TN 6 AR A ST BT B e T A S SR A A B A
(BORF RO 7eE 3 (BORPHAHEENTIERZE) )

SyRMT IR &

R - BT —FIERICL BB - AMER

MIEnHE HERRT KT ERERR A —E 2 ) b —F 58 A%
WroEw E AR B VA= R Y S —=F REFT V2 VA B

WHEELE

AW HBPECTIE, WEFEICS &k E . AEEOER - MERRL BT F T — 20T
—Z IR EDERE v I T — 2 2 W a2 LS | Fricl i - MR - B TFHE %
MBI LI AMBRIZ I Z AN TV,

AR, HUEERSCHI IS 7 7 v AT LOBEOLEMENHR SN L2 L. EFHEICEK
W HIRBEN TORMEIIER DA T < IBPitk Dt A 5 D 7= RIS 5 &
SNTWD, ALY, 2O AP TE, HEROFREEORREHITDH
EMWTET,

BRI PR ROERE LTE, Y9#E R ERFEFZERR~NV AT —E XY —F
) DORFRETE 2 ND32024F 5583 [0] H AN A vl (biEE) 10T, £h
Ziv R ANEE RN DA A A REHgE RIS & 24U BE S 2 B~ il T& 2 512
PEESR~) . THREHICB T 2HB0NLE T RRVRAT T 70 =0 712D TEZ T
D0 EDORBE] IZOWT, KRFFBEE 1 ADR2024F % 16EIEBSEAE 27 ¥ 7 25 29
[B] 0 AERAE ikt s (B) 12T [Risk of endometrial cancer by endocrine therapy
for breast cancer survivors in Japan] (ZOWTDORELEITo72, £z, FEFEITT, A%
W3 Th 5 E Lt educational session™C

Methods for Validation Study for Clinical Endpoints| (Z- 2\ COEF R EZ1T - 7=,

ZOEIT, AEL Y TNT = FTF—2 2 HWTZERES: « R EEIIEIC B0 2o
ERESXEFHEZRRICTIEFHE LTV, HEEORE 2T, KAEEOHETH HIEIA
WERYE > 77— 2RI 00D ANMBERRICEIRT 2 Z & TE T,

185




T I

M4, WHO TWorld Health Assembly in
May 201623\ TFramework on
integrated people-centred health services
(IPCHS) i, EEFHEET
Jbea7 BV FaTh (PR 28 FEK
FTHR) 2BV TH | THEE RO s el 15
TYVATADHEEIE L TELHRIT, BHE
it 3 X Hiss 2 3 1) D ek S DB
RIS & OEHEIC KV | BRI OREREY
IRHBRGERS - PRERTLER] DRt a1T 5 2
EMMERE S, AFRTEE IS, SRS
#5 - ZIFE BT — A ER A BARIC A
A=V TELNY FaTLRROLLTH
5, TEEIE LTRD BN DA G
B g ] ITHUSRERSTF— A ER, a3
2= = a VEENEINFETLDHRIRE
FTLA4DaIa=r—var, A42)[HE
& ERIORMR, A-5-DEFPLOTF—LE
e A-T-DHUBEFRRA~DOEBR, B-1-7) Mk =
e MR (A-7T-D & HEREA IR &
72) . F-2-15EEER &Ik, G-4-3)Hulk
ERFEEHOHFLEE T T D, k. B
(i T D EROITE TS T Tl e
<. Fn%E R Z 7270 b 8 o 7 g
0B - % Ml Ak D B & FEEEN R
b, 1&ELTWD, FxiE, 295 LM
REHETDHICHT20 | E5] Oz
BICMZ T, HilgkDT — & ZHS LMD
RO EFSR EDOBEREE 2, K]
G EELE ST IR T — 2 O s
Rl CET,

F7o. 20204E4EHD D OFHL 2 mF T A
WADRT Iy TN, U T LT — )b
RT — % OFIERIZHD < evidence
based policy making (EBPM)? & Z%: A3
< —fithR - #EICEliks D L o2k o
T&7, ZORHZEERZ &1L, K & of
JERBRITHRI 0 FAFEE 8. RRBR - S50
DEERIFEED T T, BRI T —F %R

186

Bri, SaECmslE#E L CHICRET
L2 THD, TDOLDBREERSE - BREE
FHENOHEET L ENEETH S,
AWFFEHEC L0 . 2B OE D AAN
BT EMESFERICSI XX, SFE LI
EE - HERRA - HEFRENERITTS
REORREDHT D LN T, K
FFEHED BRI B 1572 A B AL D 50 R
IS & | RO W IR E CTh A
BNV URY U LHERE T AW BED 2
ENTE, UT., 20O 1FEOMEEHRE
T2,

1. ENESRE
AREEITYHE UK FEFER R~V
A —ER Y S —F438) ORFREFA 2
ANBEE - MY > 77— 2IERIC L D0
FEAATVY 2024 FEEHS 83 Al H ARG ALY
SRS (biRE) IS TRETDHZ LN
T&E o, T ROV RRIL, AR
# (HE) BIOAFEHHE CAE) ©
fBEDL LT, TRRICAMEOEE
R,

(1) FRBARFEHRE O A A N
REE L ENICEET 2 ER~Hlg TF
2 BB TE ~
[#RE] HILEK (HERETA)
[Ef] Ak TIEA A A ROEREITAR
fi/E EOBEE Ip o TN D, FEREAET
IR 38R < A B A RIRTFEIS D
BWFICTH D0, A4 A FMEGFORE
RN DOWTA EA A RIEE MG~ PR
DENS DWEILELE D7, KIFFED B
HHIIERERINEFiT2 DA B A A RKED
HELBET HEREFHRLZ L Th D,
[FiE] PRSI E R R OR AT 12 31T
LHERLES N =22 HNT, 2012 410
A5 2021 9 A £ TOHIRNIZ IR AR
FTa2 T2 18 kbl LA X L% AW
BB E T o 72, fiTAT 180 HLLND A



v A A NEMERH, itk 180 H AN D2 H
BRI (IR D720 DA © A A Rl % sk
T H720), iteBisBwsa ., aikeliss
723 180 B AT, 2 [A]H LA O X R Tl A
FaRA Lo, ZATEIC b - T, A
FA RIEMFE [iit% 0~14 B B o1t 91
~180 HHDA A A R LEFL
7o AEMR. PRI WRATIRAE (EMEE AR A,
KA« 9o« MERIEE, 41 FEER<
PR SEAE . ATRTE ORI, B
fEEE) o A (Maledi, MaE e OB, BH
) o BRERDTVE (RERESSMRREROE A . iR~
oy 7 ) AL LI 2EEe Y
AT 4y ZEUFGTEAT 5 T2,

(5 5] HWIRTHIZ 6041 A2SIEL 2881 FL i
Ziz it WARFEYEA /- L= D1X 3924 AT
oo, FhsOFIAE [P AraEFE] 13 68
[64-71] m&C. BPEN 2405 N (61.2%)
Thotz, AELA NMEGFOEFRZ - L
72#13£130 A (8.3%) Tholz, A4 A
RRAFIC B 2 007 U 7= /G BRI -1 A Al
b2/ bt ipgiE (> Xk, 2.025 95%(5
FEIX[H], 1.09-3.77; P =0.027) & Bl
(vs Mg FAf) (> Xk, 1.505 95%(5F
FHIX[E, 1.01-2.24; P=0.046) Toh 7=,
[FEam] BAIZRT 2 MR RV 1T 1% D
F A A FEIFEIAIL 3.3% CThH - 7=, flA]
b5/ O S & BTN (vs Ml F
i) DA EAA MRAEIZEET 2 HETH
STc, FEHA FKAFOm Y A7 BFITKE
T2 B DRI & BRSO IS S L EE T d
Do

(2) HEEHIICRT LML E 7 KRR
TT T2 TN TEZTHE N
& OEE
[BEFE] LWEEE (ELRPE)
[BM] DREPERZEEREADZ 5
., 7R AT 7T =2 7 (ACP) D
K s B OBEBEENEE > TN D, ElnE
TIX ACP D & B d 5k % 72 BLK D —

187

DIAERINEN H D Z E ML N E 7o
TWDN, FEIICET 2 REEROMEILZ
LW, RO BEE, FHEICBIT S
ACP IOV TE 2 TWA ) &2 BIISED
BhEAH LN THZETH D,
[ 5] 2022 48 12 H~2023 4E 1 H d-><
I s E R AL ER EE DT DT
— NS 9 WA V. 40 sl L 64 UL
TaExRE L, £7, ACPIZHOWNWTHE X
TWAHEEEEZEZ TORWERZHOWT, 5
FIFINE DIRBLGEATIFZE K 0 Dl &
W TLNDIBIT 5 ANOFE, HRHoMEE
LT NDIHTHNOHFE, KA - HA
EOME I P ERVORE L E
R RO N A PR A TR L, A
FefpE TR L7e, WIZ, HROZEHIZ ACP
IZONWTEZTWDNE D H, HEEIC
HERSIOAFEEE U, MR Fli, — A
B LOAME, &FERN., (HEOFE, 4t
HERER O, BIEORERRRTE, BI{EDsE
HORE, 1 7 ABOKTDILHERLD H H D
RRAFFLOFMETH]E LI, ZEER VX
T A 7RO AT o T, ESHTE L
T, ABZEHRD ACPIZHOWTEZ T DM
Enk, EEEEZ T g Lz, 5 EE
BEIZS T -2 THa AT ¢ TR A T
776
[K55)] 7o 47— MZAS THRE LW
EEIZ KRB D72\ 474 NERHEIE R 23.7%)
RN L Lz, ACPIZHOWTEZ T
LRER285 N) & EZ TWARWEERI N T, 4
P MEE DR Z A OGA X ENE 90.56%
& 82.5% (p=0.010), KA - HIAN =956
1% 79.0% & 67.7% (p=0.006), ITHTFF& G0
HOEETE 83.2% & 75.1% (p=0.003)72 >
Too ZEEMHTORE, ACP Z& 2 TWN5
Z L L OFES A v XH[95%E HE X I,
KN - AN ER A1 1.57 [1.00-2.46],
FRCMEEORZ A O%E1E 2.46 [1.21-
499 Ch o7, ZHu U AT 4 v 7 [EF5
HrZ DWW T HRIBROFE R TH o7,



Lt
HAEWITIL, KA - BN &S BRSO
REDFEZ L NS TSN D R 51X
ELACPIZOWNWTEZDHZ LEIRIBES L
720

2. ERZESHEE
ERRFa & LTiE, KFFEAE 1 A 2024 47
FEH 16 RIERRSEAE P2 T U7 Skl 29
[B] B ASEAIE T it s R0 12 TLL
TORKEITT,

(1) Risk of endometrial cancer by
endocrine therapy for breast cancer
survivors in Japan

[(RERF] WHTEE (LR

[Introduction] Breast cancer (BC)
survivors may have an increased risk of
endometrial cancer due to endocrine
therapy, but the risk is unknown among
Japanese women, especially by type of
endocrine treatment (tamoxifen,
aromatase inhibitors).

[Aims] We aimed to determine the risk
of endometrial cancer overall and by type
of endocrine treatment among BC
Survivors .

[Methods] We conducted a matched
cohort study using data from the JMDC
claims database. Between January 2005
and December 2019, women aged 18-74
years with and without BC were matched
with 1:4 ratio for age and entry timing to
the database. We estimated and compared
the risks for endometrial cancer between
the groups, using the stratified Cox
regression analysis further adjusting
for BMI, smoking, diabetes, and oral
contraceptives . In addition, we estimated
the risk by endocrine treatment regimen

(tamoxifen, aromatase inhibitor,
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tamoxifen, and no endocrine therapy)
during the first year after the BC
diagnosis, using the unstratified Cox
regression analysis in which the reference
group was women without BC, and
patients were followed from one year after
the matching, further adjusted for
chemotherapy (anthracycline, taxane).

[Results] Among 24,017 BC survivors
and 96,068 matched women (mean age
50.5 years), endometrial cancer occurred
among 56 and 38 women (incidence rate of
0.7 and 0.1 cases/1000 person-years,
respectively), with the adjusted hazard
ratio of 8.10 (95% CI 3.97-16.5). By
treatment, the tamoxifen (n=10164, mean
age 45.9 years), aromatase inhibitor
(n=5468, 58.9 years), and no hormone
therapy (n=7765, 50.4 years) groups had
26, 4, 10 endometrial cancer cases, and the
adjusted hazard ratios were 6.86 (3.59—
13.13), 1.45 (0.33-6.51), and 5.35 (2.37—
12.09), respectively, compared to women
without BC.

[Discussion] Japanese BC survivors
showed an increased risk of endometrial
cancer than women without BC, and the
risk varied by the type of endocrine

therapy.
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(1) Methods for Validation Study for
Clinical Endpoints
[(BERE] & Ltk
[Abstract] When conducting database
studies using real world data (RWD),
researchers sometimes use an algorithm

known as "case definition," "outcome
definition,” or “computable phenotype” to
identify the outcome of interest. Generally,
algorithms are created by combining
multiple variables and codes, and they
must be validated against the traditional
gold standard. For that purpose,
validation studies are conducted; for
example, database-based outcome
definitions are compared with the
physician’s chart reviews. Validation
studies compare algorithms with the gold
standard and calculate indicators such as
sensitivity and specificity to assess their
validities. In this symposia, we will
discuss the design and analysis of
validation studies aimed for assessing the
validity of case definitions in database
study using RWD and selecting the most
appropriate ones.
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