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PAL Revision: 3 Major Objectives

o Substantial Revision of Medical Devices Regulation

e Consolidation of Safety Measures for Biological
Products

e Revision of Approval System and Enhancement of
Post-marketing Safety Measures




PAL Refom Review of Classifications and Safety Measures Concerning Medical

Proposed Revision
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Minister of Health, Labour and Welfare to
Although some medical devices are

rented, and since rentals are handled in the same way as sales under the Pharmaceutical Affairs Law's regulations, they are omitted from this table.
* Specially Designated Maintenance Required Medical Device, even those that are classified as low risk, require a license for distribution as do high-risk medical




Medical Device New Approval Process
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Basic Concept how to use STED

o After introduction of GHTF Essential
Principles for regulation, MHLW have a plan
touse ST E D asformat of summary of data

subsets attached Approval application form

- Implementation pilot project of STED from Feb. 2002
(accept STED as format of summary of data subsets phase)

- Plan of fully Implementation of STED from 2005
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SOURCE AND APPLICATION OF THE STED
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