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M7 EELREREEZLNTWS [BEERET
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22V, A FERN = 2 — A No75C, —2D
¥ FDA AEKERZ HW 72K T S 7z
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1) EEREEREM AT [FDA A% 7 — % %5 A 7zPatient-Reported Outcome (PRO) O IR ] BedEif— 2 — 2 No.75

(2025.7)  https://www.jpma.or.jp/opir/news/075/05.html

2) BEIEPEEBFEMSEAT [Patient-Reported Outcome (PRO) DO#HIEIIN — BiRRERE SR T — & N— 2% [P 7234 - 4
Mr—1 BESEHf—=2—A No75 (2025.7) https://www.jpma.or.jp/opir/news/075/06.html
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CIFLIET & D IR IS HE S Tw e Y Y Y, B
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FOEA XY M PRl L A X2 MRS AR
(P 2 BARANIREE) ~OXFIATENZ 7 59 % 1T g
PEAE N EFHfi S LTV 5,
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U L 72N O R il BORRE [l ST fif
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BB DD THREEBEET 2UEDVH L. ik
VNP ABEREIED Y AT~ T4 v 7 L Ea—
1R DOMEE A 7R,

(1) Campbell Ret al. (2021)?

EERRIZBT 5 PROM fEH#ER % H i (21
1) (R L 72 BRRIF R DY AT~ T 4 v 7 L E
1—=Tdh b, BHHIWZEIZHRE LB B E LT,
L EHEE O OPROMI ﬂ#éﬁﬁ\mﬁ%
FHFT 5 2 & T EHERROPROMEH OF) &
RADSHLIZEN) B EH o7z Bl Ea—id
EBEMICHwWSNE "V AT~YT4v 7L E
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6) Campbell R. et al. Quality of Life Research 31 : 1597-1620 (2022)

https://link.springer.com/article/10.1007/s11136-021-03003-z
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Log-rank test: P=.03

0 1 2 3 4 5 6 7 8
Years From Enrollment

No. at risk
Patient-reported 441 331 244 207 190 181 148 65 33
symptom monitoring
Usual care 325 223 171 137 118 107 89 50 27
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2 PABEWNRPROM T ARKHERX 27U YR 2EBFREADE

Favors : Favors
PROM : SOC

Risk of bias Weight,
Study A B C D E HR (95% Cl) %
Basch etal, 152017 Low Low Low Low Low 0.83(0.70-0.99) 76.40
Geerseetal,092017 Low Low Someconcerns Low Low 0.92(0.67-1.26) 22.79
Zhangetal,702022 Low Low Low Low Low 0.38(0.07-1.99) = 0.82
Overall DL: 12=0.0%; P=.56 0.84 (0.72-0.98) 100.00

0.06
HR (95% Cl)

HR : hazard ratio

Risk of bias
A : random sequence generation B : allocation concealment C : masking of participants and personnel D : incomplete
outcome bias E : selective reporting

FIH9) &1

3 PNABENRPROM M ARKHREE X 277 1) 2 Xt HRQoL NDFE

[a] 12 Weeks

Risk of bias Weight,
Sturly A B D e WD (95% C1) Falon | fovors %
Absolometal,® 2021 Low Low Low Some cancerns  Low 5.30(2.73ta 7.87) H —.— 21.82
Basch et al,®> 2022 Low Low Low Some concerns  Low 2.42(0.72t04.12) —.— 27.18
Girgis et al,>* 2009 Low Low Some concerns Some concerns  High 1.00 (-2.72 to 4.72) + . B 15.78
Paterson et al, > 2018 Some concerns  Low  Low Some cancerns  Some concerns  -0.60 (-10.66 ta 9.46) [ i 363
Riis et al,?% 2020 Some concerns  Low  Low Some concerns  Low -4.36(-10.20 to 1.49) . 1 E 8.88
Zhang et al,’? 2022 Low Low Low Some cancerns  Low 3.90(1.47 ta 6.33) H 0 . 22,70
Overall DL: 12=57.3%; P=.04 2.45(0.42 ta 4.48) —*— 100.00

-10 0 10
WMD (95% CI)

24 Weeks

Risk of bias Favors ' Favors Weight,
Study A B C D E_ WMD(95%Cl) 50C ; PROM %
Basch et al,®5 2022 Low Low Low Some concerns  Low  2.24(0.03 to 4.45) h 18.72
Fjell et al, 27 2020 Some concerns  Low  Low Someconcerns Low 1.71(-3.92t07.34) i 12.26
Geerse et al,59 2017 Law Low Low Some concerns  Low  -2.50{-12.07 ta 7.07) R . 692
Girgis et al,2* 2009 Low Low Someconcerns Somecancerns High -0.70(-4.48 to 3.08) + 15.80
Komblith et al, 28 2006  Some concerns  Low Low Some cancerns  Low 678 (1.36t0 12.20) C— 12.63
Mertz et al, 2% 2017 Law Low Low Some concerns  Low  -4.80{-15.10ta 5.50) | . 6.26
Riis et al,26 2020 Some concerns  Low  Low Some cancerns  Low  -3.44(-9.29t0 2.41) . 11.88
Zhangetal 02022 Law Low Low Some concerns  Low  8.90 (4.98 10 12.82) Do —— 15.52
Overall DL: 2=68.8%: P=_002 1.87(-1.21t04.96) =T 100.00

20 0 20
WD (95% CI)

[c] 48 weeks

Risk of bias Favors . Favors Weight,
Study A B _C D E WMD (35% CI) S0C : PROM %
Basch et al,5 2022 Low Low Low Someconcerns Low 1.10 (-1.49 to 3.69) —l— 43.50
Mertz et al,?% 2017 Low Low Low Someconcerns Someconcerns 9.40(-1.07 to 19.87) n 21.67
Riis et al,6 2020 Some concerns Low  Low  Some concerns  Low -6.21(-11.88t0 -0.54) m | 34.83
Overall DL: 12=76.0%; P=.02 0.35 (-6.31t0 7.02) ——— e 100.00

-20 0 20
WMD (95% CI)

WMD : weighted mean difference (T AT F-1557)

Risk of bias
A : random sequence generation B : allocation concealment C : masking of participants and personnel D : incomplete
outcome bias E : selective reporting.
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