
 

1 Scope 

This part of ISO 11979 specifies fundamental requirements for all types of intraocular lenses intended for 
surgical implantation into the anterior segment of the human eye, excluding corneal implants and transplants. 

2 Normative references 

The following referenced documents are indispensable for the application of this document. For dated 
references, only the edition cited applies. For undated references, the latest edition of the referenced 
document (including any amendments) applies. 

ISO 9000, Quality management systems — Fundamentals and vocabulary 

ISO 10993-7:1995, Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residuals 

ISO 11979-1, Ophthalmic implants — Intraocular lenses — Part 1: Vocabulary 

ISO 11979-2, Ophthalmic implants — Intraocular lenses — Part 2: Optical properties and test methods 

ISO 11979-3, Ophthalmic implants — Intraocular lenses — Part 3: Mechanical properties and test methods 

ISO 11979-4, Ophthalmic implants — Intraocular lenses — Part 4: Labelling and information 

ISO 11979-5, Ophthalmic implants — Intraocular lenses — Part 5: Biocompatibility 

ISO 11979-6, Ophthalmic implants — Intraocular lenses — Part 6: Shelf-life and transport stability 

ISO 11979-7, Ophthalmic implants — Intraocular lenses — Part 7: Clinical investigations 

ISO 11979-9, Ophthalmic implants — Intraocular lenses — Part 9: Multifocal intraocular lenses 

ISO 11979-10, Ophthalmic implants — Intraocular lenses — Part 10: Phakic intraocular lenses 

ISO 14155-1:2003, Clinical investigation of medical devices for human subjects — Part 1: General 
requirements 

ISO 14155-2, Clinical investigation of medical devices for human subjects — Part 2: Clinical investigation 
plans 

ISO 14630:2005, Non-active surgical implants — General requirements 

ISO 14971, Medical devices — Application of risk management to medical devices 
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