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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with purpose of regulating
and monitoring of foods, drugs and medical devices. One of SFDA functions is to issue national
Standards /Technical Regulation in the fields of foods, drugs and medical devices, whether imported
or manufactured locally, through specialized technical committees (TCs). SFDA medical devices
sector through the work program of technical committee (SFDA/MDS/TC 106) “Dentistry” has
adopted the International Standard No.( 1SO 16954:2015) “Dentistry -- Test methods for dental unit
waterline biofilm treatment” in its original language. This standard is adopted identically in its original
language and has been approved as a national standard by SFDA board of directors in its meeting No
() Heldon (/// AH) , agreed with (// G).



Scope

This International Standard provides type test methods for evaluating the effectiveness of treatment methods intended
to prevent or inhibit the formation of biofilm or to remove biofilm present in dental unit procedural water delivery
systems under laboratory conditions.

This International Standard does not apply to devices intended to deliver sterile procedural water or sterile solution. It
also does not apply to lines, tubing, or hoses that deliver compressed air within the dental unit.

This International Standard does not establish specific upper limits for bacterial contamination or describe test methods
to be used in clinical situations. It also does not establish test methods for evaluating any deleterious side effects
potentially caused by treatment methods.

The test methods provided in this International Standard can be used to test other dental equipment that delivers non-
sterile water to the oral cavity.



