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Introduction

The sixth meeting of the Global Vaccine Safety Initiative (GVSI) was held in Kuala 

Lumpur from 11 to 12 October 2017. It was hosted by the Ministry of Health of Malaysia 

in cooperation with the Association of Southeast Asian Nations (ASEAN) Pharmaceutical 

Product Working Group.

It provided an important platform for exchange, interaction and information between 

Member States and partners, as well as opportunities for partnership-building and planning.

Guided by four specific objectives, participants reported on initiatives relevant to the 

Global Vaccine Safety Blueprint objectives, shared experiences to strengthen vaccine 

pharmacovigilance, and identified needs and opportunities for further development.

Attendees included: immunization program managers, national regulatory authorities’ 

pharmacovigi lance staff f rom 24 countr ies ,  representat ives of UN agencies, 

academic institutions, umbrella organizations of pharmaceutical companies, technical partners, 

industry representatives and funding agencies.

This report provides an overview of the key points discussed during the event and 

summarizes its conclusions.

Meeting objectives:

1.  Review progress in GVSI 

implementation.

2.  Address new challenges and 

opportunities in vaccine safety.

3.  Facilitate further partnerships and 

inter-sectoral collaboration.

4.  Identify means to promote 

regulatory harmonization initiatives 

for strengthening vaccine 

pharmacovigilance.



5

 OPENING 

 SESSION 1  
 LESSONS LEARNT 

 SESSION 2 
 GACVS 

 SESSION 3  
 SAFETY COMMUNICATION 

 SESSION 4 
 BREAKOUT 

 SESSION 5 
 ENHANCED SURVEILLANCE 

 SESSION 6 
 PROJECT GALLERY 

 SESSION 7 
 GLOBAL OBSERVATORY 

 CONCLUSION & APPENDICES 



6

Contents

Opening 8

The Global Vaccine Safety Initiative: review of achievements in 2017 ........................................12

Promoting regulatory collaboration and harmonization in ASEAN countries:  

the ASEAN pharmaceutical product working group .............................................................................. 18

DAY 1 / SESSION 1 – Lessons learned from country experiences 22

Vaccine confidence building and crisis response  

during immunization campaign in Malawi ..................................................................................................... 24

Improving communication capacities during AEFI investigation in Ghana ............................26

Facing the anti-vaccine lobby in Bosnia and Herzegovina ................................................................28

Developing pharmacovigilance inspection capacities in Malaysia..............................................30

Avoiding vaccine safety crisis through timely investigation,  

communication and post-mortem in Fiji ........................................................................................................ 32

DAY 1 / SESSION 2 – Safety issues of current interest 34

The Global Advisory Committee of Vaccine Safety: mandate, composition,  

operations, topics reviewed and topics of current interest ...............................................................36

DAY 1 / SESSION 3 – Vaccine safety communication 40

Developing coordinated strategies to overcome vaccine safety confidence barriers ..........42

DAY 1 / SESSION 4 – Breakout sessions 46

Vaccine safety system strengthening: progress and plans in countries of the western 

pacific region ......................................................................................................................................................................48

Improving vaccine safety in countries of the african region ............................................................ 50

New landscape for immunization during pregnancy: discussing needs and 

opportunities for appropriate safety monitoring .......................................................................................54



7

 OPENING 

 SESSION 1  
 LESSONS LEARNT 

 SESSION 2 
 GACVS 

 SESSION 3  
 SAFETY COMMUNICATION 

 SESSION 4 
 BREAKOUT 

 SESSION 5 
 ENHANCED SURVEILLANCE 

 SESSION 6 
 PROJECT GALLERY 

 SESSION 7 
 GLOBAL OBSERVATORY 

 CONCLUSION & APPENDICES 

DAY 2 / SESSION 5 – Enhancing safety surveillance capacities 58

The Bill and Melinda Gates Foundation initiative to enhance pharmacovigilance  

in low- and middle-income country settings ............................................................................................. 60

The CIOMS guide to active vaccine safety surveillance .....................................................................62

Generating information for action: WHO AEFI data management training ........................... 66

DAY 2 / SESSION 6 – Project Gallery 70

DAY 2 / SESSION 7 – Global vaccine safety monitoring 74

The Global Vaccine Safety Observatory .........................................................................................................76

CONCLUSIONS 80

APPENDICES 84

Appendix 1: List of participants ............................................................................................................................. 86

Appendix 2: Acronyms .............................................................................................................................................. 108



OPENING

预览已结束，完整报告链接和二维码如下：
https://www.yunbaogao.cn/report/index/report?reportId=5_26038


