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Outline of PMDA

– ・Date of establishment: April 1,2004 
(former PMDEC established in 1997)

– ・Incorporated Administrative agency 
with non-civil servant status

– ・Authorized by Ministry of  Health, 
Labour and Welfare (MHLW) 

– ・Legal support by the law on PMDA
– ・The Chief Executive has been Tatsuya 

Kondo, M.D, Ph.D. since 01, April, 2008
– ・The Number of regular employees has 

been increasing



The Number of the PMDA Staff



Relief Service for ADR and  
Other Infectious Disease

Review and Audit for 
Drugs/ Medical Devices 
Efficacy and Safety

Provision of  Medical Expenses, 
Disability Pensions etc.

Relief Service for SMON, HIV-
positive, 
AIDS and Hepatitis C patients

Clinical Trial Consultation

Conformity Audit for Application 
Materials of GLP,GCP and GMP

Information Provision (via the 
Internet), Pharmaceutical 
Consultation for Consumers

Post-marketing 
Safety Operations for 
Drugs/ Medical Devices 

Review of Efficacy and Safety

Reinforced Safety Information 
(Database)

Scientific Review and Research for 
Safety Information

PMDA’s Major Work Areas
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Re-examination

Drug Approval

4-10years
（8 years)

The Framework for Post-
Marketing Safety Operations

ADR and     
Infection   

Reporting
PMS

EPPV



Post-approval ADR Reporting 
Rule by Companies

• Reporting time frame 
depends on seriousness 
and predictability of the 
case. (Article 253 of the 
Ministerial Ordinance on PAL)

• No timeframe defines 
for HCP reporting

Serious-
ness

Predict-
ability

Time frame of report 
to PMDA

Serious Not 
predictable

15 days

Predictable - Death etc.* 15 days
- Others    30 days

Not 
serious

Not 
predictable

Annually
(Annual Cumulative Report)

Predictable -

* - Death
- ADR caused by new drug ingredient within 2 years after approval   
- ADR detected by Early Phase Post-marketing Vigilance (EPPV)



via 
Internet

Paper 
Documents

FD

ICSR
Data input

PMDA
DataBase

Reporting by FD
Reporting by paper documents
Electronic reporting transmitted by internet

Pharmaceutical 
Company

ADR Reporting by Companies



ADR Report from HCPs
• Voluntary basis

– since 1967: designated medical institutions
– since 1984: designated pharmacies
– since 1997: all medical institutions and 

pharmacies 
• stipulated in PAL

– since 2003
• HCPs shall report to MHLW when  they

– detect occurrence of any disorders suspected 
to be caused by ADRs

– confirm that it is necessary to prevent 
occurrence or spread of hazards

• No timeframe defines for HCP reporting



MHLWMedical Institutions

PMDA

ADR Reporting by HCP until July 2010

MAH Feedback

Investigation

ADR Reporting by MAH

① ②

③

⑤

④

Electronic 
Reporting

Postal 
Mail

FAX



MHLW
Medical Institutions

PMDA

Direct Investigation by PMDA
(limited in the case of death or severe ADR)

MAH
Feedback

Investigation

(Paper and 
Electronic 
Reports)

① ②

⑤

Electronic 
Reporting

Postal 
Mail

FAX

:Since July, 2010
③④



FY
2005

FY
2006

FY
2007

FY
2008

FY
2009

Companies: 
Japanese 

ADR

24,751 26,550 28,257 32,306 30,928

Companies: 
foreign
ADR

65,316 77,346 95,036 116,662 141,386

Health Care 
Professionals

3,992 3,669 3,891 3,816 3.721

Numbers of Adverse Drug 
Reaction Reports



PMDA Data Mining Method

• Current practice uses line listings
• Data mining positioned to supplement 

existing methods of signal detection
• Implement from April, 2009
• Determine cumulative frequency using 

count of reported cases
–Not using count of events

• ROR to be main algorithm 
• Chosen because:

– Sensitivity was high during testing
– Easy for assessors to understand and use



Measures on Daily Evaluation of ADRs

 Assessment of causality of the following ADRs
• Serious and not predictable
• Serious and predictable
- Death
- ADR caused by new drug ingredient within 2 years after approval   
- ADR detected by Early Phase Post-marketing Vigilance (EPPV)

 Assessment of the accumulation of ADRs
We discuss with MAH if we consider that we 

need to
• Revise the package insert
• Prevent serious ADRs and other medical safety issues 

 PMDA also consolidates 
• Infections
• Malfunctions as reported by HCP
• Information from international sources such as ICH
• Conference papers and research papers related to medical and 

pharmaceuticals sciences



All Cases Surveillance
• One type of post marketing drug use investigations
• All patients who use the drug are needed to be 

registered by HCPs before the start of the use of the drug.
• The required numbers of patients is determined  

before approval
• Main target drugs of this system are historically 

orphan drugs 
• Currently, most of oncology drugs are required to 

perform investigation of all users
• The characteristics of this system are: 

– Possibility to collect ADRs faster than ordinary drug use 
investigation

– Possibility to evaluate the accurate incidence proportion of 
the ADR or risk factors of the ADR and so on

– Possibility to provide information quickly about serious 
problems caused by the drug to all patients and doctors



Re-Examination
 Aim: reconfirmation of the clinical usefulness 

of drugs after approval

 Timing of re-examination:
designated by the MHLW at the time of their 

approval as new drugs. 
– new active ingredients: 8 years (maximum 10 

years) 

 Surveillance and studies required for 
reexamination applications :
in compliance with the GPSP, GCP or GLP 

depending on their objective.
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Early Post-Marketing Phase 
Vigilance : EPPV

Enforced on Oct 1, 2001
1. To ensure necessary information for appropriate

use (contraindication, careful administration
etc ) is explained to the medical institutions 2
weeks before delivery.

2. To request medical institutions to use the drugs
carefully and report serious ADRs, and if
occurred, immediately report to pharmaceutical
companies

3. To request appropriate use and ADR reporting
repeatedly to medical institutions for 6 months
after delivery.



Providing Information
 Package inserts: including information of 

revisions
 Recalls
 Urgent safety information issued by 

manufacturers (DHPL letter )
 MHLW press release
 Approval of new drugs
 Quality information for prescription drugs
 Pharmaceuticals and Medical devices safety 

information
 PMDA Medical Safety Information



http://www.pmda.go.jp/english/service/precautions.html



http://www.pmda.go.jp/english/service/medical_info.html



We also offer
 Publications of data of all cases of adverse 

reactions and malfunctions reported by 
companies after April 1, 2004

 “PMDA Medinavi”: E-mail information delivery 
services providing latest safety information to the 
health care professionals

 Telephone consultation services for consumers
 Publication of drug guide for patients
 Giving advice to companies about drug 

medication guide for doctors focused on safety 
and how to use issued by manufactures
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Challenges
 Take more proper measure to provide 

information
• Patients-friendly, user-friendly
• Optimal timing

 More actively 
• Collecting information
• Analyzing information

 Seeking more efficient and appropriate 
method of post marketing safety 
operations in Japanese Society

 Global perspective: share information 
under international cooperation, collection 
and evaluation of safety information 
internationally



MIHARI project
"Medical Information for Risk Assessment Initiative"

What does the MIHARI project address ?

• Ensure access to several kinds of electronic health 
information (i.e. medical records, insurance claim 
data) 

• Develop pharmacoepidemiological methodology to use 
electronic health information for evaluation of risk for 
adverse drug reactions 

• Develop methodology to use claim data etc. for 
evaluation of impact of regulatory actions on drug 
utilization 

• Make safety information from post marketing studies 
electronically available and to create a database 

• Expand accessibility to adverse drug reaction data 
from outside PMDA for research activities 



Providing Information 
on the Proper Use 

http://www.pmda.go.jp/english/service/request.html



Thank you for your attention

For all patients 
around the world!
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