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Table 1. Patient Demographic and Clinical Charactenstics
Pregabalin
Arm* Placebo Arm
in= 116) n=117)
Characteristic No. % No. %
Age, years
= 44 s 43 5 43
4564 57 49.6 47 40.2
= 65 53 46.1 65 55.6
Male sex 59 509 71 60.7
Primary cancer type
Bladder 1 09 a 3.4
Bone 1 0sS (o] o
Breast 41 353 36 308
Gl S 4.4 6 53
Renal 1 0sS (+] (+]
Larynx 1 0sS (#] o
Lung 23 198 19 162
Myeloma (s} [»] 1 0.9
Prostate 41 353 47 40.2
Skan (o] o 1 09
Unknown 2 1.7 3 26
Pain assessment at basekne
BPI1 Intensity (040}
Mean 18.63 18.68
SD 7.51 6.58
BP1 Interference (0-70)
NMean 39.90 36.48
sSD 16.30 14.54
BP1 Total (0-130)
NMean 59.95 59.03
sSD 20.18 18.62
Abbrevations: BP1, Brief Pain Inventory; SD, standard deviation.
*Data on age are missing for one patient in the pregabalin arm.




Table 2. BPI, EuroQol, and HADS Scores Between Treatment Arms
Baseline End Point (week 4)
No. of Score No. of Score Change Difference Adjusted Difference®
Measure Patients Mean SD Patients Mean SD Mean SD  Mean 95% Cl P Mean 95% Cl P
BPI Intensity -04 -33t024 762 -07 -35t021 606
Pregabalin 115 186 75 85 95 91 83 105
Placebo 114 187 66 94 01 77 87 86
BPI Interference -14 -70t0d2 629 -18 -741039 537
Pregabalin 110 379 163 80 242 193 99 184
Placebo 113 365 145 90 260 183 113 180
EuroQol -06 -80t68 88 -08 -B2t066 825
Pregabalin 114 546 1986 86 60.1 241 38 241
Placebo 13 553 198 92 602 230 44 255
HADS -10 -20t0-01 039 -11 -21t0-01 .03
Pregabalin 105 198 33 82 208 30 -08 33
Placebo 112 207 30 88 205 3 02 31
Abbreviations: BPI, Brief Pain Inventory; HADS, Hospital Anxiety and Depression Scale; SD, standard deviation.
*Adjusted for three randomization stratification factors: fractionation regimen, cancer type, and site of bone metastasis.
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Baseline 1 2 3 4 Baseline 1 2 3 4
No. at risk
Pregabalin 116 107 08 91 92
Placebo 17 13 108 9 02
Fig 2 (Al Worst and (B) ge pain per arm from line to week 4 by week). Adusted difference mean (adjusted for three randomization stratification

factors: fractionation regimen, cancer type, and site of bone metastasis): (A) ~0.13 (95% CI, —1.02 10 0.75; P = .769) and (B} —0.52 (95% CI, —1.22 10 0.19; P = .150).



Table 3. Adverse Events

No. (%)
Adverse Event Pregabalin Arm Placebo Arm

Serious

No. of events (n = 51) 27 (53) 24 (47)

Expected* 19 (37) 11 (22)

Likely related to IMPt 12 2 4)
Common

No. of events (n = 266)% 183 (67) 83 (31)

Nausea 15 (6) 21 (8)

Cognitive disturbance 23 (9) 8 (3)

Vomiting S (3 8 (3)

Fatigue 11 (4) 8 (3)

Pain 8 (3) 10 (4)

Abbreviation: IMP, investigational medicinal product.
*In keeping with underlying disease.

tIn opinion of investigator.

$Most common events.

Table & Braachough Par

Pregabain Arm in = 45 Pacebo A i = 54
Faature No % No - -
No. of epsodes 30
03 0 &7 n %5
45 6 13 12 2
>7 B8 18 6 n
Unknown 1 2 1 n
Severtty 13-10 NAS) 175
03 19 % 15 2
45 0 24 16 n
>7 2 el 20 »
Duration of episode, minutes 237
T | 7 2188 ' 85
115 17 £313 18 2043
1630 s 158 12 2553
3160 1 313 5 1062
60120 0 003 2 426
> 120 2 625 ] 108
Trre from onset 10 MaGmU™ mensty 123
Unpreciciabie n 3438 1" ne2
< 10 seconds 1 3238 9 w|7s
10 zeconds 1o § mnutes 8 1875 16 o< <
632 mnJgtes 4 1250 10 2083
3160 mvwtes 0 oo 2 417
Praactabiley &7
Naver 15 3947 2 418
Sometemes 15 947 % ny
Often 0 o0 3 588
Amost ahways 2 526 r 1373
Alwiys 6 1579 2 784
Use of araigesia 265
Evary tme B 2105 ] 500
Most of the tume 9 7368 13 2600
Some of the tme 6 1579 18 200
Hargly ever 9 368 6 1200
Naver 6 1579 7 1400

Abbreviation: NAS, numerc ratng scale
*Nar-Whithery test




