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Get the most out of the webinar today

 You are muted

 Use the Q&A panel to submit your questions

 Talk about us on Twitter #training4standards 
@Standards4EU

32022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’

https://twitter.com/Standards4EU
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Your speakers today
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1. Introduction

2. IR-3 rules & requirements

3. Normative references

Content
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1 - Introduction
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 Discuss specific drafting issues which have shown to 
potentially lead to lack of compliance HAS assessments.

 The webinar focuses on :
 Specific drafting rules laid down in the 'CEN-CENELEC Internal 

Regulations - Part 3' (IR3)

 The formulation of verifiable and unambiguous requirements

 The neutrality principle

 The use of normative references

Objectives of the webinar
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 EY started processing HAS assessments mid-October 2022

 HAS assessment reports will be anonymous for new 
assessments received due to GDPR

 First assessment reports received, backlog is reducing

Re-start of HAS assessment

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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 When: 2022-12-05

 Webinar goals:
 Recap of the tasks and responsibilities of the HAS contractor and 

consultants, 

 Recap on the existing processes and flows,

 Present the novelties of the HAS assessment system.

 Registration link

Webinar 'Re-start of the HAS assessment system'
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https://cencenelec.zoom.us/webinar/register/WN_ZAHN5u1oSr6P-xZ28f1ZOQ
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2 - IR-3 rules & 
requirements
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 IR-3 clause 4 – Objective of standardization :

IR-3 reminder
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 IR-3 clause 5.5 - Verifiability :

IR-3 reminder
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 IR-3 aspects of conformity assessment

IR-3 reminder
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 Requirement to be clarified :

 → Lack of compliance assessment

Drafting requirements

142022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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 Requirement to be clarified :

 → Lack of compliance assessment

Drafting requirements
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 Clear requirements :

 Compliant assessment, cited in the OJEU

Drafting requirement

162022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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 Clear requirement :

 Compliant assessment, cited in the OJEU

Drafting requirement

172022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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 Issue with neutrality principle

 Clause redrafted according to neutrality principle

Neutrality principle

182022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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 Clear and unambiguous provisions shall 
be specified

 Requirements shall be objectively 
verifiable

 Clauses dealing with conformity assessment 
shall be written in a neutral way

Rules and requirements take aways
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3 - Normative References

202022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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I. Normative references: general 
guidance
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CEN-CENELEC IR-3: rules for normative references

22

Internal Regulations Part 3 (IR-3)

‘Principles and rules for the structure and 

drafting of CEN and CENELEC documents 

(ISO/IEC Directives — Part 2:2018, 

modified)’

→ CEN BOSS

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’

https://boss.cen.eu/reference-material/refdocs/pages/
https://boss.cen.eu/media/5mfdhtrk/ir3_e.pdf
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IR-3 Clause 15: Normative references

 Informative: a source of reference for the convenience of the user

 How references apply: in the body of the text!

Clause 2 ‘Normative references’

232022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Clause 2 ‘Normative references’
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IR-3 Clause 10: Referencing

 Which normative references are permitted (10.2)

 Can be dated (10.5) or undated (10.4)

+ in which cases a dated/undated reference is allowed/mandatory

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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II. Normative references in hENs:
EC requirements

252022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Normative references in hENs

26

 Normative references can be hENs or non-hENs

 Normative references should be: 

 dated 

 active 

 published when hEN is adopted

 Vademecum Part 3 (section 2.8.3): guidance on the use of 
normative references in hEN → Reference document for EC

 Don’t: use normative references that are outdated/withdrawn; non-
publicly available documents; draft standards; etc

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’

https://ec.europa.eu/docsroom/documents/13509/attachments/1/translations/en/renditions/pdf
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Normative references in hENs
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Is the normative reference included in clauses of 

hEN giving presumption of conformity? 

YES → EC requirements 

and IR-3 apply
NO → IR-3 apply

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Normative references & legislation
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EC position on normative references

 Normative references form an integral part of hENs →

normative references should be dated

 Undated normative reference creates dynamic reference 

→ difficult for EC to control its continued suitability to 

give presumption of conformity

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Normative references in hENs
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 Homegrown standards

Normative references should be dated in Clause 2 and in body of standard

292022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Normative references in hENs
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 Homegrown standards

Normative references should be dated in Clause 2 and in body of standard

 Example of HAS consultant comment:

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Normative references in hENs
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 Homegrown standards

Normative references should be dated in Clause 2 and in body of standard 

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Normative references in hENs

32

 Homegrown standards

Normative references should be dated in Clause 2 and in body of standard 

Good practice: specify

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Normative references in hENs
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Special attention when drafting

amendment of published hENs

 TCs to review if normative 

references are dated and active in 

published hEN → if not, date 

normative references in 

amendment
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Normative references in hENs
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Special attention when drafting amendment of published hENs

 Modifying a normative reference in the body of the text

= modifying it also in Clause 2

Original standard:

Amendment:
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Normative references in hENs
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Undated references are possible when:

 Reference is informative

 Reference is normative but related to hEN clause that does not 

provide any legal effect (presumption of conformity)

 Provision of justification

 Exceptionally, undated normative references to give 

presumption of conformity are possible if TCs provide very 

detailed justification → not recommended
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 EC view: at the time of adoption (DAV) of hEN → latest 

edition of normative references (Vademecum)

 Use of prEN/FprEN as normative references in hEN exceptionally

possible if being developed at the same stage (as a package)

 Use a long dash + footnote “Under preparation …”

Normative references in hENs

36

IR-3, 10.5, Example 2

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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 EC view: at the time of adoption (DAV) of hEN → latest 

edition of normative references (Vademecum)

 Use of prEN/FprEN as normative references in hEN exceptionally

possible if being developed at the same stage (as a package)

At time of publication:

Normative references in hENs
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Normative references in hENs
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 Normative references should be EN/ISO/IEC published 

standards

 Use of non-EN/ISO/IEC standards can only be included with EC 

agreement (exceptional): 

 Appropriate justification to be submitted to EC

 TC decision is required

 Attention: non-EN/ISO/IEC standards can be used in clauses of 

hEN not giving presumption of conformity

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Normative references in hENs
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 Normative references should be EN/ISO/IEC published 

standards

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Normative references in hENs
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 In Clause 2 of hEN do not refer to “all parts” (series of standards)

HAS consultant comment:

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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Normative references in hENs
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 Normative references

 shall not be Technical Reports

 should not be Technical Specifications

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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When developing EN ISO standard (VA)

 Normative references are listed in Clause 2 (reflecting references in the 
body of the standard)

 Same EU requirements apply

 Dated normative references are default solution

 Additional solutions are available 

CEN webinar ‘Drafting harmonized standards - IR3 rules, requirements and 
normative references’

Parallel work with ISO

2022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’

https://experts.cen.eu/trainings-materials/events/2022/2022-11-22-webinar-cen-drafting-harmonized-standards-ir3/
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 Reference document on normative references: IR-3

 Additional EC criteria to be followed

 Normative references: common reason for lack of compliance 
assessment

 Default solution → dated normative references in hENs

 Normative references: dated, active and published

 Flexibility in case the reference is not linked with clauses giving 
presumption of conformity

 Special consideration when normative references and hEN are 
developed at the same time (same or different stages)

Key learning points

432022-11-22Webinar ‘Drafting Harmonized Standards: IR3 rules, requirements and normative references (CEN)’
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 Forms and templates
 Checklist for hENs
 Annex ZA templates

 Drafting European standards for citation in the OJEU

 Guidance on normative references in harmonized standards

Where to find …
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https://boss.cen.eu/reference-material/formstemplates/pages/
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Thank you for your participation!
Next webinars

2022-11-25 - Webinar 'Hearing for life – How can hearing protection support?’

2022-12-02- Workshop ‘Trusted Chips: The Standardization Landscape & Opportunities for Europe

2022-12-05 – Webinar ‘Re-start HAS assessment system’

2023-01-24 - Webinar 'Harmonized Healthcare Standards'

https://www.cencenelec.eu/news-and-events/events/2022/2022-11-25-webinar-hearing-support/
https://www.cencenelec.eu/news-and-events/events/2022/2022-12-02-trusted-chips/
https://www.cencenelec.eu/news-and-events/events/2022/2022-12-05-webinar-restart-has/
https://www.cencenelec.eu/news-and-events/events/2023/2023-01-24-harmonized-standards-healthcare/

