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Foreword 

This document (EN 1865-1:2010/FprA1:2014) has been prepared by Technical Committee CEN/TC 239 
“Rescue systems”, the secretariat of which is held by DIN. 

This document is currently submitted to the Unique Acceptance Procedure. 

This document has been prepared under a mandate given to CEN by the European Commission and the 
European Free Trade Association, and supports essential requirements of EU Directive(s). 

For relationship with EU Directive(s), see informative Annex ZA, which is an integral part of this document. 

NOTE Due to fact that the Framework Partnership Agreement between the Commission and CEN & 
CENELEC is not signed yet, there are currently no New Approach Consultants in place for 2014. 
Therefore the provisions of CEN-CENELEC Guide 15 cannot be met. 
This shall not prevent the processing of draft standards nor the offering of harmonized standards to the 
Commission. In particular, draft standards can be sent to vote without Consultant assessment. 
This note will be removed from the Foreword of the finalized publication. 
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1 Modification to the Introduction 

In the last paragraph before the note, replace "EN 1789" with "EN 1789:2007+A2:2014". 

 

2 Modification to Clause 2, Normative references 

Replace  

"EN 980, Symbols for use in the labelling of medical devices" with "EN ISO 15223-1:2012, Medical devices - 
Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General 
requirements (ISO 15223-1:2012)"; 

Replace  

"EN 597-1" with "EN 597-1:1994"; 

"EN 1041" with "EN 1041:2008+A1:2013"; 

"prEN 1021-1" with "EN 1021-1:2014"; 

"EN 1789:2007+A1:2010" with "EN 1789:2007+A2:2014"; 

"EN ISO 14971" with "EN ISO 14971:2012". 

 

3 Modification to Clause 4, Requirements 

In 4.1, first paragraph, replace "EN ISO 14971" with "EN ISO 14971:2012". 

In 4.2.8, replace "EN 597-1" with "EN 597-1:1994". 

In 4.2.10, first sentence, replace "EN 1789:2007+A1:2010" with " EN 1789:2007+A2:2014". 

In 4.3.7, replace "EN 1021-1" with "EN 1021-1:2014". 

In 4.4.7, replace "EN 597-1" with "EN 597-1:1994". 

In 4.5.7, replace "EN 597-1" with "EN 597-1:1994". 

In 4.6.7, replace "EN 597-1" with "EN 597-1:1994". 

In 4.7.6, first paragraph, replace "EN 1789:2007+A1:2010" with " EN 1789:2007+A2:2014". 

In 4.7.7, replace "EN 597-1" with "EN 597-1:1994". 

In 4.8.7, replace "EN 597-1" with "EN 597-1:1994". 

In 4.9.7, replace "EN 1021-1" with "EN 1021-1:2014". 

In 4.10.7, replace "EN 1021-1" with "EN 1021-1:2014". 

In 4.10.9, replace "EN 1789:2007+A1:2010" with " EN 1789:2007+A2:2014". 
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4 Modification to Clause 5, Test methods 

In 5.1.2, replace "EN 1789:2007+A1:2010" with " EN 1789:2007+A2:2014". 

 

5 Modification to Clause 6, Marking 

Replace "EN 980" with "EN ISO 15223-1:2012". 

Replace "EN 1041" with "EN 1041:2008+A1:2013". 

 

6 Modification to Annex ZA 

Replace Annex ZA with the following: 

" 

Annex ZA 
(informative) 

 
Relationship between this European Standard and the Essential 

Requirements of EU Directive 93/42/EEC concerning Medical Devices 

This European Standard has been prepared under a mandate given to CEN by the European Commission 
and the European Free Trade Association to provide a means of conforming to Essential Requirements of the 
EU Directive 93/42/EEC.  

Once this standard is cited in the Official Journal of the European Union under that Directive and has been 
implemented as a national standard in at least one Member State, compliance with the normative clauses of 
this standard confers, within the limits of the scope of this standard, a presumption of conformity with the 
relevant Essential Requirements of that Directive and associated EFTA regulations. 

Table ZA.1 lays out which clauses of this standard are likely to support the relevant requirements of 
Directive 93/42/EEC. 

Compliance with these clauses of this standard provides one means of conforming with the specific Essential 
Requirements of the Directive concerned and associated EFTA regulations. 
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Table ZA — Relationship between this standard and Directive 93/42/EEC on Medical Devices  

Clause(s)/subclause(s) of this 
EN 

Essential Requirements (ERs) 
of Directive 93/42/EEC 

Qualifying remarks/Notes 

4.1, 4.2.5, 4.2.6, 4.2.8, 4.3.4, 
4.3.5, 4.3.7, 4.4.5, 4.4.7, 4.5.5, 
4.5.7, 4.6.4, 4.6.5, 4.6.7, 4.7.1, 
4.7.7, 4.8.5, 4.8.7, 4.9.4, 4.9.5, 
4.9.7, 4.10.4, 4.10.5, 4.10.7 

7.1, first and second indents Toxicity is not covered. 

4.1, 4.2.5, 4.2.6, 4.3.5, 4.4.5, 
4.5.5, 4.6.5, 4.7.1,  4.8.5, 4.9.5, 
4.10.5 

7.3, first part  

4.1, 4.2.6, 4.3.5, 4.4.5, 4.5.5, 
4.6.5, 4.7.1, 4.8.5, 4.9.5, 4.10.5 

8.1  

4 (all subclauses), 5 (all 
subclauses) 

9.2, first indent  

4.2.8, 4.3.7, 4.4.7, 4.5.7, 4.6.7, 
4.7.7, 4.8.7, 4.9.7, 4.10.7 

9.3  

4 (all subclauses), 5 (all 
subclauses) 

12.7.1  

 

WARNING — Other requirements and other EU Directives may be applicable to the product(s) falling within 
the scope of this standard." 
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