T—<FAMV
TETTAT T FAATRT o/ AT AR

T —<HBI X

THETTAT T AL, FDATAL L ATIHTER BRI SN 5E oFRbEINn-7 —
HZFEASNT, BT VAL D1, EOMIEIZHOWT, FORFBSNIZEEEITHIZENTED
BRRRT VAL | EERSILVTND. TETTH4T7 T ALY G2 5N A R LD, 3R
[ZBINT2BF I BUVIRRA R LT oS 2 5.2, JORRE7ZREI B, SOITI3FH
A[REZRY Y — ADIE S ST RS R3d%— 5T, Mgt FIEEZEUN AU, B0l
FAER DR, HEEE D/ AT ADFEA, (ZHIX ] OWAEMER D4 8 LOBEAREIVE T
65728, FatH 2L OB R E LI WBIGN 25 AT REMEN G S

F7o, FDAT AL LV ATIEI AR T 4o b UR7 OFHliE P IZED, FEEOmEE)e7 )7
DO, RIS ERFR O FEEA FIRRICT 5, S CEDIRR SN R OHE E b2 5
THIENEETHD. | &, HEEMHA~DNAT A% B LI 251 52 L O FEEMEZ R~ T
W5, BIEETICT X 7T — 2 a AT 53 7 A% AR T BR 5 3D 720 (CHE & 4 i HE
TOFETEEIRESN TND— T, FEERICHEASICFHIIROIL TN D, A7 ARG E
DFFIZBNTL, #HFH 7R =7 TORENREERZ L0, HONTREROMBRPEHE 2D
LWV Z b B2 DND. Fo, AT AOFHEEAITHIZETMSE (¥ 3 G872 N4k
IREOBENELL A REMELHY, BT L AT AT LN FHIHFELNO SRS T, &
DI AN T A A DD REDIZOW RO R M D 5. oI EEHTED
TR FEOHEEME LI, BRI R HIG IR AT D3 FIN R A R T HEE L THESbL
WEDIIAAENHIBLRD D, HEEED AT AFHEOF] IR RIZHOW g 3 5.

¥, KT —~TlIBayesD FLFmICEEOLT X7 T —Ta Al oW U TiEm Ot G LT L
VN

KT N—7"Tix, BIEITHARRZR AT ZAOFHETTIE R S 561, 24
[l DM CEH T2 FHEERD IR EARIT T 5. TD%, FHIEHEATHEEMED AT AFIEDOF il
RIZOW gL, 7 /V—7 R Cismm N A 2 A 32,

pSE 3

THETTA4T7 T WA T DR ORI D720, Y HOEm 2 MHBIcED 5720,
LR OB EERAEFHICHA CWEEXTE T T4 T T ANl ABURE A XA, %
HH O R, HEEMEITHT DA T AOFEIFIEICEET 2B L ED TR 2 L &2H#
5.



2 E 3R

[1]

(2]

(3]

[4]

(5]
(6]

[7]

European Medicines Agency. Reflection Paper on Methodological Issues in Confirmatory
Clinical Trials Planned with an Adaptive Design (CHMP/EWP/2459/02) 2007.
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-methodological-

issues-confirmatory-clinical-trials-planned-adaptive-design en.pdf [2024 £ 3 H 12 A7 7 &
2]

Food and Drug Administration. Adaptive Design Clinical Trials for Drugs and Biologics

Guidance for Industry. https://www.fda.gov/regulatory-information/search-fda-guidance-

documents/adaptive-design-clinical-trials-drugs-and-biologics-guidance-industry [2024 4% 3 A
1287 7&A]

HABESET WS, 7477 47T A BT 5 FDA A X ADFGER, 2021 4F 8
H . https://www.jpma.or.jp/information/evaluation/results/allotment/lofurc000000n5a8-
att/adaptive design.pdf [20244-3 A 12 H7 7 & X ]

HARRESRT WS 7 X7 T 0 7T WA O EHERC BT 5 E, 2022 45 2 A.
https://www.jpma.or.jp/information/evaluation/results/allotment/jtrngf0000001cuh-

att/DS 202302 adaptive.pdf [2024 43 H 12 HT 7 & A ]

AARRBET WS, V2 b—ya VG EICET 2B, (A TE]

Robertson DS, Choodari-Oskooei B, Dimairo M, Flight L, Pallmann P, Jaki T. Point estimation
for adaptive trial designs I: A methodological review. Stat Med. 2023;42(2):122-145.
doi:10.1002/5im.9605

Robertson DS, Choodari-Oskooei B, Dimairo M, Flight L, Pallmann P, Jaki T. Point estimation
for adaptive trial designs II: Practical considerations and guidance. Stat Med. 2023;42(14):2496-
2520. doi:10.1002/sim.9734

2T —HA YV AT AT R T —T L
(7 —~1] 77747 T A
https://www.pmda.qo.jp/review-services/symposia/0007.html



https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-methodological-issues-confirmatory-clinical-trials-planned-adaptive-design_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-methodological-issues-confirmatory-clinical-trials-planned-adaptive-design_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-methodological-issues-confirmatory-clinical-trials-planned-adaptive-design_en.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/adaptive-design-clinical-trials-drugs-and-biologics-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/adaptive-design-clinical-trials-drugs-and-biologics-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/adaptive-design-clinical-trials-drugs-and-biologics-guidance-industry
https://www.jpma.or.jp/information/evaluation/results/allotment/lofurc000000n5a8-att/adaptive_design.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/lofurc000000n5a8-att/adaptive_design.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/lofurc000000n5a8-att/adaptive_design.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/jtrngf0000001cuh-att/DS_202302_adaptive.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/jtrngf0000001cuh-att/DS_202302_adaptive.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/jtrngf0000001cuh-att/DS_202302_adaptive.pdf
https://www.pmda.go.jp/review-services/symposia/0007.html
https://www.pmda.go.jp/review-services/symposia/0007.html

