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Table 5.1: Gradation of the Percentage Change in Hip Bone Mineral Density by Visit

Hip DXA Analysis Set
Double-Blind Phase

TAF 25mg TDF 300mg
(N-93) (N-54)

Percentage Change (%) at Week 120
> 7% Decrease 2/89 ( 2.2%) 4/50 ( 8.0%)
> 5% to <= 7% Decrease 4/89 ( 4.5%) 3/50 ( 6.0%)
> 3% to <= 5% Decrease 10/89 ( 11.2%) 6/50 ( 12.0%)
> 1% to <= 3% Decrease 17/89 ( 19.1%) 18/50 ( 36.0%)
> 0 to <= 1% Decrease 22/89 ( 24.7%) 3/50 ( 6.0%)
0 to <= 1% Increase 8/89 ( 9.0%) 7/50 ( 14.0%)
> 1% to <= 3% Increase 18/89 ( 20.2%) 6/50 ( 12.0%)
> 3% to <= 5% Increase 8/89 ( 9.0%) 2/50 ( 4.0%)
> 5% to <= 7% Increase 0/89 1/50 ( 2.0%)
> 7% Increase 0/89 0/50

Percentage Change (%) at Week 144
> 7% Decrease 6/67 ( 9.0%) 3/41 ( 7.3%)
> 5% to <= 7% Decrease 2/67 ( 3.0%) 7/41 ( 17.1%)
> 3% to <= 5% Decrease 7/67 ( 10.4%) 5/41 ( 12.2%)
> 1% to <= 3% Decrease 16/67 ( 23.9%) 10/41 ( 24.4%)
> 0 to <= 1% Decrease 10/67 ( 14.9%) 4/41 ( 9.8%)
0 to <= 1% Increase 6/67 ( 9.0%) 3/41 ( 7.3%)
> 1% to <= 3% Increase 13/67 ( 19.4%) 5/41 ( 12.2%)
> 3% to <= 5% Increase 5/67 ( 1.5%) 2/41 ( 4.9%)
> 5% to <= 7% Increase 1/67 ( 1.5%) 1/41 ( 2.4%)
> 7% Increase 1/67 ( 1.5%) 1/41 ( 2.4%)
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Table 5.2: Gradation of the Percentage Change in Spine Bone Mineral Density by Visit

Spine DXA Analysis Set
Double-Blind Phase

TAF 25mg TDE 300mg
(N=94) (N-54)

Percentage Change (%) at Week 120
> 7% Decrease 3/90 ( 3.3%) 2/50 ( 4.0%)
> 5% to <= 7% Decrease 1/%0 ( 1.1%) 5/50 ( 10.0%)
> 3% to <~ 5% Decrease 12/90 ( 13.3%) 13/50 ( 26.0%)
> 1% to <~ 3% Decrease 12/90 ( 13.3%) 8/50 ( 16.0%)
> 0 to <= 1% Decrease 13/90 ( 14.4%) 10/50 ( 20.0%)
0 Increase 9/90 ( 10.0%) 3/50 ( 6.0%)
> 3% Increase 22/90 ( 24.4%) 7/50 ( 14.0%)
> 5% Increase 9/90 ( 10.0%) 0/50
> 7% Increase 3/90 ( 3.3%) 2/50 ( 4.0%)
> 7% Increase 6/90 ( 6.7%) 0/50

Percentage Change (%) at Week 144
> 7% Decrease 3/71 ( 4.2%) 2/43 ( 4.7%)
> 5% to <= 7% Decrease 3/71 ( 4.2%) 3/43 ( 7.0%)
> 3% to <~ 5% Decrease 4/71 ( 5.6%) 5/43 ( 11.6%)
> 1% to <~ 3% Decrease 16/71 ( 22.5%) 14/43 ( 32.6%)
> 0 to <= 1% Decrease 6/71 ( 8.5%) 4/43 ( 9.3%)
0 to <= 1% Increase 8/71 ( 11.3%) 5/43 ( 11.6%)
> 1% to <= 3% Increase 14/71 ( 19.7%) 5/43 ( 11.6%)
> 3% to <~ 5% Increase 8/71 ( 11.3%) 4/43 ( 9.3%)
> 5% to <= 7% Increase 5/71 ( 17.0%) 1/43 ( 2.3%)
> 7% Increase 4/71 ( 5.6%) 0/43




