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Foreword 

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies 
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO 
technical committees. Each member body interested in a subject for which a technical committee has been 
established has the right to be represented on that committee. International organizations, governmental and 
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the 
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization. 

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2. 

The main task of technical committees is to prepare International Standards. Draft International Standards 
adopted by the technical committees are circulated to the member bodies for voting. Publication as an 
International Standard requires approval by at least 75 % of the member bodies casting a vote. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. ISO shall not be held responsible for identifying any or all such patent rights. 

ISO 16061 was prepared by Technical Committee ISO/TC 150, Implants for surgery. 

This second edition cancels and replaces the first edition (ISO 16061:2000), which has been technically 
revised. 

In this corrected version of ISO 16061:2008 the normative reference to EN 1041 has been altered:  

⎯ in Clause 2 (date deleted); 

⎯ in subclause 11.1 (date and reference to 4.3 deleted). 
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Instrumentation for use in association with non-active surgical 
implants — General requirements 

1 Scope 

This International Standard specifies general requirements for instruments to be used in association with non-
active surgical implants. These requirements apply to instruments when they are manufactured and when they 
are resupplied after refurbishment. 

This International Standard also applies to instruments which may be connected to power-driven systems, but 
does not apply to the power-driven systems themselves. 

With regard to safety, this International Standard gives requirements for intended performance, design 
attributes, selection of materials, design evaluation, manufacture, sterilization, packaging and information to 
be supplied by the manufacturer. 

This International Standard is not applicable to instruments associated with dental implants, transendodontic 
and transradicular implants and ophthalmic implants. 

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

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

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

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

ISO 11607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile 
barrier systems and packaging systems 

ISO 11607-2, Packaging for terminally sterilized medical devices — Part 2: Validation requirements for 
forming, sealing and assembly processes 

ISO 14155-1, 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 14971, Medical devices — Application of risk management to medical devices 
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ISO 15223-1, Medical devices — Symbols to be used with medical device labels, labelling and information to 
be supplied — Part 1: General requirements 

ISO 17664, Sterilization of medical devices — Information to be provided by the manufacturer for the 
processing of resterilizable medical devices 

ISO 17665-1, Sterilization of health care products — Moist heat — Part 1: Requirements for the development, 
validation and routine control of a sterilization process for medical devices 

EN 556-1, Sterilization of medical devices — Requirements for medical devices to be designated 
“STERILE” — Part 1: Requirements for terminally sterilized medical devices 

EN 556-2, Sterilization of medical devices — Requirements for medical devices to be designated 
“STERILE” — Part 2: Requirements for aseptically processed medical devices 

EN 1041, Information supplied by the manufacturer of medical devices 

3 Terms and definitions 

For the purposes of this document, the following terms and definitions apply. 

3.1 
associated instrument 
instrument 
non-active medical device intended for use during surgical procedures related to a specific non-active surgical 
implant 

3.2 
resupplied instrument 
instrument or set of instruments that has been returned to the manufacturer and has been re-issued 

4 Intended performance 

The intended performance of an instrument shall be described and documented by addressing the following: 

a) functional characteristics; 

b) intended conditions of use. 

NOTE Account should be taken of 

⎯ published standards; 

⎯ published clinical and scientific literature; 

⎯ validated test results. 

The extent to which the intended performance of an instrument has been achieved shall be determined 
(see Clause 7). 
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