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B Addendum to Statistical Principles for Clinical Trials
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B “While FDA has implicitly endorsed LOCF imputation for diabetes trials in
the past, there is now more awareness in the statistical community of the
limitations of this approach. Instead | have included a sensitivity analysis in
which the primary HbAlc outcomes are used regardless of rescue
treatment, and no statistical adjustment is made for rescue.

B This approach is also imperfect, but it comes closer to being a true intent-
to-treat (ITT) analysis because it disregards the non-randomized rescue
treatment.”
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ICH E9(R1) Survey on Estimands and Sensitivity Analyses
Demographics

O Japan

O United States of America (USA)

*2, Which type of institution / company do you work for? [Please select one]
O Regulatory Agency

O Pharmaceutical Company

O Medical Device Company

O Contract Research Organizafion

O Academic/Clinical Research unit

O Other {please specify)

=9 fETR

/- = ﬁ
e 20154
*1. Which ICH region do you work in? (Please select one) 2 1 5 J: 5
O Canada : b
)
nnnnnnn ion =g
Q) eupenn ¢ J?E JTREN T-'E

e b

\O

O v estimand‘bﬁgiﬁj\*ﬁ

() oer pease soscmy 0) EE, :Ijt Ejﬁ 7.5

13


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

Q1 Which ICH region do you work in?
(Please select one)
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Practical consequences

Glossary

References

15


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

| $#BDFE

> L CTALBIDE
B Draft stepl technical document, Q3 2015

mR

A

EE

auli

M HEEZEAMITT-%E (R

O nizp

16


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

El
EE—EQ?QJ%K;

KITL—LT—7

o EstimandORE #7122
D EIB(ZFEIANLE
o KEEWIDRETNAIL. et =1+ TLK<

FEEREXERDETE . EfIZIL{EE

>l J7Ara)LA~ADEEE . SRERAE P IE#E
DT—32RE. RBAT—3F. REE
~DELHK

> METRIZITTIKIGCERZIERT A E

17


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

	ICH E9 (R1)
	Outline
	経緯
	2015年6月福岡会議
	Concept Paper (2014年10月承認)
	検討内容の概略 (1/3)
	検討中のフレームワーク
	事例: Dapagliflozin
	事例: Dapagliflozin (続き)
	検討内容の概略 (2/3)
	検討内容の概略 (3/3)
	スライド番号 12
	Webアンケート
	スライド番号 14
	Step1 technical document 構成案
	今後の予定
	課題

