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Post-marketing Safety Management Regulatory Processl



AE Information Collection And Management Systeml



Post-Marketing Safety Management Systeml



AE Report Process on 「 Ne-drug website 」l
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No. Indicator

VL01 Legal provisions, regulations and guidelines required to define regulatory 
framework of vigilance.

VL02 Arrangement for effective organization and good governance.

VL03 Human resources to perform vigilance activities.

VL04 Procedures established and implemented to perform vigilance activities.

VL05 Mechanism in place to monitor regulatory performance and output.

VL06 Mechanism exists to promote transparency, accountability and 
communication

WHO GLOBAL BENCHMARKING TOOL PLUS (GBT+) FOR EVALUATION OF NATIONAL REGULATORY 
SYSTEM OF MEDICAL PRODUCTS



Performance Evaluation indicatorsl



PE(Performance Evaluation) Indicatorl

No. Indicator

PE.VL.01
Total number of ADR reports received in the last three years (also expressed as number of ADRs per 100 000 persons in the 
population)

PE.VL.02
Percentage of total annual reports satisfactorily completed and submitted to the national vigilance centre in the last three y
ears

PE.VL.03

Number of regulatory actions taken over the last 3 years as a consequence of national VL activities including:

 number of product label changes (variation);
 number of safety warnings on medical products to: (i) health professionals, (ii) general public.
 number of withdrawals of medical products;
 number of other restrictions on use of medical products

PE.VL.04
Percentage of registered medical products with a VL plan and/or a risk management strategy from the MAHs in the country

PE.VL.05
Percentage of registered medical products for which periodic safety update reports were submitted and evaluated by the RA 
as stipulated in the country over the last three years

PE.VL.06
Number of registered medical products for which post marketing safety or effectiveness studies were required and evaluate
d over the last three years

PE.VL.07
Number of GVP regulatory inspections over the last three years



On-site Evaluation in VLl

 Background of the Report

 Implementation of the WHO Performance Evaluation (PE) for the Vigilance (VL) capacity of 

pharmaceuticals and vaccines

 Assessment of national, regional, and healthcare institution management systems related to

pharmacovigilance

 Overview of the On-site Evaluation

 Evaluation period: April 27 (Wed) – 29 (Fri), 2022 (3 days)

 Visiting evaluation team: Total of 4 members

- 2 from WHO Headquarters (HQ), 1 from WHO Western Pacific Regional Office (WP), 1 external expert

 Visited institutions: Ministry of Food and Drug Safety (MFDS), Korea Disease Control and Prevention

Agency (KDCA), Sejong Metropolitan City(Division of Infectious Disease Control), Sejong Metropolitan

City Health Center (Division of Public Health and Medical Services), Korea Institute of Drug Safety and 

Risk Management (KIDS), and Seoul National University Hospital (Regional Pharmacovigilance Center)



On-site Evaluation in VLl

 Result

 Findings and Recommendations by the WHO Evaluation Team

 The WHO evaluation team stated that “the Republic of Korea’s pharmacovigilance regulatory 

functions are well established, and related activities are conducted at a high level.”

 However, the team recommended the following improvements:

① Strengthen on-site inspections of pharmaceutical companies in accordance with Good 

Pharmacovigilance Practices (GVP).

② Apply a risk-based approach (e.g., prioritization and review intervals) when reviewing Periodic 

Safety Update Reports (PSURs).

③ Establish specific internal performance indicators to support continuous improvement.
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