 1160 3.99 (3.76-4.22) NA NA NA  NA



