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ISO 7197:1997, Neurosurgical implants -- Sterile, single-use hydrocephalus shunts and components

I1SO 14630:2008, Non-active surgical implants-General requirements

1SO 10993-1:2003, Biological evaluation of medical devices -- Part 1: Evaluation and testing

ISO 11134, Sterilization of health care products — Requirements for validation and routine control —
Industrial moist heat sterilization

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

ISO 11135-1:2007, Sterilization of health care products -- Ethylene oxide -- Part 1: Requirements for
development, validation and routine control of a sterilization process for medical devices

1SO 11137-1:20086, Sterilization of health care products -- Radiation -- Part 1: Requirements for
development, validation and routine control of a sterilization process for medical devices

I1ISO 11137-2:2006, Sterilization of health care products -- Radiation -- Part 2: Establishing the sterilization
dose

I1SO 11137-3:20086, Sterilization of health care products -- Radiation -- Part 3: Guidance on dosimetric
aspects

ISO 11070:1998, Sterile single-use intravascular catheter introducers

ASTM F 647-94 (Reapproved 2000), Standard Practice for Evaluating and Specifying Implantable Shunt
Assemblies for Neurosurgical Application
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