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Guidance for Pre-clinical Testing of Pedicle Screw Spinal System
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A3 "i? N.3070 #& 5 ¥% 47,2 3¢ (Pedicle screw spinal system)
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T~ % 2MZEH BT (Safety and performance data)
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(7) & » 5% (Implantation)
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BrdeiplzE (Wear testing)
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9. ISO 17665-1:2006 Sterilization of health care products -- Moist heat -- Part 1: Requirements for the development,
validation and routine control of a sterilization process for medical devices.

10.1SO 11135:2014 Sterilization of health-care products -- Ethylene oxide -- Requirements for the development,
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12.1S0 11137-2:2013 Sterilization of health care products -- Radiation -- Part 2: Establishing the sterilization dose.

13.1SO 11137-3:2017 Sterilization of health care products -- Radiation -- Part 3: Guidance on dosimetric aspects of
development, validation and routine control.

14.ASTM F1717-15 Standard Test Methods for Spinal Implant Constructs in a Vertebrectomy Model.

15.ASTM F2193-14 Standard Specifications and Test Methods for Components Used in the Surgical Fixation of the
Spinal Skeletal System.



