
 

Regular report on safety

Adverse drug reaction and infection report

4-10 years 

(As required)

Flow of Postmarketing Survey and Reexamination/Reevaluation of Drugs

Enterprise reporting system

Regular reporting system for infection

Reevaluation system

Reexamination system

Regular report on safety

Structure of Postmarketing Safety Measures for Drugs

World Health Organization
(WHO)

WHO
International Drug
Monitoring Center

(Joined in April 1972)

Information exchange

Evaluation

Discussion

84 participating countries

Information exchange
MHLW

Hospitals and clinics
Pharmacies Providing and collecting information (Article 77-3 of the Law)

Prefectures

Outline of the Adverse Drug Reaction, etc. Reporting System

ICH *1
GHTF *2

Harmonization of standards

Overview

Postmarketing safety 
measures for drugs

Adverse drug reaction and 
infection reporting system

Reporting system for safety information 
of drugs and medical devices

WHO International Drug Monitoring Program

(8 years in principle 
for new active drugs)
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Japan Medical Association
Japan Dental Association

Japan Pharmaceutical Association
Drugs/medical devices 
safety information

Monitoring Information 
exchange

MHLW Drug Safety Express
(FAX)

Reporting system for adverse 
drug reaction information 
(Article 77-4-2 of the Law)

Organize information concerning 
adverse reaction reports and 
notify investigation results 
(Article 77-4-5 of the Law)

Homepage for providing drugs and
medical devices information (internet)

(Report on drugs/medical devices safety 

*1: International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use
*2: Global Harmonization Task Force

Information 
exchange

Transmission of information 
and measures

Marketing authorization 
holders, etc.

Administrative 
measures and 
guidance

Pharmaceuticals and 
Medical Devices Agency

Report on adverse drug reaction information 
(Article 77-4-2 and 77-4-5 of the Law) 

Pharmaceutical Affairs and 
Food Sanitation Council
(Subcommittee on Pharmaceutical 
Safety, Subcommittee on Medical 
Device Safety)

Counselling (Article 15, paragraph 1, 
item 5 of the Agency Law)


