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GRM: Good Registration Management 
GSubP: Good Submission Practice 
GRevP: Good Review Practice 



What is APAC?   

4th APAC in Apr. 2015 in Tokyo  
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“To expedite the launch of innovative medicines for the peoples in Asia” 
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APAC Organization 
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Step 

１   

Collaboration with 

stakeholders 

(e.g. regulators) 

Goal 

Regulatory acceptance 

 for an early initiation  

of multi-national  

clinical trials in Asia 
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lead to achieve  
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http://www.jpma.or.jp/english/apac/2nd_apac.html 

- identifies differences in regulatory 
requirements on drug development 
from IND, clinical trials, NDA and 
manufacturing/post approval 

- provides fundamental framework 
in the activities of RA-EWG and 
outlines a strategic multi-years 
approach 
 

Concept Paper Analysis Report 

1st Deliverables: RA-EWG in 2nd APAC (Apr. 2013) 

http://www.jpma.or.jp/english/apac/2nd_apac.html
http://www.jpma.or.jp/english/apac/2nd_apac.html
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2nd Deliverables: RA-EWG in 3rd APAC (Apr. 2014) 

- describe basic concept & policy 
of Good Registration Management 
with several practical proposals  

Policy Document  
& Appendix 

http://www.jpma.or.jp/english/apac/3rd_apac.html 

Task A: Good Registration 
Management 

Task B: Convergence of NDA 
Requirements 

- describe issues and proposed 
approaches to improve regulatory 
requirements for NDA.  

Proposal Document 
& Fact Sheet  

http://www.jpma.or.jp/english/apac/3rd_apac.html
http://www.jpma.or.jp/english/apac/3rd_apac.html


3rd Deliverables: RA-EWG in 4th APAC (Apr. 2015) 

APAC  
GSubP Guideline 

http://www.jpma.or.jp/english/apac/4th_apac.html 

Analysis 
Report 

APAC  
Position Paper 

http://www.jpma.or.jp/english/apac/4th_apac.html
http://www.jpma.or.jp/english/apac/4th_apac.html
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Mutual Success for Review Authorities and Applicants 

Early access to new medicines!! 12 
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APAC GSubP Guideline: Table of Contents 

1. INTRODUCTION 
2. PRINCIPLES OF GOOD 

SUBMISSION 
3. MANAGEMENT OF 

SUBMISSION  
4. COMMUNICATIONS 
5. COMPETENCY AND 

TRAINING  
6. GLOSSARY 
7. REFERENCES 

APAC GSubP Guideline 
for Applicants 

1. INTRODUCTION 
2. PRINCIPLES OF GOOD 

REVIEW 
3. MANAGING THE 

REVIEW  

4. COMMUNICATIONS 

5. REVIEW PERSONNEL  
6. CONDUCTING THE 

REVIEW 
7. GLOSSARY 
8. REFERENCES 

GRevP guidelines for 
regulatory authorities 

WHO Draft for comment (Aug 2014) 



Outline of APAC GSubP Guideline 

Scope: 

 Setting out general and high level guidance for 
applicants to make good submission 

 Focusing on NDA of human drugs including line 
extensions (e.g., new indication, dosage) 

 Covering the whole product registration process from 
development, submission and review stages up to 
approval 

 Aiming to balance what applicants should do with 
what reviewers could also keep in mind 
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1. Strong Scientific Rationale and Robust Data with 
Clarification of Benefit-Risk Profile 

2. Compliance to Up-to-date Regulatory Requirements 

3. Well-Structured Submission Dossier with 
Appropriate Cross-references 

4. Reliability, Quality, Integrity and Traceability of 
Submission Documents and Source Data 

5. Effective and Efficient Communications 

2. PRINCIPLES OF GOOD SUBMISSION 
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3. MANAGEMENT OF SUBMISSION  

 Planning for submission 
 Start discussion on submission strategy from early stage of 

product development 

 Use support tools effectively e.g. check-list, template, glossary 

 Preparation and Submission of Application Dossier 

 Provide general instructions on report/summary writing, 
compiling and submission 

 Encourage creating SOPs 

 Quality Check 
 Provide instructions on QC at writing/revision/translation for, 

 Study reports and summary documents 

 Submission dossier, Electronic dossier  

21 



4. COMMUNICATIONS 

Communications with review authorities 

Make effective use of pre-/post- submission 
meetings 

Manage inquiry and response appropriately 

    e.g. clarifications, timeline management 

 Communications amongst applicants 

 Confirm operation model, role and responsibility of 
the submission team & members 

 Establish standard working procedure and 
communication platform 
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4. COMPETENCY AND TRAINING  

 Core Competency of Applicants 

 Scientific knowledge and expertise 

 Good understanding of up-to-date regulations 

 Other hard and soft skills, e.g. Planning & PJ management, 
medical writing, IT skills for e-submission, problem solving, 
communication 

 Integrity, reliability and ethical standards 

 Training and Capacity Building 
 Participate in external training programs 
 Gain experiences through day-to-day operations, e.g. in-

house training, self-training, OJT 
 Create and use archive of experiences and knowhow 
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Next steps for GSubP Guideline 

2015 
• Share the updated GSubP at the APEC RHSC (Aug. 

2015) 
 Expanded the scope of GSubP: Beyond Asia (reviewed 

thru IFPMA) & added other medical products 

• Dissemination of the concept of GSubP through 
Conference, Symposium, Workshop and Seminar 

2016 - 
• Finalization of GSubP in align with GRevP 
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Concept of Good Registration Management 
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Networks of CoEs for a 
topic area are possible;  

GLOBAL model  

(Are networks 
connected?) 
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Good 

Registration 

Management 

Good 

Registration 

Management 

NCGM: National Center for Global Health and Medicine 



Basic Concept of GRM 

Outline of GRevP 
Guideline 

Outline of GSubP 
Guideline 

GRM Common Training 

Applicant Specific 
Training 

Reviewer Specific 
Training 
 To be developed in each 

review authority  
 Based on current review 

system/procedure 

* Good Registration Management (GRevP & GSubP) 

 To be developed in each 
country/area by industry association  

 Based on requirements of 
application submission 

DRAFT: Structure of GRM* training curriculum 
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2015 2016 2017 2018 2019 2020 

Performance 
assessment 
(KPI) 

for Reviewer 

for Applicant 

TCM*: Training Curriculum & Material 

Train the 
trainers 

DRAFT: High-level Roadmap of GRM Training 
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for Reviewer 
& Applicant 

Develop 
Trainers’ 
TCM 

Develop 
Trainers’ 
TCM 

GRM Common Training 

APEC: 
Establish 
GRM CoE 

Reviewer Specific Training 
Develop Reviewer 
Specific TCM 

Train the 
trainers 

Develop 
Trainers’ 
TCM Applicant Specific Training 

Develop Applicant 
Specific TCM 
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• Supporting promotion of GRevP and GSubP 

• Making practical proposals from industry 
perspectives 
 Goal 

 Proposed Option 

 Expected Effect  

APAC Position Paper 

Road to  future regulatory convergence and 
work sharing of drug review in Asia  
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#1: Establishing structured framework to support 

       regulatory consultation  

#2: Facilitating transparency to review policy, standards,  

       draft regulations, guidelines and new initiative from 
regulatory authority 

#3: Facilitating transparency to review process and status 

#4: Facilitating collaborative training program and  

       workshop between the regulatory authorities and  

       industry 

#5: Facilitating generation of review report in English 

APAC proposals in the Position Paper 
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Difference of regulatory circumstances in Asia 

Regulatory consultation system Review process tracking system 

Formal Informal Binding Written 
Guidance 

Setting timeline Tracking system 

A ✓ ✓ Unclear ✓ ✓ (some issues) ✓ 

B ✓ 

C ✓ ✓ Unclear ✓ (draft) 

D ✓ ✓ ✓ (letter) ✓ 

E ✓ ✓ Case by case ✓ ✓ 

F ✓ ✓ Case by case ✓ ✓ 

G ✓ ✓ (partly) 

H ✓ ✓ (some issues) 

I ✓ ✓ ✓ ✓ ✓ 

J ✓ ✓ ✓ (NDA only) 

K ✓ Case by case ✓ ✓ (some issues) 

✓: Yes/ Implemented 
Blank: Not implemented  
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APAC Position Paper 

Work with each 
regulatory authority, 

Regulatory Authorities in each economy 

Work with stakeholders,  
e.g. ARC, APEC     

Workshops, 
Bilateral Symposia 

Workshops,  
Symposia 

Each association (+RA-EWG) RA-EWG 

Approach to Regulatory Authorities (2015 - ) 
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     Enhance efficiency of NDA review 

 Further improvement  
in transparency, 
predictability and 
timeliness of review by 
facilitating  
communication 

APAC 
GSubP 

Guideline 

APAC 
Position 

Paper 

RA-EWG Activities and Future Goal 
- Promotion of Good Registration Management 

Realize early access to new medicines for peoples in Asia 
     Improve quality of submission 

 and its management 
Make proposals to support 

facilitation of  GRevP 

 Reduced number of  
critical deficiencies 

 Decrease of rejections 

Good Submission 
Practice  

(GSubP) 

Good Review 

Practice  
(GRevP) 

Good Registration Management 
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What we expect by enhancing GSubP 
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For review authorities 

1. No need to make 
unnecessary inquiry 

2. Possible to focus on key 
points/issues during 
review 

3. Possible to enhance 
efficiency and timeliness 
of review 

For applicants 
1. Risk of rejection and 

number of critical/major 
deficiencies will be reduced  

2. Possible to gain reputation 
and trust in high quality 
submission 

3. Possible to obtain early 
approval 

 

Enhance efficiency and quality  
of product registration process 



Terima kasih! 
Thank you ! 

 

40 


