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*1 https://www.pmda.go.jp/files/000269154.pdf
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Z Dfth o EHR
https://www.mhlw.go.jp/stf/shingi2/0000205617_00053.html

o
https://www.mhlw.go.jp/stf/shingi2/0000182016_00060.html
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[E—FHOMEMRD AT X OERIT. A HIRBE X IZHARE D &5 & 238 IR 2 2 & I3 HNITHRET T~
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LINTw3, DLhz g e, MEEHEER cOMmERRE <tz < A IRE 2@ 3 2 i, @
Frll 2.5% Cld7e < il 5% L 4k 2 & & ZIESLT 2D “ > 2 fEIC L TH S BEBDH 5,
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margin”,
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CIIAHERTH B L, WEEHERRIE OGO H © FDA £ PMDA 73 superiority
”"Super superiority” ("KIEZREEEME") & WIHIBERZEAL T3 2 &*1-3, FmiEmIci3IE

FHPEMRGR, BRI jUFE?E:@@X'I‘iﬂi%E@ NEICHUE 2D T < v ) FIEBIEL LI NG 2 &

PEzZLE, BV FFRA VI

O ICH S 5 Z L 3 A[RE

TH 5,

MR GUBRT ¥4 v)

et
= BRIR RO N — I
SRS LEtE R A

A ERIRINICERD B 2 58

FRE D

Frl - ] o ]

XA SRR

(1) Difference Ho: 0=1vs.H;: 0 #1 i fHIRE

KA IRGEES 2 3B - — A ICHE

BRI T b 2 L 23h B

(2) Super-superiority Ho: 6= Avs. Hi: <A Fr{lisE

XK 7 (B (7z72L. A<1)

(3) Superiority Hyo: 6 =1vs.H;: 6<1 Fr e

B R

(4) Non-inferiority Ho: 0= Avs.Hi: 6<A Fr e

XIES HaAER (7=72L. A>1)

(5) Equivalence Ho: 6 =Apor 6= Ay — o0 FrIlOE DA A
b

vs Hi : At< O <Ay

(7z77L. AL<1<Ay)

Chan and Mehrotra, in Encyclopedia of Biopharmaceutical Statistics 3rd ed,

oL TERK,
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*1 https://www.fda.gov/media/171396/download

—Hlz1XZ D X S AiEamA 7 T\ % The panel indicated that hypothesis testing for simple
superiority between the test and control groups is adequate for most devices, and super-
superiority testing should be conducted if the risks are higher. Following the first approval, the
panel noted that evaluation of non-inferiority against an approved device with a carefully chosen

noninferiority margin may be appropriate if the device designs and anatomical targets are similar.

*2 https://www.pmda.go.jp/files/000248204.pdf

*3 https://www.pmda.go.jp/files/000247491.pdf
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20114 1 1 25 H 5 22 lnla S BEeav i 2ok
Y} 2-2 SRS E IR A I B 5 5 3 TSR O RIS (PDF)
https://www.mhlw.go.jp/stf/shingi/2r98520000018toj-att/2r98520000018ttx.pdf

Z DAt EHF}
https://www.mhlw.go.jp/stf/shingi/2r98520000011czm.html

https://www.mhlw.go.jp/stf/shingi/2r98520000014999.html
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https://www.mhlw.go.jp/content/10808000/000789666.pdf

BB 1-2 SRR R o fai R I Ic w3 2 [m% (PDF : 373KB)
https://www.mhlw.go.jp/content/10808000/000638449.pdf

Z Dfth o EF}
https://www.mhlw.go.jp/stf/newpage_11779.html

https://www.mhlw.go.jp/stf/shingi2/0000207577_00021.html

PMDA #HEREE (2022 410 A 18 H)
https://www.pmda.go.jp/drugs/2022/P20221128002/400107000_22100AMX00111_A100_1.pdf
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