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B Addendum to Statistical Principles for Clinical Trials
on Choosing Appropriate Estimands and Defining
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> 1. Introduction

B Purpose, Scope, Motivation
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» 2. A framework to align planning, design, conduct, analysis and
interpretation

> 3. Estimands

Introduction

Definition, lllustrating estimands

Choice of estimand

Impact on clinical trial design and conduct
Impact on clinical trial analysis

Additional considerations
» 4. Sensitivity Analyses
» 5. Reporting
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BFramework for positioning an estimand
B Definition for estimand

B Classification for different choices of
estimands


http://www.jpma.or.jp/

SE33EICHEIFFRESTH

| E9 (R1)
O nizp

> BREREAERDETIE. Efit. f# T, BBRZUNET H5=ODEIHAF
SADWEE: F-F-LEFLLWE YYD
> IR7E D fElRE
B Estimand: BRIREER CTIXEHEBRAEDED I HOLENHEINLIRNENE
BATEIZT AW ENHD - Z5LEWE RERE M. EiE. SBfToTnh
L. BRIGEELNAELS
B ERESNT BEOEH TIE. BIZIA-HBWNMEITOEREL. EERET
DELEVLSEELIZDAEAS
> E9 (R1) ®BHHY

B ABREMEBYHEE S EZDLGE, Y —BL-HECETREZT
RELT 5L —LT—V% iR

\\\\\


http://www.jpma.or.jp/

| IBETERIL—LT—

> RERETEI-TH 1, HEEhk., TR UOERDT-
HOIOL—LT—5
mEEROD B Y
B Estimand

m i

BT OTSE

V

A

O nizp

TR

v’ Target population, Endpoint, Measure of intervention effect
BEABR T H AU LM A EDER
WX E ST

> IRAEDEHFTIE. COTL—LT—I(ZiR>TLVE
WEERHS

10


http://www.jpma.or.jp/

| Intention to treat (ITT)
_— Om=p
> A1) FILESTIlE., 53 LIL L BERER (WD BB
I ERER) TO X ELEMIIITTORBZEDED
AR
BISUF LMEDMFIENBEASHOFEMIOER =

> ITTOR A (A1) FJLE9)

B PELEABRBBROI—RZEFLENESNIHD DS
3. Bt Fonti=F I—T DFEFEHSN, FEESN . T
SNONETHAIENEINSD, |

=S E LR ORE EORERIDIZEZTLNSA?

11


http://www.jpma.or.jp/

I Intention to treat (ITT) (Cont.)

O nizp

> E9(R1) MBI, ITTORBIZEDW=AEAE$HETEET S “treatment-
policy estimand” ZHERLYHBRIZERT 55D TIFAL
B Treatment-policy estimand ZZEIRLI-GE . @G T AU LERTEE

i R e
B Treatment-policy estimand Z:ERLGE M >1=5E . ZHGHID
estimand £ 35 &

> ITTORBI[ZE D<treatment-policy estimand M5 (L fE B &R T RETIE
B LOL. AMEDOBRBEANBZZSE=HICTTORAICHKSCEF. BB
HIZITORE TIEELY
> ftidDestimand|XFEM R X TiEMALTLDD, BRED B S
B B{EEINTLELMGE
B EEIN TG oY AEEICEESNTVSEE
> DmEAEBEZON, MIAZET, HERTEMN?
SHEXNETIE. EEE.BREATVIVETRITHEBETIER

12


http://www.jpma.or.jp/

| Estimand D &R

> Estimand D BEIERIE 2 FEZ EC &k
BTreatment-policy estimand
Bz LIt Destimand

>ENTNORFT-5ERT
B ELDEBRRETOZI M
BfEFER[EETHAHIMNEIH

> Al e BY . FIARIGE CHEYIGA T av %
BRTEIZ T 5 F

O nizp

13


http://www.jpma.or.jp/

| FOorai~nieE

>J0ORa)LADestimandDELE, HiE%

s

O nizp

BEAER D BRYIZ/ Ao TestimandIZE 9 514
A EHT-ICERE?
BiRETREAT Do a2 elE]

»>EstimandDEIRIZDOULNT., TDOEAZE

JOk3a)LAERE

KT NENEDH?

14


http://www.jpma.or.jp/

| AYSHILEIADEE
O nzp

PAV)OFIVEINFEET HER G [CHE(TEC

> ECFET HEhrE
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B Missing data
B Sensitivity analysis
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