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Table 1. Mean Baseline Demographics and Clinical Characteristics

Abaloparatide Placebo Teriparatide

Variable (n=824) (n=821) (n =818)
Age, mean (SD), y 68.9 (6.5) 68.7 (6.5) 68.8 (6.6)
Time since menopause, mean (SD), y 20.6 (8.3) 19.9 (8.1) 20.4 (8.2)
Weight, mean (SD), kg 61.1(10.0) 61.2 (10.2) 61.2 (10.3)
Body mass index, mean (SD)? 25.0 (3.5) 25.1(3.6) 25.2 (3.6)
Race, No. (%)

White 663 (80.5) 655 (79.8) 645 (78.9)

Asian 128 (15.5) 131 (16.0) 137 (16.7)

Black or African American 26 (3.2) 23(2.8) 24 (2.9)

Other 7 (0.8) 12 (1.5) 12 (1.5)
T score, mean (SD)

Femoral neck -2.2 (0.6) -2.2(0.7) -2.1(0.7)

Total hip -1.9(0.7) -1.9(0.8) -1.9(0.8)

Lumbar spine -2.9(0.9) -2.9(0.8) -2.9(0.9)

Bone mass density , mean (SD), g/cm?
Femoral neck
Total hip

Lumbar spine

0.730 (0.091)
0.766 (0.090)
0.829 (0.109)

0.732 (0.099)
0.767 (0.098)
0.823 (0.100)

0.737 (0.096)
0.773 (0.094)
0.831 (0.108)

2 Body mass index is calculated as
weight in kilograms divided by
height in meters squared.

® Assessed within the last 5 years
based on fractures that occurred

21 Prevalent vertebral fracture(s), No. (%) 177 (21.5) 188 (22.9) 220 (26.9) prior to visit 3 (day 1of study).
21 Prior nonvertebral fracture(s), No. (%)° 248 (30.1) 266 (32.4) 240 (29.3) Excludes fractures of the spine,
No history of prior fracture, No. (%) 305 (37.0) 307 (37.4) 308 (37.7) sternum, patella, toes. fingers. skull

=5

and facial bones.

Table 2. Fracture Efficacy End Points After 18 Months of Treatment

Study Participants With Fracture, No. (%)

Abaloparatide vs Placebo

Abaloparatide vs Teriparatide

Teriparatide vs Placebo

Abaloparatide  Placebo Teriparatide RD HR RD HR RD HR
(n =824) (n=821) (n=818) (95% C1)® (95%CI)° Value® (95%CI°) (95%CI)¢ Value® (95%CI)® (95%CI)¢ Value®
Primary End Point
New vertebral 4(0.6) 30(4.2) 6(0.8) -3.64 RR,0.14 <.001 -3.38 RR,0.20 <.001
fracture (-5.42to0 (0.05to (-5.18t0 (0.08 to
-2.10) 0.39)° -1.80) 0.47)°
Secondary End Point
Nonvertebral 18 (2.7) 33(4.7) 24(3.3) -2.01 0.57 .049 -0.55 0.79 .44 -1.46 0.72 .22
fracture (-4.02t0 (0.32to (-2.34t0 (0.43to (-3.50t0 (0.42to
-0.00) 1.00) 1.24) 1.45) 0.58) 1.22)
Exploratory End Points
Major osteoporotic 10 (1.5) 34 (6.2) 23(3.1) -4.73 0.30 <001 -1.65 0.45 .03 -3.09 0.67 .14
fracture (-8.07to (0.15to (-3.18t0 (0.21to (-6.53to0 (0.39to
-1.40) 0.61) -0.11) 0.95) 0.36) 1.14)
Clinical fracture 27 (4.0) 49 (8.3) 35(4.8) -4.24 0.57 .02 -0.73 0.81 .40 =cLl 0.71 .11
(-7.93to (0.35to (-2.89t0 (0.49to (-7.22to (0.46to
-0.54) 0.91) 1.43) 1.33) 0.21) 1.09)

Abbreviations: HR, hazard ratio; RD, risk difference.

# The percentage of new vertebral fractures was calculated using the modified
intent-to-treat population at 18 months (placebo, n = 711; abaloparatide,
n = 690; teriparatide, n = 717). The percentage of nonvertebral, major
osteoporotic, and clinical fractures was cumulative Kaplan-Meier estimates
using the intent-to-treat population at 19 months (the entire observational
period including 18 months of treatment plus 1 month of follow-up).

The 95% Cl for RD for new vertebral fractures was calculated using the
Newcombe method'?; 95% Cls for RDs for nonvertebral, major osteoporotic,

and clinical fractures were calculated using the normal approximation with

difference in Kaplan-Meier estimates and standard error by Greenwood.*®
©Values are reported as HR (95% Cl) unless otherwise indicated.
9 Pvalues for new vertebral fractures were derived using the Fisher exact test.

P values for nonvertebral, major osteoporotic, and clinical fractures were
calculated using the log-rank test.
€ Values comparing abaloparatide vs placebo, abaloparatide vs teriparatide, and

teriparatide vs placebo are reported as relative risks (95% Cls) for new
vertebral fractures.
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A, Kaplan-Meier curves indicate time
to the first nonvertebral fracture—a
prespecified secondary end point.
Nonvertebral fractures were defined
as fractures excluding those of the
spine, sternum, patella, toes, fingers,
skull, and face and those with high
trauma. For abaloparatide vs placebo,
the hazard ratio (HR) was 0.57 (95%
Cl, 0.32-1.00; P = .049) and for
teriparatide vs placebo, the HR was
0.72(95% Cl, 0.42-1.22; P = .22).

(51 Fot: Miller PD, Hattersley G, Riis BJ, et al. Effect of abaloparatide vs placebo on new
vertebral fractures in postmenopausal women with osteoporosis. JAMA 316:722-33, 2016)
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