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Content of presentation



Organization chart



❑National Medicine Policy (1st Revision, 2003)

❑Law on Drug and Medical Products No: 07/NA , date: 21 December 
2011

❑law on consumer protection (Articles 10, 11; 22; 24; 32;58 No. 
02/NA; 30 June, 2010) 

❑National Guideline for Pharmacovigilance

❑ Law on Immunization No: 52/NA, dated 25/06/2018

❑AEFI Guideline 2022

❑AEFI Committee No 3924/MoH, dated 23/12/2021

❑Hospital Pharmacy Development Plan 2021-2030

Legislations



• Lao PDR be member WHO UMC in 2015

• AEFI and ADR reporting system (VigiFlow and DHIS2 established), 
shared with relevant national institutions, and causality assessment 
committee meets regularly and review serious AEFI/ADR cases
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Tools



Reporting System
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ICSRs



ICSRs (cont)



GBT Assessment 2023



Previous status of pv year 2023 assessed



• Inadequate quantity and quality of staff

• Limited capacity for information sharing among regional regulatory 
authorities

• Lack of IT infrastructure

• Language barrier for staff especially for assessors / enter data 

• Lack of understanding on PV system by healthcare providers and 
stakeholders

• Lack of established guidelines and SOPs

• Coordination with NIP on AEFI report is still on process 

• Financial constraints 

Challenges 



❑Review law and regulation base on GBT assessment

❑Revise PV guideline/Signal Detection guideline 

❑Develop SOP related to PV 

❑DHIS2 for AEFI and to upload data to VigiFlow  

❑ Upgrade ADR reporting from paper-based system into electronic 
database 

❑Train and encourage private pharmacies on ADR reporting

Next Step



Thank you !
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