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Good Registration Management Regulatory Convergence

Analysis Report

Establishment of Regulations and Approvals Expert Working Groups:
• Offering recommendations to realize early submission and approval of NDA for prescription drugs in Asia
• Stable supply of quality drug at global standard

Concept Paper: 
• Fundamental framework in the activities and outlines a strategic multi-year approach

Analysis Report

Analysis Report

Analysis Report

Analysis Report

Analysis Report

Fact SheetGood Registration Practice Policy Document

APAC GSubP GuidelinePosition Paper to GRevP

APEC GSubP GuidelineProgress Report

Progress Report

Interim Report

APEC GRM Roadmap

APEC GRM Pilot COE Workshop • Asia Regulatory Conference

APEC GRM COE Workshop • Conditional Early Approval

Progress Report PMRE

• Brainstorming
• ICH implementation 

questionnaire in APAC

Progress Report PMREAPEC GRM Reliance Pathway

APEC GRM Train the Trainer • Reliance Pathway



Table of Contents

• Progress Report 2020
• Good Registration Management
• Reliance Pathway

3



Progress 
Report 
2020

4

https://www.apac-
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Summary for activities for 
reliance pathway on 2019 

2020 April 2nd

RP discussion team
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Introduction
• Reliance pathway (RP) was started to be introduced 

in APAC countries.
• Being widespread use of RP is key for early access 

of drugs for patient and efficient resource for 
reviewers.

• Extracting and solving issues for RP in APAC 
countries is important to accelerate RP.

• We conducted discussion in RA-EWG, created 
questionnaires and collected challenging points on 
2019.
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Summary of responses
• Received countries: Korea, Taiwan, Indonesia, Malaysia, 

Philippines and Japan
• Categories of RP:

– Abbreviation/verification pathway like WHO Good review 
practice) : Indonesia, Malaysia, Philippines, Taiwan (Certificate 
of a Pharmaceutical Product)

– Recognition related quality pathway like Memorandum of 
Understanding, GMP : Korea and Taiwan 

– Work sharing for NDA reviewing : Taiwan and Japan

• Advantage for HAs, Industries
– Early access to Patients (i.e. efficient use of available resources)
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Summary of responses (cont.)
• Challenging points

– Information access (by all countries)
• Non redacted/redacted assessment report in reference countries
• Q&A documents
• Verification if industries provide
• Access CMC and safety review information 
• Direct communication between HAs
• Translation in English

– Existing differences in regulatory system and Legal 
obstacles  (e.g. Labeling, specification etc.)

– Need to maintain scientific capability and competence
• For work sharing review

– Resources,
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Current discussion and next actions
1. Current challenging points for RP

• Issues of information access from reference 
countries.

• No clear process among Heath Authorities

2. Next actions (activates in 2020)
• Detail discussion within 2-3 countries
• Guidance for information access/clear process in 

APAC.
• Creation of long term plan for RP activities (e.g. for 

work sharing ,etc.,) 
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Thank you very much!
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