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Updates (1)

 No. of WG members: 25 (including chair and co-chair)

7 from Regulatory Authorities (Hong Kong, Indonesia, 

Korea, Saudi and Tanzania)

18 from Industry (China, Chinese Taipei, Hong Kong, 

Indonesia, Korea, Malaysia and Singapore) 
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Updates (2)

 Activities

 Review of WG4 work plan 2015-2107 & identification of work 

tasks in 2016 

 WG members grouped into 3 teams each working on a 2016 

work task

 Intra-team collaboration preparing draft document or taking 

forward the work task

 WG telecons held on 10 Mar and  13 Oct 2016

 Progress summary on WG4 matters for WG members (24 Dec 

2015, 4 Feb , 26 Apr, 17 May, 15 Sep, 20 Oct & 17 Nov 2016)
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Work Plan 2015 – 2017 

Priority Work Item Deliverables Timeline

1 Review and update the existing WG4 

guidance documents on Adverse Events (AE) 

Reporting

Revised Guidance 

Document

2016 (completed) 

2 Review the Safety Alert Dissemination System (SADS) Review Report 2015 (completed)

3 Arrange Post-market Surveillance (PMS) Training Training Sessions 2015 (completed)

4 Develop guidelines on Adverse Events (AE) 

reporting details for specific devices

Guidelines 2016

5 Review and update the existing WG4 

guidance documents on SADS

Revised Guidance 

Documents

2016/2017

6 Develop guidance document for Adverse Event Trending 

based on GHTF documents

Guidance Document 2016/2017

7 Develop guidelines on proper handling of medical devices 

after complaint and AEs

Guidelines 2016/2017

8 Conduct survey on the status of post market systems 

(including both reportable AEs and FSCAs) and challenges 

of AWHP member economies

Survey Report 2016/2017

9 Identify post market systems (AE or safety 

alert) or guidance from various regulatory 

authorities and web sources

Hyperlinks for sharing at 

the AHWP website

2016
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WG Progress Update (1) 
since last AHWP TC Leaders Meeting in May 2016 (Seoul)
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No. Work Item Status Achievements Timeline

1 Review and update the 

existing WG4 guidance

documents on Adverse 

Events (AE) Reporting

Completed • Proposed document 

conditionally endorsed in the 

20th AHWP Annual Meeting 

and endorsed after the AHWP 

TC Leaders Meeting in 2016

• Finalized version available on 

the AHWP website

• 2016

2 Develop guidelines on 

Adverse Events (AE) 

reporting details for a 

specific type of devices

In progress • Percutaneous Coronary 

Intervention (PCI) devices 

selected as the specific type

• Proposed guidelines expected

to be endorsed  in Q4 2016

• Q4 2016



WG Progress Update (2) 
since last AHWP TC Leaders Meeting in May 2016 (Seoul)
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No. Work Item Status Achievements Timeline

3 Review and update the 

existing WG4 guidance

documents  on Safety

Alert Dissemination 

System (SADS)

In Progress • Proposed document expected

to be endorsed  in Q4 2016

• Q4 2016

4 Devise a post-market 

resource centre 

Completed

with on-

going 

updates

• Initial version of the resource 

centre expected to be 

available in the AHWP 

website in Q4 2016

• 2016 and 

on-going



Guidelines for Adverse Event Reporting of PCI 

devices for Medical Device Manufacturer or its 

Authorized Representative (1)

 Scope : 

 Adverse event (AE) reporting guidelines for Percutaneous Coronary Intervention 

(PCI) device manufacturer or its authorized representative

 Objective : 

 To provide examples on reportable and non-reportable events related to PCI 

devices 

 To be read in conjunction with the AHWP adverse event reporting guidance of ref. 

AHWP/WG4/F001:2015
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Guidelines for Adverse Event Reporting of PCI 

devices for Medical Device Manufacturer or its 

Authorized Representative (2)
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Guidance for Safety Alert Dissemination 

System (SADS) (1)

 Scope : 

 Guidance on the revised Safety Alert Dissemination System (SADS)

 Objective : 

 To provide guidance to Regulatory Authorities (RAs) on the following:

 Structure of the SADS;

 Roles and responsibilities of SADS members, manufacturers or their 

representatives (ARs) in the SADS;

 Reporting criteria of the SADS report; and

 Guidelines to fill in a SADS reporting Form
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Guidance for Safety Alert Dissemination 

System (SADS) (2)

 Summary:

 An updated and combined version of the following AHWP guidance documents on 

SADS:
(a) Framework for AHWP Safety Alert Dissemination System (SADS) (AHWP/WG2/SADS/001)

(b) Safety Alert Dissemination System: Safety Alert Dissemination Criteria, Procedures and Form 

(AHWP/WG2/SADS/002)

 Contents covering definitions, scope, dissemination mechanism, roles of RAs, 

manufacturers and their ARs, reporting criteria and reporting form in relation to 

SADS are updated.
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Post-market Resources Centre (1) 

 Scope : 

 Hyperlinks on post-market regulations and reports

 Objective : 

 To provide a “One-Stop” location for easy access of post-market regulations and 

reporting globally

 Summary:

 Hyperlinks (currently about 77) and some documents on

 Adverse Event Reporting System, Form & Guidance Notes

 Field Safety information Reporting & Safety Alerts

 Covering different places, including 

 AHWP Members Economies – China, Chinese Taipei, Hong Kong SAR, Kingdom 

of Saudi Arabia, Malaysia, Republic of Korea and Singapore

 GHTF Countries – Australia, Canada, EU (France, Germany, Switzerland and UK), 

Japan and the US
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Post-market Resources Centre (2) 
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 AE Reporting System (AHWP Members)

 China (Login required)

 Chinese Taipei (Login required)

 Hong Kong SAR 

 Kingdom of Saudi Arabia

 Malaysia

 Republic of Korea (Login required)

 Singapore

 AE Reporting System (GHTF Members)

 Australia

 Canada

 EU - France

 EU – Germany

…
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Post-market Resources Centre (3) 
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 Guidance Notes (AHWP Members)

 China 

 Chinese Taipei 

 Hong Kong SAR 

 Kingdom of Saudi Arabia

 Malaysia

 Republic of Korea

 Singapore

 Guidance Notes (GHTF Members)

 Australia

 Canada

 EU - France

 EU – Germany

…
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Post-market Resources Centre (4) 
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 Safety Alerts (AHWP Members)

 China

 Chinese Taipei

 Hong Kong SAR 

 Kingdom of Saudi Arabia

 Malaysia

 Republic of Korea

 Singapore

 Safety Alerts (GHTF Members)

 Australia

 Canada

 EU - France

 EU - Germany

…
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Proposed Work Items in 2017

 Conduct a survey on the post-market system of AHWP members

 Develop guidelines on adverse events reporting of another type of 

device

 Compare global and local adverse event reporting

 Perform the biannual routine maintenance (hyperlink verification) of 

the post-market resource centre

23



Thank you
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