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Consensus Standards:

1.

ASTM F-136-02: Standard Specification for Wrought Titanium-6Alumnium-4Vanadium ELI
Alloy for Surgical Implant Applications

www.astm.org

ASTM F-2026-02 Standard Specification for Polyetheretherketone (PEEK) Polymers for
Surgical Implant Applications

www.astm.org

F2077-03 Test Methods For Intervertebral Body Fusion Devices
www.astm.org

FDA Guidances

FDA Guidance Document for the Preparation of IDEs for Spinal Systems (note: example of
type of document currently used in the preparation of IDEs for intervertebral body fusion
devices)

http://www.fda.gov/cdrh/ode/87.pdf

Guidance for Spinal System 510ks (note: example of type of document that could be used
in the preparation of 510ks for intervertebral body fusion devices)
http://www.fda.gov/cdrh/ode/guidance/636.pdf




