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1.FDA.Deciding When to Submit a 510 (k) for a Change to an Existing Device[EB/OL].
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3.FDA.Deciding When to Submit a 510 (k) for a Software Change to an Existing
Device[EB/OL].

4.FDA:30-Day Notices, 135-Day PremarketApproval (PMA) Supplements and 75-Day
Humanitarian Device Exemption ( HDE ) Supplements for ManufacturingMethod or Process
Changes[EB/OL].

5.YY/T 0316-2016 =i et XU & HENT BE T 2 ey N

6.GB/T16886.1-2011 BEy7 stk LV 1ET-36 1 800y + KUS/E B AR tP Ay 5 l4a
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7.1SO 14971,Medical Devices -- Application of Risk Management to Medical Devices.

8.ISO/TR 15499-2016,Biological evaluation of medical devices — Guidance on the conduct of
biological evaluation within a risk management process.

9.FDA:Use of International Standard ISO 10993-1, "Biological evaluation of medical devices -
Part 1: Evaluation and testing within a risk management process"[EB/OL].
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