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[Attached Table 1]

Revaluation Method and the Decision Criteria (Related to Article 3)

1. Evaluation method
A. Safety

Evaluation shall be conducted as provided in "Safety" of Sub-item A of Item 2.
B. Efficacy

Evaluation shall be conducted as provided in "Efficacy"of Sub-item B of Item 2.

C. Comprehensive evaluation
Evaluation shall be conducted as provided in "Comprehensive evaluation"of Item 3 on safety
and efficacy in consideration of risk with benefit from use of the medical device.

2. Decision criteria
A. Safety
1) If a separate action is not required
Sufficient data about safety are accumulated and reflected.
2) If a separate action is required
A matter about safety is required to be additionally applied or a relevant actions to be

taken shall be required as a result of examination of data about clinical studies or use

experiences, study reports, and safety data of adverse events
B. Efficacy

1) If efficacy is recognized

Problem of efficacy such as performance, purpose of use, etc. is not raised based on
objective grounds

2) If efficacy is not recognized
It is judged that there are no grounds to recognize the efficacy such as performance,
purpose of use, etc.

3. Comprehensive evaluation
A. If safety and efficacy are recognized

1) If an amendment approval is not required
The efficacy is recognized and a separate action on safety is not required to be taken.

2) If an amendment approval is required
The efficacy is recognized and a separate action on safety is required to be taken; an

amendment approval for raw material, instructions for use, precautions, etc. of the
medical device is required.

B. If safety and efficacy are not recognized
1) If efficacy is not recognized

2) The efficacy is recognized but risk exceeds benefit, which requires a separate action on
safety shall be taken



