Gender difference in pain and patient reported outcomes:
a secondary analysis of the NCIC CTG SC.23 randomized trial
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* Explore the » Patients at least 18 years of age and receiving a single 8Gy dose of * There exists Iimited
gender difference radiation for bone metastases at one or two locations were enrolled in a differences
In pain and double-blind, placebo controlled study across 23 Canadian cancer centres * Men and women

should be
considered equally
INn consideration for

patient reported .
outcomes In
cancer patients

Within 7 days before treatment, and at 10 and 42 days after treatment,
patients completed the European Organization for Research and
Treatment of Cancer (EORTC) Quality of Life Bone Metastases Module

with bone (QLQ-BM22) and the EORTC Quality of Life Core-15-Palliative (QLQ-C15- palliative
metastases PAL) radiotherapy for
undergoing » Comparisons of patient demographics, performance status, analgesic painful bone
palliative consumption, BM22 and C15 were compared between the two genders metastases

radiotherapy * Subgroup analysis was conducted between responders and non-

responders to radiotherapy

Results

« 298 patients (170 males, 128 females) were accrued

Patient demographics and baseline characteristics

Males, N(%) Females N(%) _TomlN(%) o Females with severe pain reported worse nausea and vomiting scores at
Baseline worst pain score (WPS) .
WPS 1-5 61 (35.9) 47 (36.7) 108 (36.2) baseline
WPS 6 18 (10.6) 14 (10.9) 32 (10.7) : :
WPS 7-10 1 (53.5) 67 (52.9) 158 (53.0) * There were no differences between males and females in response to
Karnofsky performance status : :
e e aiass SoiE radiotherapy when evaluating at day 42
J0-80 86 (50.6 79(61.7 165 (554 " " "
506 (61.7) 5549 * No difference existed between males and females in change of QOL from
90-100 40 (23.5) 25(19.5) 65 (21.8)
First palliative radiotherapy treatment site _ baseline to day 42 except for the psychosocial aspect in the QLQ-BM22
Vertebrae 57 (33.5) 46 (35.9) 103 (34.6) _ _ _ _
Pelvis/Hips 49 (289) 43 (336) 02 (30.9) guestionnaire (higher proportion of males reported a change)
Others 64 (37.6) 39 (30.5) 103 (34.6) |
Primary cancer site* Baseline BM22 and QLQ-C15-PAL scores.
Lun 45 (26.5) 39 (30.5) 84 (28.2) QLo B2
ung : : . ; . .
- D Mal Femal P-value*
Prostate 74 (43.5) 0 (0.0) 74 (24.8) oA wa - N“m“ “fﬂ h vame
Breast 1(0.6) 6> (>0.8) 66 (22.1) Painful sites 161 54?1 169 121 _35? 191 025
i | S10Ees . . . . .
- E]E_’thﬁt R :;D (29'?_ _ 214 [13'33 74 (24.3) Painful characteristics 161 445 218 121 475 225 0.25
t N , ,
peme o Ay (ora mnr_p ine equivalent) (mg) Functional interference 161 51.0 223 121 473 234 0.26 Change in quality of life among responders and non-responders.
N 163 (56.9) 125 (43.1) 290 Psychosocial aspect 161 510 191 121 492 205 0.45 Responders, QLQ-BM22
Mean o 1.2 37.9 §3.8 QLQ-C15-PAL Domain Male, N (%) Female, N (%) P_value*
Standard deviation 311.7 1851 2644 Domain Males Females P-value Improved Stable Worsened Improved 5Stable Worsened
Median 20 20 20 N Mean SD N Mean SD Painful sites 33 (54.1) 23(37.1) 5(8.2) 26(63.4) 13(31.7) 2(4.9) 0.60
Range 0-3750 0-1740 0-3750 Physical 161 750 249 121 709 254 017 Pain 43 (70.5) 10(16.4) §(13.1) 31(756) 7(17.1) 3(73) 065
*Statistically significant difference between males and females using the Chi-squared test Emotional 160 695 276 121 683 255 0.72 characteristics )
Global QOL 1358 476 233 121 4972 233 057 .-_FllllilfCUﬂﬂEll 4[}{'5515} lﬁ{lﬁl} }{EE} 25{534} 14{341} 1{14} 038
Pain 159 624 269 120 653 253 0.36 interierence
. - 50 460 274 190 463 280 08 Psychosocial 29 (47.5) 15(24.6) 17(27.9) 14(341) 20(488) 7(17.1) 0.04
Baseline BM22 and C15 scores in patients with moderate or severe pain. at_‘g“ © ' ' ' ' ' aspect
Moderate pain, QLQ-BM22 Nausea and vomiting 160 154 261 121 229 304 0.03 Responders, QLQ-CP15-PAL
Domain Males Females P-value DFSPﬂﬁﬂ 161 255 288 120 222 285 0.35 Domain Male, N (%) Female, N (%) Pvalue®
N Mean 5D N Mean 5D Ifmﬂ igi i?; ;g E: i;g i’;? Eﬁ Improved Stable Worsened Improved Stable Worsened
Painful sites 16 313 124 M4 476 100 0.1 ppetite ' ' ' ' ' Physical 23 (383) 25(41.7) 12(20.0) 18(43.0) 12(203) 11(268) 043
Painful characteristics 16 43.1 214 14 579 239 0.08 Constipation 160 313 336 120 361 368 0.5 Emotional 28 (45.9) 18(20.5) 15(24.6) 23(56.1) 16(39.0) 2(4.9)  0.03
Functional interference 16 58.1 16.6 14 458 226 010 *The 2-sample T-test was used to calculate P values. Global QOL 29(490.2) 17(28.8) 13(22.0) 27(659) 8(19.5) 6(14.3) 0.25
Psychosocial aspect 16 56.6 140 14 44 4 177 005 Statistically significant differences are bolded. Pain 38(65.5) 13(22.4) 7(12.1) 33(80.5) 5(122) 3(73) 026
Moderate pain, QLQ-C13-PAL Radiation response in males and females evaluated at 42-days post treatment. Fatigue 216 (41.6) 22(36.1) 13(21.3) 17(415) 13(31.7) 11(26:8) 0.79
Domain Males Females P-value Nauseaand 10{164) 39(639) 12(197) 10(244) 23(36.1) 8195  0.39
N Mean 5D N Mean 5D Pain Males, N (%) Females, N (%) P-value* vomiting
Phvsical 16 72.2 226 14 698 252 0.79 Responders Non-responders Responders Non-responders Dvspnea 15(24.6) 36(39.0) 10{164) 7{17.1) 27(639) 7{17.1) 066
Emotional 16 §3.3 103 14 67.0 323 0.12 Allpatients 70(412) 100 (58.8) 46(35.0) 82 (64.1) 036 Insomnia 22(36.1) 30(49.2) 9(148) 14(34.1) 20(488) 7T(171) 095
Global QOL 16 417 211 14 536 108 0.12 Mild pain 26 (42.6)  35(57.4) 23 (48.9) 24 (51.1) 0.51 Appetite 11(18.0) 37(60.7) 13(213) 12(293) 22(53.7 7(17.1) 041
Pain 15 633 220 14 670 265 062 Moderate pain & (444) 10 (55.6) 41(286)  10(714) 0.36 Constipation 21(344) 31(508) 0(148) 13(31.7) 23(56.1) 5(122) 086
Fatigue 16 406 236 14 464 204 055 Severe pain 36 (39.6) 55 (60.4) 19 (28.4)  48(71.6) 0.14 Non-responders, QLQ-BM22
Nausea and vomiting 15 13.3 16.9 14 19.1 9.3 059 *The Chi-squared test was used to calculate P values. Domain Male, N (%) Female, N (%0) P-value*
Dyspnea 16 18.8 32.1 14 19.1 215 0.98 _ ‘ ‘ Improved Stable Worsened Improved Stable Worsened
I'f:'ﬂlg’tﬂ ig g;g ;ié }j Eg j‘f? Eg; SEE;EHMIW of life evaluated at 42-days post treatment. Painful sites 15 (30.6) 10 (38.8) 15(30.6) 21(30.6) 10(358) 13(248) 061
Appetite - _ . . _ -B] . - - -
Comstivation 16 313 354 14 450 361 020 Domain — Male, N (%) Female, N (%) o . Pain 27(551) 10(204) 12(245) 24(453) 14(264) 15(283) 060
Severe pain, QLQ-BM22 Improved Stable Worsened Improved Stable Worsened characteristics
e XA — . Painful sites 48 (43.6) 42(382) 20(182) 47(300) 32(340) 15(160) 0.662 ‘Functional 23 (46.9) 17(34.7) 9(184) 23(834) 20077 10(189) 093
omant ales emates vatue Pain 70(63.6) 20(182) 20(18)2 55(585) 21(223) 18(19.1) 0.712 interference
N Mean SD N Mean SD characteristics Psychosocial 17 (34.7) 12(24.5) 20(40.8) 16(30.2) 25(47.2) 12(22.6) 0.04
Painful sites 87 385 166 63 410 188 041 Functional 63 (57.3) 33(30.0) 14(12.7) 49(52.1) 34(362) 11(117) 0.646 aspect
Painful characteristics &7 515 213 63 549 206 032 interference ] Non-responders, QLQ-C15-PAL
Functional interference 87 432 213 63 300 215 0.24 Pﬂﬁ'chfﬂ 46 (41.8) 27245 3I7(33.6) 30(@ELY) 45(47.0) 19(20.2) 0.002 Domain Male, N (%) Female, N (%) P-value*
Pzychosocial aspect 87 458 18.1 63 453 197 0.88 QLQ-CI:— PAL Improved 5table Worsened Improved 5Stable Worsened
Severe pain, QLQ-C15-PAL Domain Male, N (%) Male, N (%) Pvaluc Physical 8(16.3) 14(28.6) 27(55.1) 17(32.1) 13(245) 23(434) 0.18
Domain Males Females P-value Improved Stable Worsened Improved Stable Worsened Improved Emotional 14 (28.6) 16(32.7) 19(38.8) 17(32.1) 17(32.1) 19(3538) 092
N Mean SD N Mean  SD Physical 31(284) 30(358) 30(358) 35(372) 25(26.6) 34(362) 0279 Global QOL 10204y 200408y 19(38.8) 18(34.0) 19358 16302y 030
Physical 87 04 262 63 63.3 267 0.11 Emotional 42 (38.2) 34(30.9) 34(30.9) 40(42.6) 33(35.1) 21(223) 0.388 Pain 21(42.9) 15(30.6) 13(26.5) 20(55.8) 13(25.0) 10(19.2) 0.42
Emotional 87 632 276 63 653 253  0.63 Global 30(36.1) 37(343) 32(20.6) 45(47.9) 27(28.7) 22(234) 0236 Fatigue 0(10.1) 13(27.7) 25(532) 13(245) 13(245) 27(509) 080
Global QOL 86 423 218 63 415 122 034 Pain 59(33.1) 28(26.2) 20(13.7) 62(66.7) 18(194) 13(14.0) 0231 Navsea and 7 (14.3)  32(653) 10(204) 13(24.5) 22(41.5) 18(34.0) 0.6
Pain 86 2131 237 63 238 225 085 Fatigue 35(32.4) 35(324) 38(352) 30(31.9) 26(27.7) 38(404) 0.689 vomiting
Fatigue §7 520 275 63 513 275 0.73 NTEE I7Q53) TH(643)  22(200)  23(243) 45 (479) 20(27.7) 0.0 Dyspnea 2(4.1)  38(77.6) 0(18.4) 11(21.2) 28(53.8) 13(25.0) 0.02
Nausea and vomiting 87 9.5 290 63 307 330 0.03 Dyspnea 17(15.5) 74(673) 10(17.3) 18(10.4) 55(50.1) 20(215) 0487 Insomnia 13(27.1) 21(43.8) 14(202) 10(189) 34(642) 09(17.0) 0.12
Dyspnea 87 303 303 ol 274 317 038 Insomnia 35(32.1) 51(47.8) 23(21.1) 24(255) 54(574) 16(17.0) 0317 Appetite 8(163) 21(42.9) 20(408) 14(264) 19(358) 20(37.7) 045
Insomnia 87 38.9 329 63 39.2 4.7 0.90 Appetite 10(173) 358(52.7) 33(30.0) 26(27.7) 41(43.6) 27(287) 0.185 Constipation 6 (12.5)  25(52.1) 17(354) 13(25.0) 27(519) 12(23.1) 0.19
Appetite 87 37.9 3?-4 63 429 371 043 Constipation 27 (24.8) 56(514) 26(239) 26(28.0) 50(53.8) 17(183) 0612 *The Chi-squared test was used to calculate P values.
Constipation 86 40.3 35.8 62 43.6 3715 0.60 *The Chi-squared test was used to calculate P values.

Statistically significant differences are bolded.
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