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(population norms)AITE (CRA9 DA

Shiroiwa T, Fukuda T, Tkeda S, et al. Japanese population norms for preference-
based measures: EQ-5D-3L, EQ-5D-5L, and SF-6D. Qual Life Res.
2016;25(3):707-19.
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Age
20-29
30-39
40-49
50-59
60-69
>70

Sex
Male
Female

Region

Hokkaido
Tohoku
Kanto
Chubu
Kinki
Chugoku
Shikoku

Kyushu

198
162
183
190
202
208

558
585

40
84
383
193
205
64

34
140

17.3%
14.2%
16.0%
16.6%
17.7%
18.2%

48.8%
51.2%

3.5%
7.4%
33.5%
16.9%
17.9%
5.6%

3.0%
12.3%

Household income (JPY 10,000)
<100
100-200
200-400
400-600
600-1000
1000-1500
1500-2000
>2000
Employment
Full-time worker
Part-time worker
Self-employed or manager
Housemaker
Retired
Others
Education
Elementary or junior high school
High school
College
University or graduate
Current student
Marital status
Married
Unmarried
Divorced/bereaved

42
84
245
232
257
101
18
13

429
164
114
231
126
27

128
468
237
201
11

753
251
136

4.2%
8.5%
24.7%
23.4%
25.9%
10.2%
1.8%
1.3%

37.8%
14.4%
10.0%
20.3%
11.1%
2.4%

11.3%
41.2%
20.9%
25.6%
1.0%

66.1%
22.0%

1 ]1%’/0
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Male Female
age EQ-5D-3L EQ-5D-5L SF-6D EQ-5D-3L EQ-5D-5L SF-6D
20-29 0.947 0.945 0.731 0.946 0.950 0.727
30-39 0.957 0.950 0.729 0.933 0.937 0.695
40-49 0.948 0.941 0.704 0.917 0.914 0.688
50-59 0.936 0.936 0.741 0.921 0.928 0.704
60-69 0.896 0.911 0.691 0.881 0.899 0.658
70- 0.853 0.866 0.674 0.808 0.828 0.635
1.000
EQ-5D-3L mEQ-5D-5L mSF-6D

0.950

0.900 ¢ EE%&:B(:ZZI
ZMETFLTWLWD,
. (FF(C60MLLEE)
S oz
| 1 h EQ-5D > SF-6D

20's 30's 40's b50's 60's 70's- 20's 30's 40's 50's 60's 70's-
Male Female 16



y i IL
3. faske (ROAVICHEZSRDERX
« 13 — (5 e — —F
Model 1 Model 2
EQ-5D-3L EQ-5D-5L SF-6D EQ-5D-3L EQ-5D-5L SF-6D
Intercept 0.9574 0.9551 0.7430 0.8516 0.8434 0.6535
Age (years)
20-29 = = = = = =
30-39 -0.0018 -0.0041 -0.0177 0.0019 -0.0024 -0.0142
40-49 -0.0146 -0.0201 -0.0336* -0.0205 -0.0236 -0.0353*
50-59 -0.0182 -0.0150 -0.0076 -0.0234 -0.0186 -0.0115
60-69 -0.0581* -0.0426* -0.0552* -0.0566* -0.0432* -0.0493*
>70 -0.1160* -0.1000* -0.0752* -0.0915* -0.0743* -0.0618*
Sex
Male = = = - - -
Female -0.0218* -0.0156* -0.0273* -0.0211* -0.0147 -0.0268*
Household income (JPY 10,000)
<100 = = =
100-200 0.0060 0.0269 0.0071
200-400 0.0547* 0.0652* 0.0582*
400-600 0.0616* 0.0731* 0.053488*
600-1000 0.0577* 0.0774* 0.0603*
1000-1500 0.0613* 0.0716* 0.0586*
1500-2000 0.0904* 0.0942* 0.1106*
>2000 0.0934* 0.1095* 0.0747
Education
Elementary or junior high - - -
High school 0.0531* 0.0499* 0.0402*
College 0.0518* 0.0438* 0.0393*
University or graduate 0.0675* 0.0493* 0.0396*

Fun(60 KAL), MRI(ZE). tHFEUNA (2005 TF)/REDS
SOU—THERICAOT7Z7MEM, T
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N EQ-5D-3L EQ-5D-5L  SF-6D
Intercept 0.9631 0.9618 0.7572
Age (years)
20-29 192 - - -
30-39 160 0.0134 0.0046 -0.0077
40-49 189 -0.0034 -0.0079 -0.0257
50-59 185 0.003 -0.0016 0.0061
60-69 202 -0.0232 -0.0167 -0.0296*
=70 214 -0.0552* -0.0384* -0.0308*
Sex
Male 556 - - -
Female 586 -0.0185* -0.0102 -0.0229*
Diseases
No diseases 608 - - -
Diabetes 42 -0.0893* -0.0898* -0.0558*
Dyslipidemia 24 -0.0045 -0.0192 -0.0353
Depression or mental diseases 22 -0.1934* -0.1739* -0.1845*
Eye diseases 16 -0.0677* -0.0543* -0.0420
Ear disorder 8 -0.0390 -0.0293 -0.1088*
Hypertension 94 -0.0236 -0.0181 -0.0402*
Stroke 8 -0.2361* -0.1675* -0.1370*
Angina or myocardial infarction 18 -0.0707* -0.0642* -0.1054*
Cold 7 -0.0343 -0.0356 -0.1264*
Stomach and duodenal diseases 9 -0.0878 -0.0823* -0.0941*
Tooth disorder 45 -0.0207 -0.0259 -0.0494*
Rheumatoid arthritis 9 -0.1786* -0.1835* -0.0846*
Arthrosis 15 -0.1472* -0.1173* -0.0929*
Omalgia 19 -0.0260 -0.0659* -0.0856*
Lumbago 37 -0.1114* -0.1026* -0.0963*

m [SDFEPZEOME
A0, [hdZEE |
[BEERUD~F] [E3En
] Z0OEENQOLA
DEZENKEN DT

m [EEESEE] [=m
] TsHEDORER] FDK
B (ZQOLADEZE NI
=h'oJc,
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T. Shiroiwa, T. Fukuda, K. Shimozuma, et al. Long-term health related QOL
for patients with metastatic breast cancer: comparison of first-line oral S-1
and taxane therapies in the randomized phase III SELECT BC trial.



| SELECT BC:iE&: phase III open-label randomized controlled
trial (RCT)

X5k iR (—IKEE)

=B THDS-1 EFHRNDYFY > = HER T D,
Primary endpoint: £41FHAfE (Overall Survival: OS)
Secondary endpoint: ---, HRQOL, EEZHF 4

EQ-5D-3L&R—XS51 >, 35A%. 65AR. UIBFFETLIC
AT I DFCTRE= /T,

HARCIRRAERSF CHVLWTEHBOQOLZEHRR U —4(E(F L
A EFTEULRRUN,
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2. fasR

(CONSORT Diagram)

Randomly assigned
(N=618)

I

Allocated to taxane
(N=309)

|

Allocated to S-1
(N=309)

Ineligible patient or

— did not receive

protocol treatment
(N=23)

Ineligible patient or

did not receive —

protocol treatment
(N=3)

Included in FAS population
(N=286)

Paclitaxel
(N=140)

Docetaxel
(N=146)

Included in QOL population
(N=179)

Paclitaxel
(N=81)

Docetaxel
(N=98)

Included in FAS population
(N=306)

Included in QOL population
(N=212)

Did not complete
— baseline questionnaire
(N=4)

Did not complete
baseline guestionnaire —

Included in QOL analysis
(N=175)

Paclitaxel
(N=79)

Docetaxel
(N=96)

Included in QOL analysis
(N=208)

Baseline

Month 18

Month 48

(EIE=S2

N=175
175/175 (100)
151/171 (88.3)
138/168 (82.1)
107/149 (71.8)
75/126 (59.5)
68/117 (58.1)
51/101 (50.5)
45/90 (50.0)
27/61 (44.3)
18/39 (46.2)
15/23 (65.2)
6/11 (54.5)

N=208
208/208 (100)
168/201 (83.6)
146/190 (76.8)
132/170 (77.6)
107/158 (67.7)
93/137 (67.9)
68/110 (61.8)
47/84 (56.0)
31/61 (50.8)
21/37 (56.8)
14/19 (73.7)
8/10 (80.0)

21



2. fak (QOLD#XEIFH#EFZ)

S - HtE N QOLME. AEEhNS >
- A IMEN S DEEE TQOLIED
S 7 BRIREHER 2 HSHLTL)
- N Do (REVRETILZERHEME)
. S NN
8 o " o e - FEAIC B TIES-1(ROF)
2 5 o Tedgctl o OBHAQOLEATEL.
S D\\.%.,.. - RISHEREE B\ TQALY & ET
) BETE3,
) - BB RERE DTN
S1___  Mem  QOLfEIF0.7~0.8BETHD.
3 6 12 18 24 30 36 42 48 54 60

Taxane 151138 107 75 68 51 45 27 18 15 6
S-1 168146 132 107 93 68 47 31 21 14 8
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W

%)

80—

60—

Qverall survival (%)

40

204

0

Overall Survival (0OS)
EHFHAM

—— Taxane group

— S-1group

Hazard ratio 1.05
(95% Cl 0-86-1-27)
Pran-inferiority=0"015

0

Number at risk
Taxane group 286
S-1group 306

1 2 3 4 5 6 7
Time (years)

240 186 146 55 15 2 0

258 206 135 55 13 4 0

Time to Treatment Failure (TTF)
e e Rk D HAE

B
100 —— Taxane group
— S-1group
Hazard ratio 1.10
80 (95% C1 0-93-1:30)
g
|
£ 60
g
<
o
c
§ 40~
<}
o
=)
Q.
20—
— |5
0 T T T T T | 1
0 1 2 3 El 5 6 7
Time (years)
Number at risk
Taxane group 286 109 42 33 15 5 0 0
S-1group 306 108 55 24 7 3 0 0

Lancet Oncol. 2016;17(1):90-8

FFHAESE (SmAF CRIEF(S-1DES NN RESNTLD)
— BIETEDQALYNAS VS EQVEEDNRRI AW b TH B,
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EQ-5D Score

Month before death ‘.D

54-60 48-54 42-48 36-42 30-36 24-30 18-24 12-18 6-12 0-6

No. at risk

Taxane 6
S5-1 4

8 16 30 39 52 51 69 78 68
1 17 26 46 64 78 83 85 88
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(a) mab=0 tax=0

Pt N iy FERE T/ME 25%m R fE 75% R BXIE 59%M)LAFY
ZRVAN) 87 60,165 48,213 3,514 29,536 47,851 66,028 258,967 53,719
ZRVAR) 87 12,188 8,904 2,751 7,774 10,088 15,176 74,595 11,113
18 A& 70 158,843 97,187 7,598 88,885 132,518 221,717 455,527 153,971
(b) mab=0 tax=1
T8 N 15 TERE =/ME 25%5 hR{E 75%R BAE 50%M LT
RN 229 96,843 42,268 14,658 64,771 89,828 118,590 314,964 93,440
ZRV/AR) 229 18,910 6,636 4,069 14,726 18,069 21,474 52,696 18,334
184 B &H 166 196,462 93,911 55,370 139,672 177,897 230,433 612,339 186,990
(c) mab=1 tax=0
Pkt N 15 BERE R/ME 25% R hR{E 75%RR BXE 50%MLAFY
BERUN 37 297,104 105,988 65,134 242,690 309,916 382,475 541,417 298,985
ZR/AR) 37 20,796 5,125 10,471 18,598 20,866 23,125 41,120 20,654
188 &R 35 378,795 147,443 142,629 291,794 361,034 454,445 1,000,857 367,905
(d) mab=1 tax=1
EH N iy BEREE R/ME 25% 5 R fE 75%m BXIE 59%FM)LAFY
ZRVAN) 48 357,623 138,564 78,951 292,505 363,738 409,811 886,639 349,332
ZRVAR) 48 24,105 5,615 13,563 19,958 23,355 27,348 42,560 23,759
187 A&H 43 443,638 223,848 203,763 333,034 405,420 495,962 1,676,316 414,920

mab: 1IETELR FREMEAHBRLI-EE (=), tax: —ETEEXHURAHBRLEEE(L)
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