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ISO/CEN PARALLEL ENQUIRY

The CEN Secretary-General has advised the ISO Secretary-General that this ISO/DIS covers a subject
of interest to European standardization. In accordance with the ISO-lead mode of collaboration as
defined in the Vienna Agreement, consultation on this ISO/DIS has the same effect for CEN
members as would a CEN enquiry on a draft European Standard. Should this draft be accepted, a
final draft, established on the basis of comments received, will be submitted to a parallel two-month FDIS
vote in ISO and formal vote in CEN.

To expedite distribution, this document is circulated as received from the committee secretariat.
ISO Central Secretariat work of editing and text composition will be undertaken at publication
stage.

Pour accélérer la distribution, le présent document est distribué tel qu'il est parvenu du
secrétariat du comité. Le travail de rédaction et de composition de texte sera effectué au
Secrétariat central de l'ISO au stade de publication.
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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. 

Amendment 1 to ISO 7439:2001 was prepared by Technical Committee ISO/TC 157, 
Mechanical contraceptives,.  
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Copper-Bearing intra-uterine contraceptive devices – 
Requirements, tests 

AMENDMENT 1  

Requirements regarding maximum acceptable pregnancy rate 
 

 

p. 3, Introduction 

Delete the sentence:  “In addition, growth and development of the ovum, tubal 
function and implantation are inhibited, and the biochemical environment of 
the uterus is altered.” 

  

p. 5, 4. Intended performance, 4.2 Clinical performance 

Replace the value “2” by the value “1”, to read as follows: 

 “ - pregnancy rate <=1 per 100 woman years during the first year, as 
calculated by life table analysis”.   
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