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o http://www.ich.org/home. html

) harmonisation for better health O S E M

Welcome to the ICH official website Help to Shape the ICH

The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH) is unigue in bringing Guidelines
together the regulatory authorities and pharmaceutical industry to discuss scientific and technical aspects of drug registration. Since its
inception in 1990, ICH has gradually evolved, to respond to the increasingly global face of drug development. ICH's mission is to achieve
greater harmonisation worldwide to ensure that safe, efiective, and high guality medicines are developed and registered in the most
resource-efficient manner. On 23 October 2015, ICH announced organisational changes as it marks 25 years of successiul

harmaonisation. . ‘."
Nraft Goidelines L

currently under consultation. Your
contribution will then be
considered by ICH.
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Quality Guidelines Safety Guidelines

Harmonisation achievements in the CQuality ICH has produced a comprehensive set of
area include pivotal milestones such as the safety Guidelines to uncover potential risks
conduct of stability studies, defining relevant like carcinogenicity. genotoxicity and
thresholds for impurities testing and a more reprotoxicity. A recent breakthrough has
flexible approach to pharmaceutical guality been a non-clinical testing strategy for
based on Good Manufacturing Practice jé'l‘ﬂi assessing the QT interval prolongation
(GMP) risk management. liability: the single most important cause of

drug withdrawals in recent years.

Efficacy Guidelines

The work carried out by ICH under the
Efficacy heading is concerned with the
design, conduct, safety and reporting of
clinical trials. It also covers novel types of
- medicines derived from biotechnological Commaon Technical Document (CTD) and
ﬁ 3(‘)] 'I‘i processes and the use of *Eé‘ﬁﬁigj the development of Elecironic Standards for
pharmacogenetics/genomics technigues to the Transfer of Regulatory Information
oduce better targeted medicines. (ESTRI).

Multidisciplinary Guidelines

Those are the cross-cutting topics which do
not fit uniguely into one of the Quality,
Safety and Efficacy categories. It includes
the ICH medical terminology (MedDRA), the

BABIZIX. EREUA, %E?ﬁllél)%d)ﬁé%h\l% 2
(EWG: Expert Worklsg%Group) HARSAUE
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E9(R1) EWG

o SHNEA
- EC, EFPIA, MHLW/PMDA, JPMA, FDA,
PhRMA, HC, Brazil, Chinese Taipei,
Kazakhstan, CFDA
e Rapporteur

— Rob Hemmings, EC

e Regulatory chair
- Yuki Ando, MHLW/PMDA

ZTRMDAIN—FI[ZDONTIE, LTS
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficac
y/EQ/E9-R1IEWG_ExpersList 2017 0928.pdf
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www.ich.org/fileadmin/Public_Web_Site/ICH_Prod

ucts/Guidelines/Efficacy/E9/E9-
INTERNATIONAL CONCIL FOR HARMONISATION OF TECHNICAL R1EWG_Step2_Guideline 2017 0616.pdf

REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE

ICH HARMONISED GUIDELINE

Estimands and Sensitivity Analysis in Clinical Trials

) ICH E9(R1)

Current Step 2 version

dated 16 June 2017 ﬁﬂiaﬁwtbwﬁﬂﬂ‘)ﬁﬁﬂ ﬁlﬁ
FRRRERIZBIT 5 estimand & BRE ST
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gov.go.jp/servlet/PcmFileDownload?seqNo=0000
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