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Japanese：http://www.pmda.go.jp/operations/notice/2007/file/0928010.pdf 

English：http://www.pmda.go.jp/operations/notice/2007/file/0928010-e.pdf 

2007 年 

日本での国際共同治験に関するガイドライン 
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Japanese：http://www.pmda.go.jp/regulatory/file/guideline/new_drug/GCT_jirei.pdf 
English：http://www.pmda.go.jp/regulatory/file/english_guideline/new_drug/GCT-

jirei_en.pdf 

2012 年 
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Total 81 79 107 114 130 134 133 35

MRCT 1 0 4 7 12 18 21 9

Bridging 4 2 3 6 2 3 1 1

(Year)

As of July

Development strategies for drug approval in 
Japan 
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2014年 新たな事務連絡発出 
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国際共同治験開始前の日本人での第Ⅰ相試験の実施 
に関する基本的考え方について 
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ICH E17ガイドラインの目的 
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Final Concept Paper of E17 

Statement of the Perceived Problem  

 Drug development has rapidly been globalized recently and 

MRCT for regulatory submission has widely been conducted 

in non-ICH regions as well as ICH regions. Regulatory 

agencies currently face challenges in evaluating data from 

MRCTs for drug approval. However, there is currently no 

harmonised ICH Guideline on MRCTs, especially focusing on 

scientific issues in planning/designing MRCTs, although Q&A 

of ICH E5 Guideline partly covers issue relating to MRCTs. 

An international guideline will be needed to promote 

conducting MRCT appropriately. A lack of harmonisation on 

this topic may cause additional burden for sponsor and 

difficult situation for conducting MRCTs. 

(dated 21 May 2014 Endorsed by the ICH Steering Committee on 5 June 2014) 
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Issues to be Resolved  

 The new guideline will describe practical issues in 

planning/designing MRCT. Issues on data interpretation 

may be discussed in a process of discussion for 

establishing this guideline, but are out of scope in this 

guideline. Main objective of this guideline is to provide 

common points to consider in planning/desingning 

MRCTs and minimize conflicting opinions from regulatory 

bodies.  
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リスボン会合前の活動 

• The 1st web-based conference was held on October 

1st (Preparation for the Lisbon meeting) 

o Sharing a concept of E17 guideline based on the final 

concept paper approved by SC 

o Brief discussion about items to be discussed in Lisbon 

 

• Discussion by e-mail after the web-conference 

o Collected comments from all parties about points to be 

included in E17 

o Prepared the draft document for discussion in Lisbon 
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ICHリスボン会合 
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リスボン会合での活動 

Date Task / Activity 

Day 1  Introduction  (first F2F meeting) 

 Short presentation from each region  

 Discuss about a draft table of contents 

Day 2-3 Continued discussion and preparation for the 

report to SC 

Day 4 Confirm a process for discussion after the 

meeting and future work plan  
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リスボン会合の成果 

• Sharing regional perspectives as to what topics should be 

covered in this guideline. 

• Reaching a consensus on a table of contents of E17 

guideline 

• Initiating to draft concrete sentences of some sections in the 

guideline 

• Confirmed that E17 guideline is really important to improve 

current situation of global drug developemnt and promote 

simultaneous regulatory submission in multiple 

countries/regions 
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Current table of contents (E17) 

1. INTRODUCTION 

1.1 Objective(s) of the Guideline 

1.2 Background  

1.3 Scope of the Guideline  

1.4 General Principles  

2. General recommendations in planning/designing MRCT 

2.1 Strategy-related points 

2.1.1 The value of MRCTs in drug development and 

regulatory approval  

2.1.2 The basic requirements to conduct a MRCT 

2.1.3 Scientific consultation meeting with regulatory 

agencies 

12 



ICH 即時報告会 2014年12月 Pharmaceuticals & Medical Devices Agency 

Current table of contents (E17) 

2. General recommendations in planning/designing MRCT 

2.2 Clinical trial design and protocol-related points 

2.2.1 Pre-consideration of regional variability on efficacy/safety 

2.2.2 Subject selection 

2.2.3 Selection of doses in MRCTs 

2.2.4 Choice of endpoint/index 

2.2.5 Estimation of a sample size and a proportion of each 

regional subjects in an MRCT 

2.2.6 Collecting and handling efficacy/safety information in 

MRCTs 

2.2.7 Statistical analysis plans that specifically address the 

features of MRCTs 

2.2.8 Selection of comparator (where applicable) 

2.2.9 Handling concomitant medications or therapies in a MRCT 

3. GLOSSARY 
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今後の予定 

• 各項の詳細化  

o by e-mail and the web-based conference 

o The web-based conference will be held early next 

year (at least two meeting; probably in February and 

April) 

 

• 次回対面会合を、次のICH会合に合わせて実施する方向で
Steering Committeeに要望中   
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現在のスケジュール 
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 First face-to-face EWG Meeting in November 2014 in Lisbon  

 Discussion by e-mail and web-based conference: 

   4Q 2014 - 1Q 2015  

 Second F2F EWG Meeting in 2Q 2015 for coordinating opinions 

of all parties and delivering Step 1 document 

 Third F2F EWG meeting in 4Q 2015 for adaption of Step 2 

document  

 Public consultation: 4Q 2015 - 2Q 2016  

 Revision of the guideline based on comments: 2Q 2016 - 4Q 

2016 (depending on contents of comments recieved) 

 Fourth face-to-face EWG Meeting for adaption of Step 4 

document in 4Q 2016 or 2Q 2017 
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Thank You! 

International Conference on Harmonisation of 
Technical Requirements 

for Registration of Pharmaceuticals for Human Use 
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