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ǷƁTranslation note

ǲEnglish and Japanese are not a 
perfect match
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Overview ofPMS
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What  information is necessary? 
1.Medical Device Information

Ū Brand Name

ū Device Identification Number

Ŭ Usage of Device Initial Use, the 
number of uses, beginning date of 
use

ŭMaintenance Condition if there is 
any problem with the medical 
device/ equipment.

2.Product Problem Information
Ū Date of Incident

ūwŜǇƻǊǘŜǊΩǎ !ǿŀǊŜƴŜǎǎ 5ŀǘŜ

Ŭ Details of Incident

ŭ Concomitant Medical Products
Including Pharmaceuticals

3.Patient Information
Ū Initials, Age, Sex, Weight, Outcome

ūIŜŀƭǘƘ ŘŀƳŀƎŜΣ tŀǘƛŜƴǘΩǎ ŎƻƴŘƛǘƛƻƴ ŀǘ ǘƘŜ 
incident

ŬMedical treatment after the incident

4.Detailed adverse event
ŪOperation/ usage status when it occurred. 

ūWhether the operator checked the package 
inserts/ manuals or not.

ŬWhether the operator complied with the 
package inserts/ manuals or not.

ŭWhether the operator checked and complied 
with other safety information or not.

ŮWas the intended use appropriate?Was the 
device within the expiration date?

ů If it is a controlled medical device requiring 
special maintenance, were daily inspection and 
maintenance appropriate?

Prompt and accurate information collecting is required



Implementation of safety measures

Evaluation / Examination
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Report to Authority 

V Adverse event report
Case report on adverse event in domestic cases 
and foreign cases related to medical devices.

V Infectious disease report 
Case report on infections caused by use of 
biological products.



Report to Authority 

V Report of FSCA outside JAPAN 
Report on FSCA of the device and foreign medical device*

V Research Report  
Information from academic meeting and journals both 
domestic and foreign that shows serious adverse events 
or deaths may occur or occurrence trends have changed 
markedly by using the device is subject to report .

* foreign medical device:
It has identity with domestic distribution items and 
medical  devices used in foreign countries.



Adverse event reports
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Reports of FSCA outside JAPAN 
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Recall

Class з

Class и

Class й

High

Low

Degree of 
Risk to 
Health

Class з:  A situation where there is a reasonable chance that a product will cause serious health  
problems or death.

Class и:  A situation where a product may cause a temporary or reversible health problem or 
where there is a slight chance that it will cause serious health problems or death.

Class й: A situation where a product is not likely to cause any health problem or injury.
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Safety measures for DES impressed on MAH

VHolding seminars for proper use and sales are limited to
participating medical institutions only

VMaintenance of explanatory documents for patients
VRapid report of stent thrombosis cases
VReport of all cases of death 
VCollaboration with antiplatelet manufacturer / distributor
VFollow up of domestic trial cases (up to 5 years) , etc.

!ŘŘƛǘƛƻƴŀƭƭȅΧPMS Use-result survey
Five-year follow-up survey on over 2000 cases 

Although the sales have already ended, the survey continues.

VA new system for PMS has been introduced
VEffective utilization of ǊŜƎƛǎǘǊȅΩǎ ŎƭƛƴƛŎŀƭ ƻǳǘŎƻƳŜ


