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Use of Bayesian Methodology in Clinical Trials of Drugs and

Biological Products

1. HEK7AE(Bayesian methodology)#E# R ZZ m A 2 PRI & R
FIEMARE - HEREEREREELERBYAEGHARE -
2026 £1 A 12 H - =Bl FDA & 7 (BERA 2 BARERA
EYHBEERGSR) BEXEE5| SRAEKAEZIAR IND - NDA -
BLA L% 7t BB 55 (supplemental applications) 2 & PR &, 52 58 51 £
o - ERNRBERFZEABREZEM LWERN TR  MEZXLA
REMOERWIEN A Z— - A48 - FDA g - ZLIEKRA
2R WERBRRIBTE D (prior distribution) ~ B IHF!
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2. BERFFEBRAERPOBANRSEER 8%  ERLRKRE
fRER - DIMNBHREIFE S BB ERIE R ZE n R IRA - BR
BN BHEAUERSIERDBE ZEMMER (borrowing of
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-bayesian-methodology-clinical-trials-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-bayesian-methodology-clinical-trials-drug-and-biological-products
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SNERERERR ) - BRI AIHFIETZEMIN - P ESEEEE)T]
BEANER - FItEEEERESENNAINAEITE - BEEAE
et R{E Pr(d > a) > c #1774 - HP d BABEURA/N - a Bk
BOEIEUNNE  c AXFRAERIIBTHRELEER
(posterior probability) - a B ¢ ZEEHURR AR ERETTX
(1) STHE—RERE (Calibration to Type | Error Rate)
TEUFES - BEMEEERERTE a = 0,; ASHEABRAILIR
SHEFRE m AEE HERBRBRAEREEEYZ c B
EERS R — R E B LURHIR A I EKE -
(2) BRERNEERE
& Prd>a)=c- BIPr(d<a)=1 - c- fl - EEMAHF
1B a NEREERS =098 RIRRENKREE (d<a) 2
WXL 0.02 - IR A GBI RIELRRPIME ( decision
criterion ) - FlEEBEEMII -
3) DR mERRIE R SERE
ORERZEERR  EREEEERAWEEHREEK
(unmetmedicalneed ) MAEZE  KEBE 2 aglc -
EENE R BB EERRE - (FABRMINZIKE -
(4) ZARZERAINHEREAE
FIETEHMERRERER (BXRARRKDZR) #EREMNH
Ei1REE - BB -REZREFLSRINFEZE  BEFRZE
BT R R RIS A — R E 2R -
e A BEAET P REREREK ( Frequentist ) Z B
=& - HRKRMEAEEN (8FEE - BEmPIEE) - HE



https://www.cde.org.tw/epaper/11298/67923/
https://www.cde.org.tw/epaper/11298/67923/
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BREEZGMEZAY  UEREAKANRTESPSLIRERIEE
KR~ R REEMRE  SREROTERZEERGERHETR
IR ( operating characteristics ) - W38 & 35 28 BUKE 2 AT A0 LAEAS -
—RmMsS - ERomo DR =18 FEMAUIRBEEAMY
( noninformative/minimally informative ) - %84 ( skeptical )-
UK HREBZBESINIER 2 B TR -
ICH E9/E9(R1) EARMEET BREARKERIAVRAEHRE AR EKH
fasgat - alBRRARREER T 2MAET B R (BEGRA - MR - Wk
EH[intercurrentevents] BB R #Et =) - W RO g/ MRKE R
RElEEN TR ZEHERT R TEBHREINHLERYZ
BEM - BEAINBE R (informative priors to borrow external
information) - ‘REEREARIIE M SR (h st BIZ R MEET A LRSS
—H M EoltbY - BIEEREEE  HEERER  URSHEER
ANRAMTEE - GRIBGEEER ZoAMBEEREE - WEROE
NI ER - O RER RN ERNAEMERRE - AL - &&=
RElBRse st YRR A E EREA T 0 B BT E DT IRES - DU
RERBSIEYEAF o E MY -
HETERERBEFEAMRESE (10 MCMC ) =atlEiRs
1o kBB ICHES - WRESEAPTER IS FE R o5t - WiIRHE
= 7 BnE BURIE O - REREENERY mAOUZ 2% - OlEE
FIESZEZRSHMER AT UAENER - FAILEHLESE A
ZWHMHEIREY - HREMELR . ZRalRp s BERER T
LFFRAES A 7 o S Y - FHIRBEE A BN 2
WEE - BRETREZEGEARRS - SRAMEBNEER - WL
AT E/IBIREDITRETNS - IR EEEERE -



