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Japan Regulatory Situation

The following official document was reviewed during a three party consultative meeting on September 19" 2012
at JFMDA (Japan Federation of Medical Device Association) office. The three party consultative meeting consisted
of MHLW (Ministry of Health, Labor and Welfare), PMDA (Pharmaceutical and Medical Device Agency), ARCB
(Association of Registered Certification Bodies under PAL) and JFMDA. This document was reviewed and there
were no objections from any of the parties.
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ENGLISH TRANSLATION:

The procedure of reporting partial changes made to medical devices is documented in the PFSB/ELD/OMDE
(Yakushokuki) Notification No. 1023001 as published on October 23, 2008 by the Director of the Medical
Devices Evaluation Office, within the Evaluation and Licensing Division of the Pharmaceutical and Food Safety
Bureau at the Ministry of Health, Labor and Welfare. The notification of changes to packaging materials for
medical devices is specified as follows:

Attachment 1 specifies reportable changes to be covered in a minor change notification

Section 3 covers raw materials or components, which includes in its part 3:
“Changes to packaging materials, thickness, or type of packaging within the scope
for which validation is ensured by the standard of sterilization”

Examples:
- Change of packaging material from single-layer polyethylene film to double-layer polyester/polyethylene film
- Change of sterile packing from single packing to double packing

Note for Manufacturers: Regarding the upcomingchange of Tyvek® supply to its new line of products, each manufacturer/
distributor will undertake the pharmaceutical regulatory procedures in accordance with the above notification, and should be
aware that the necessary pharmaceutical regulatory procedures (notification of a minor change or no procedure needed) will
be done according to the respective certificate of approval.

What should Manufacturers do?

Based on the guidance above, it is recommended that manufacturers marketing devices in Japan, contact their
Japanese subsidiaries holding the marketing authorization or their designated marketing authorization holder,
that they review the guidance document PFSB/ELD/OMDE (Yakushokuki) Notification No. 1023001 as well as their
respective registration forms for their devices to decide on the appropriate actions to take.

In case of further comments or questions, please contact Ichiro Ikeda, Director AP Regional Regulatory Affairs,
+81 35521 8474, ichiro.ikeda@dupont.com




