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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 11609 was prepared by Technical Committee ISO/TC 106, Dentistry, Subcommittee SC 7, Oral care 
products. 

This second edition of ISO 11609 cancels and replaces the first edition (ISO 11609:1995), which has been 
technically revised. 
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Introduction 

Dentifrices should not cause any adverse reactions to the oral soft tissues when used in accordance with the 
manufacturer's recommendation for frequency and duration of use, nor cause any known side effects. 

Guidelines on assessing the claimed or implied efficacy of dentifrices for the prevention or control of oral 
conditions can be found through the US Food and Drug Administration[3], the American Dental Association[4] 
and the Commission Work Project (8-95) of the FDI World Dental Federation[16]. 
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