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The Overview of Taiwan Medical Device Regulatory System

WANG Cong MI Xian-qiang PAN Er-dun University of Shanghai for Science and Technology (Shanghai 200093)

Abstract: By systematic analysis on the medical device regulatory system in Taiwan,this paper tries to summarize the management
experience and related technical guidelines, in order to provide the experience of Taiwan for reference concerning the reform of
medical device regulatory system in China.
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Amendment2

Medical Electrical Equipment -
Partl: General Requirements

for Safety; Electromagnetic
Compatibility - Requirements and
Tools

Medical Electrical Equipment -
Partl: General Requirements for
Safety; General Requirements for
Radiation Protection in Diagnostic
X-ray Equipment

Medical Electrical Equipment -
Partl: General Requirements for
Safety; General Requirements for
Radiation Protection in Diagnostic
X-ray Equipment

Medical Electrical Equipment -
Partl: General Requirements for
Safety; 4 Collateral Standard:
Programmable Electrical Medical
Systems

Sterilization for Health Care
Products - Requirements for
Validation and Routine Control-
Industrial moist heat Sterilization

Medical Devices - Validation and
Routine Control of Ethylene Oxide
Sterilization

Sterilization for Health Care
Products - Requirements for
Validation and Routine Control-
Radiation Sterilization and
Amendment]

Biological Evaluation of Medical
Devices - Parts1: Evaluation and
Testing

Biological Evaluation of Medical
Devices - Parts5: Tests for In
Vitro

Cytotoxicity

Biological Evaluation of Medical
Devices - Parts6: Tests for local
Effect after Implantation

Biological Evaluation of Medical
Devices - Parts7: Ethylene Oxide
Sterilization Residuals

Biological Evaluation of Medical
Devices - Parts10: Tests for
irritation and sensitization -
Maximization

sensitization tests

Biological Evaluation of Medical
Devices - Parts11: Tests for
systemic toxicity

Biological Evaluation of Medical
Devices - Parts12: Sample
preparation and reference materials
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