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Frankfurt Agreement
(2016)

Dresden Agreement
(1996)

Lugano Agreement
(1991)

CENELEC and IEC: 
30 years partnership

CENELEC 80%
aligned on IEC

Historical background
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3 recognized European Standardization Organizations

 CENELEC – CEN – ETSI

CENELEC
 34 National Committees (NCs)

 European Economic Area
 All IEC members

 Committed to working first at IEC level

 Implementing IEC Standards as CENELEC Standards (EN IEC)

Who is CENELEC
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1. Roles and Responsibilities of BT, TCs, WGs

2. From New Work Item to Publication

3. Day to day management of Frankfurt Agreement

4. Citations of Harmonized Standards in OJEU

5. CENELEC BOSS and other useful information

Understanding the standardization process
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1. Roles and responsibilities of BT, TCs and WGs
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Technical 
Board (BT)

Technical 
Committee 

(TC)

Working Group 
(WG)

Working Group 
(WG)

Working Group 
(BT/WG)

The three-decision layers at technical level
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Technical Committee
TC
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Composition: 

 TC Chairperson + TC Secretary + National Delegations (national position, voting right) + 
European Partners (observers, no voting right)

Role: 
 Responsible for the timely development of deliverables
 Timely execution of standardization request deliverables (incl. support when Standardization 

Request development
 Always work along the standardization principles: transparency, openness, consensus-

building 

Communication between TC Secretariat and with CCMC (PM) is key!!

 TC secretariat always on top of the TC’s work programme

Technical Committee
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CENELEC 
Members

Max. 3 delegates -
Vote

European Partners 
(including Annex III)

Observer – No vote

European Commission/EFTA
Observer – No vote

Liaison officers from other TCs
Observer – No vote

IEC
Observer – No vote

Affiliates
Partner St. Bodies

Observer – No vote

CENELEC 
Technical 

Committee

CEN-CENELEC Guide 25 
‘The concept of Partnership with 

European organisations and other 
stakeholders’ 
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ftp://ftp.cencenelec.eu/EN/EuropeanStandardization/Guides/25_CENCLCGuide25.pdf


TC Chairperson
 Appointed by CLC/BT
 Neutral 
 Presides meetings and seeks 

consensus
 Interface with CCMC (strategic 

directions, specific issues,…)
 Ensures coordination with other TCs

TC secretary
 Appointed by NC holding the 

secretariat

 On top of CLC/TC work programme

 Ensures that TC works efficiently & 
within timelines

 Prepares and distributes documents 
(via IT Tool)

 Is aware of relevant CLC/BT decisions 
and provide inputs when needed

 Ensures coordination with other TCs

 In case of Standardization Requests, is 
responsible for preparing reports

Absence of 
sustained 
opposition

Key 
issues

Concerned 
interests

Consensus

TC Chairperson and Secretary
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Before plenary 
 Circulates agenda (2 months before) and documents for discussion (4 weeks) - templates 

available on BOSS
New normal: guidelines developed  
 TC Work programme available on Projex-Online 
 ‘ERAS’ attendance list to be used 

After plenary
 Prepare report (template on BOSS) to be sent to CCMC (dataservice@cencenelec.eu) 

within 8 weeks  circulated to CLC/BT by correspondence

Use of CIV
 The Committee Internal Voting (CIV) is the IT tool, available on CENELEC voting portal, 

providing the possibility for TC Secretaries to launch ballots by correspondence for any 
kind of consultations (formal and informal).

Technical Committee meetings
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Technical Committee Report to BT

TC channel to Technical Board
Template to be used  to be sent to dataservice@cencenelec.eu
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Technical Committee Report to BT
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Working Groups
WG
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Established by the Technical Committee (short term task)

Composition: Individual experts appointed by the NCs

Role: 

 Responsible for drafting the deliverables + to send to TC for

 Seeks support from the parent body (if needed)

 Ensures that WG experts know rules and procedures

 Actively progresses work and reports regularly to TC

Working Groups
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Efficient and smooth cooperation between TC (WG) experts, delegates 
and observers contributing to the development of standards is 
fundamental:

Code of Conduct for experts participating in CEN and CLC (technical work) – here 
raises awareness on Internal Regulations and Guides, especially the Policy on Patents 
and the provisions regarding competition law

Best practices for improving effectiveness of WG meetings - here  advices and 
suggestions to WGs convenors on what should be done before, during and after 
meetings

Code of Conduct
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2. From New Work Item (NWI) to publication 
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European Standard (EN)

Technical Specification (TS)

Technical Report (TR)

CENELEC Workshop Agreement (CWA)

Focus

Deliverables
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Two routes in 
CENELEC

Parallel EN IEC standards Homegrown standards 

Standards development
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Proposal - evaluation and decision

Drafting and consensus building

Public enquiry

Consideration of comments

Approval of the standard

Publication

Standards development
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Two routes in 
CENELEC

Parallel EN IEC standards Homegrown standards 

Standards development
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Parallel vote on CDV (Public Enquiry)

Parallel vote on FDIS (Formal Vote)

EN IEC & EN IEC A1xInternational Standard

(FDIS)

CDV

Consult TC on CDCD

Start work (NP – RR) Start parallel work

IEC CENELEC

Parallel work between IEC and CENELEC

NWI automatically created in the 
CLC/TC work programme

CLC/TC secretary: monitoring the work 
programme – proofing before 

publication

Automatic procedures and collection of 
European comments and votes 

Importance to anticipate future IEC 
work items for harmonized standards 

Standards development
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Two routes in 
CENELEC

Parallel EN IEC standards Homegrown standards 

Standards development
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Proposals may originate from:
• Existing Technical Committees

• European Commission or Agency

• National Committees (NCs)

• CENELEC Partner Organizations

Submission of 
proposal  to 

CENELEC

Evaluation of the 
proposal Decision 

Preliminary 
WI

New WI
► Specific need
► Feasibility
► Resources
► Consider national legislation/ A-deviation needed
► Check in other TCs work programmes (CEN, 

CENELEC)

Proposal – Evaluation and decision
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Template mandatory with a justification for not offering it to IEC!

► Precise information needed (e.g. superseding EN(s), link with IEC, possible a-
deviation(s), link with EU regulation, …)

► TC decision: 5 members committed to actively participate

► Target dates are very important

► Filled in template to be sent to dataservice@cencenelec.eu

► BT decision (by correspondence)

► If approved  standstill  

► WI in TC work programme  timeframe to be respected!  alerts sent by CCMC 
to TCs

New project
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Creation of New Work Item

New Work Item’ form: mandatory

Precise information needed (e.g. 
superseding EN(s), possible a-
deviation(s), link with EU regulation, …) 
including the lead

NWI form to be sent to 
dataservice@cencenelec.eu

Registration of the WI – BT decision 
and then dataservice activates the NWI

If WI is accepted, standstill applies
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Creation of New Work Item

As of February 2024, the approval of NWIs will be delegated to Technical 
Committees (following BT decision D172/C118 – September 2022)

 via IT tool 
 weighted vote will apply for the approval of NWIs intended to become EN, 

TS and HD, while TRs will be approved via simple majority (in line with 
Clause 6 of IR2)

 dedicated webinar for to Technical Committees to be held in January 2024 
(provisional date: 18 January 2024)
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Flexible standards development process

TCs have maximum 68 weeks to draft standards

TC to define the target dates when adopting NWIs:

Target date for dispatch ENQ draft to CCMC (min 1 week)

Target date for dispatch FV draft to CCMC (min 6 weeks)

Note: the Target date for dispatch 1st WD is automatically set to the 

half of the time that is planned for ENQ
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Flexible standards development process
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BT

► Flexible standards development process implemented in April 2020

► Applicable to CENELEC ‘homegrown’ ENs (not applicable to parallel EN IEC)

► Some further information: 
 Introduction - https://youtu.be/JB_nX6g6C04
 Module 1: Planning - https://youtu.be/WGChUW2Tv74
 Module 2: Implementing the planning - https://youtu.be/Gi0ZnuGJ1Bw
 Module 3: Monitoring - https://youtu.be/UJmrbHDNNN4
 Module 4: Review of the planning - https://youtu.be/xZWNE-tQTIs

Flexible standards development process

© CEN and CENELEC  30
Training for newly appointed TB Officers – December 2023

https://youtu.be/JB_nX6g6C04
https://youtu.be/WGChUW2Tv74
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fyoutu.be%2FGi0ZnuGJ1Bw&data=04%7C01%7Cmvuletic%40cencenelec.eu%7Ca195e3de5523414b3ca308d92761c5eb%7Cccf5775126f1429c87578729c8e9e995%7C0%7C0%7C637584123144674776%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=%2Bsvy18tEHFixlfsdOXlv393q2CzNpmDXx%2FJmKnXSibA%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fyoutu.be%2FUJmrbHDNNN4&data=04%7C01%7Cmvuletic%40cencenelec.eu%7Ca195e3de5523414b3ca308d92761c5eb%7Cccf5775126f1429c87578729c8e9e995%7C0%7C0%7C637584123144674776%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=F5yDXZywrP86yQhN2DgWpZxFteXivmC23q%2BV2l%2FdL3k%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fyoutu.be%2FxZWNE-tQTIs&data=04%7C01%7Cmvuletic%40cencenelec.eu%7Ca195e3de5523414b3ca308d92761c5eb%7Cccf5775126f1429c87578729c8e9e995%7C0%7C0%7C637584123144674776%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=GvskdPo78bfkOxck6ZIyI6bZx2UfVSParLOs1vONQTo%3D&reserved=0


Operational aspects - planning

WHAT:

Allocation of time (duration), work item per work 
item, by indicating the following 3 target dates, 
in CENELEC NWI form:

• Target date for dispatch of first Working Draft
• Target date for dispatch of ENQ draft 
• Target date for dispatch of FV draft 
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Timeframe - planning

To indicate the timeframe in # weeks
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Review of planning

At any time before the dispatch for Enquiry (i.e. 30.99),
the TC leadership in cooperation with the relevant WG convenor 
have at disposal the following options for changing the planning: 

 a) To change the planning by using the ‘one 
change’ option. It requires a TC decision.

 b) To ask for a tolerance of 9 months. It requires 
a TC secretary request. A second tolerance may be 
exceptionally granted with a TC decision, approved 
by CLC/BT
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Hold Public ENQ 
and associated Vote

(12w)

Edit ENQ 
draft
(5w)

Prepare 
& Translate 
ENQ draft

(8w)

CCMC NSBs/NCs NSBs/NCs

Collect 
comments 
& calculate 

votes

CCMC

Dispatch 
to TC

5 13 250

TC 
submits 
a draft

Time (weeks)

Public Enquiry
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Dispatch 
to TC

If: - Simple Majority;
- 71% positive weighted votes;
- Positive consultant assessment

Analysis of 
comments and 
voting results

TC

Skip Formal Vote

Analysis of comments and voting results

Keep Formal Vote

No technical changes allowed with regard 
to ENQ draft

Publication TC finalises the final draft and dispatches it 
to CCMC

Formal Vote Draft
Decision

TC Decision
Simple majority

Possibility to use the CLC 
Committee Internal Voting 
(CIV) to take decisions to 
skip the vote

Consideration of comments
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Dispatch 
to TC

•Submission of FV 
draft to CCMC

TC 

•Check & Editing
•Translation before FV 

if  needed
•Launches Formal Vote

CCMC
•Build national 

positions
•Voting

NCs

71% positive votes (weighted)  approved European Standard

Approval
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Dispatch 
to TC

Member country Weighting Member country Weighting

France 29 Switzerland 10 

Germany 29 Serbia 7
Italy 29 Croatia 7 

United Kingdom 29 Denmark 7 

Turkey 29 Finland 7 
Poland 27 Ireland 7
Spain 27 Lithuania 7
Romania 14 Norway 7
Netherlands 13 Slovakia 7
Belgium 12 Cyprus 4
Czech Republic 12 Estonia 4
Greece 12 Latvia 4
Hungary 12 Luxembourg 4
Portugal 12 Slovenia 4
Austria 10 FYROM 4
Bulgaria 10 Iceland 3
Sweden 10 Malta 3

TOTAL 412

Vote simulation tool available on CENELEC website: here

Approval
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Dispatch 
to TC

CCMC finalizes and publishes the EN  + provides EN to National Committees 
for national publication
Members publish ENs as national standards (+ may translate into national language)
Withdraw conflicting standard(s)

Handling comments at FV - Decision D163/029 

Only obvious editorial errors and errors introduced by CCMC 

‘Obvious editorial error’ is an editorial error that is recognized as such immediately 
and without any doubt, both by the CCMC editor and the TC Secretary‘

TC proofing
 2 weeks  3 weeks exceptional upon TC request

 No reply  CCMC proceed to finalization

Publication
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Dispatch 
to TC

Amendments = modification/addition to or deletion of specific parts of the 
text  Only the amended text will be voted upon

 If amended  NWI request needed   Track: Enquiry (+ vote) 

Corrigendum = Corrects mistakes that lead to incorrect/unsafe use of EN (
TC rationale needed)

Maintenance  Process initiated by CCMC (alerts sent)  TC to ensure that 
EN content is still valid 5 years after publication

Publication
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Two routes in 
CENELEC

Parallel EN IEC standards Homegrown standards 

The case of Common 
Modifications!

Standards development
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Dispatch 
to TC

CEN-CENELEC Internal Regulations Part 2

CENELEC BOSS: 
https://boss.cenelec.eu/fadel/commonmods/Pages/default.aspx

Matrix of responsibilities: 
https://boss.cenelec.eu/media/BOSS%20CENELEC/ref/matrix_commonmods_annex
z_clc.pdf  webinar held in July 2023

 ISO-IEC Guide 21-1 ‘Regional or national adoption of International Standards and 
other International Deliverables — Part 1: Adoption of International Standards’

Common Modifications
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Dispatch 
to TC

In phase 
Common 
Modifications 
through European 
amendment 
(A11)

2 Work Items in 
the work 
programme

Parallel CDV/ENQ 

Parallel FDIS/FV 

Publication of EN IEC

A11 – ENQ
(CCMC WI) 

A11 - FV 

A11 publication  

► TC decision (informs CCMC) - no New Work Item request to BT – secretary to notify CCMC asap (at 
the latest 2 weeks before the CDV)! 

► The two work items will progress in parallel (EN IEC and EN IEC A11)
► European elements  always in the A11 (common mods and European Annexes)

Common Modifications
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The TC manages 
the project (start, 
submission to 
procedures, 
subject to the 
flexible 
development time 
process)

Parallel CDV/ENQ 

Parallel FDIS/FV 

Publication of EN IEC with 
A11 – ENQ
(CCMC WI) 

A11 - FV 

A11 publication  

► NWI request to CLC/BT 
► The publication of the EN IEC can be put on hold (but not preferred), pending the finalization 

of the A11

Not in phase 
EN IEC runs in 
parallel 

Common Modifications

A11 – ENQ
(CCMC WI) 

A11 - FV 

A11 publication  
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Dispatch 
to TC

Adapting to market needs

Other deliverables
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Dispatch 
to TC

Developed in ‘Workshops’ (WS):
− Flexible (possibility to join in up until the very end) 
− Direct participation 
− Open to non-European 

Represent the agreement of the WS participants 

Used for: 
− Emerging or rapidly-changing technologies
− Output of Research Projects
− As try-out before the development of ENs

Workshop Agreement
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Reminder - drafting, editing and 
publishing
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Useful tools to get you started
► Internal Regulations Part 3

► STD.dot template

Simple template
 Find on CENELEC BOSS

Ready-styled
Contains all elements

 Styles
 Headings
 Content layout

Getting started
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Lunch and networking 
12:30 – 13:30



Understanding the CENELEC standardization process 

Ingrid Soetaert & Catherine Vigneron

CCMC Standards Development

Welcome back!



3. Frankfurt Agreement & Day-to-day management
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1 region = one standard instead of 34

 Status of EN

 Standstill

 Obligation to implement

30% CENELEC portfolio = harmonized standards

Presumption of conformity

Access to European Market of 700 Million consumers
using global standards 

International dimension

© CEN and CENELEC  54© CEN and CENELEC  54
Training for newly appointed TB Officers – December 2023



Frankfurt
Agreement

INTERNATIONAL LEVEL

NATIONAL LEVELNational Standardization
Organizations

Vienna 
Agreement

EUROPEAN LEVEL

International dimension
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Primacy of International standards

Commitment to primarily undertake the work at IEC level

Expedite publication and common adoption of International Standards

Rational use of available resources/avoid duplication

Accelerate standards preparation process in response to market demands

Include mechanisms to cater for particular needs that may arise from 
European stakeholders

Supporting the European Market, using global standards 

International dimension
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72%

6%
22%

Identical to IEC publications

Based on IEC publications

No relation to IEC publications

CENELEC – Portfolio – relation to IEC

Only European Standards (no TS, 
no TR, no Guides) are covered by 
the Frankfurt Agreement

Facts and figures

What? When?

Agreement on common 
planning of new work and 
parallel voting between 
IEC and CENELEC

1996 – Signature Dresden 
Agreement

2016 – Signature Frankfurt 
Agreement

Underline commitment of IEC 
& CLC to undertake work at 
Intl. level
Promote global economy
Ensure rational use of back 
office resources

Why?
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Parallel voting on draft International Standards

Publication Requirements

Conversion of European Standards
into International Standards

Common planning of Work

4 pillars
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Work initiated in IEC

When not ‘exempted’

► Assigned to mirroring CLC Technical Committee (CLC/TC) or Reporting Secretariat (CLC/SR)

►Registered in CLC database with timescales

► Information e.g. on legislative aspects  CLC/TC responsibility and feedback to IEC

► Parallel adoption process starts in CENELEC

When ‘exempted’

►No ‘European adoption’  but national adoption possible

► Standstill may apply  to be used ‘as such’ in Europe, no competing standards

Common planning of New Work Items
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Work initiated in CENELEC (NWI)

Before initiating: 

► Assess situation at IEC - possibility the IEC TC timely initiates the work

On approval of a New Work Item for a European standard at 
CENELEC

► Default* -- the New Work Item is offered to IEC

► The CLC/TC starts the work – IEC starts a NWIP on the WI

► If IEC NWIP accepted  CLC hands over work

* For specific reasons, the CLC Technical Board (BT) can decide not to offer 

Common planning of New Work Items
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It is important to start parallel work from the earliest stages!!

IEC CENELEC

COMMON MODIFICATIONS

COMMON MODIFICATIONS

parallel vote on CDV

(parallel vote on FDIS)

EN IEC & EN IEC A1xInternational standard

(FDIS)

Consult TC on CDCD
COMMON MODIFICATIONS

Start work (NP – RR) Start parallel work

From CDV on systematic parallel voting procedure in CENELEC

CDV

Parallel voting
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 What?
• Published CENELEC deliverables (“homegrown standards”) offered to IEC

• European Common Modifications to IEC based standards

 If IEC TC takes them on board
• IEC text identical to CENELEC text  ‘Boomerang case’

• No parallel voting
• Just a correction of the numbering by corrigendum to reflect IEC 

number

• IEC text different from CENELEC text  Parallel vote

Conversion of EN into IEC standards

Training for newly appointed TB Officers – December 2023
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Examples
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Examples (Common Modifications)
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4. Developing ENs intended to be cited in OJEU 
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Link EU legislation & Standardization Requests

• New Approach Directives 

 Define essential requirements (e.g. health and safety)

 Indicate WHAT shall be achieved without specifying HOW

 Transposed in Member States 

• Reference to standards

 At EC’s request, CEN and CENELEC develop Harmonized Standards (hENs)

 ENs set out technical specifications to meet Directives’ requirements

© CEN and CENELEC  66
Training for newly appointed TB Officers – December 2023



European Standards

EU legislation

EP

Council
EC

• Public authority
• Mandatory
• Setting what goals to reach
• Revised when policy requires

• Private independent organizations
• Voluntary 
• How to reach goals
• State of the art 

Requirements to 
protect public 

interest

How Standardization supports legislation
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New Legislative Framework

European law (Directives / Regulations) regulates important industrial 
sectors:

 PPE 
 Medical devices
 Low voltage equipment
 Machinery
 EMC
 Radio Equipment

Link to EC page on Harmonised standards

 Standards are a tool to support EU policy and legislation according to 
the principles of the New Legislative Framework (previously known as 
New Approach)
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Standardization Request

4 December 2023 69

European Standard (EN)
Harmonized 

standard

SReq accepted by CEN and/or 
CENELEC

Standardization 
request (SReq)

Consultation 
(SRAHG)

> 3000 harmonized standards listed in the OJEU
Training for newly appointed TB Officers – December 2023
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Link with EU legislation

Standardization Request  is a precondition for citation of harmonized 
standards in Official Journal of the European Union (OJEU)

Harmonized must be assessed and have the following ‘European 
elements’

Annex ZZ (i.e table establishing the relationship between the clauses of 
the standard and the regulatory requirements)

For IEC driven standards  Annex ZA (i.e table establishing the 
relationship between)
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Link with EU legislation

Citation of standards in the Official Journal of the European Union 
(OJEU)

Citation in the OJEU always EC responsibility – CEN and CENELEC offer 
candidate hENs to EC for citation every 2 months (more frequent offerings 
foreseen as of 2024)

Only when listed in the OJEU  presumption of conformity for 
Essential Requirements covered by the hEN

The lists of hENs are published in the OJEU and continuously updated:  
http://ec.europa.eu/growth/index_en.htm
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Standardization Request process
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Standardization request structure 

refer to the legislation / policy

i.e. programme of work = requested 
deliverables; responsible technical 
bodies; timeframe

EC to be informed of any changes 
in the WP

annual reporting

precise description of relationship 
between hEN and EU legislation

1. requirements of the hENs
2. harmonized standards and 

deadlines for adoption 
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Annex ZZ

All harmonised standards must 
include an Annex ZZ, 
demonstrating the relationship 
between the clauses of the 
standard and the regulatory 
requirements

Annex ZZ templates
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Annex ZA (for IEC driven standards)

All harmonised standards must include 
an Annex ZA which links normative 
references to international publications 
to their corresponding European 
publications. 

Most often, the normative references 
are not dated in the IEC standard, 
therefore they must be dated 
through the Annex ZA 

Guidance on normative references 
in harmonized standards
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European elements and checklist

 Technical Committees are invited to provide to CCMC all elements that could help
the Consultants when assessing the draft: e.g. risk assessment (as relevant)
and the Technical Body responses (“observations from the secretariat”) to the
previous assessment (i.e. on the FWD)

Use of ‘common checklist’ mandatory

Sectorial checklists:

Training for newly appointed TB Officers – December 2023
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Citation in the Official Journal of the EU (OJEU)

https://ec.europa.eu/growth/single-market/european-
standards/harmonised-standards_en
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Assessment

2021-12-27: EC launched call for tender ‘Technical Assistance to the 
Commission for the Assessment of Harmonised Standards’

Duration of contract: 2 + 2 years (signed in August 2022

HAS contractor = Ernst & Young (EY)

EY hired a pool of consultants to assess the drafts

Assessment duration: 5 weeks after notification to EY

© CEN and CENELEC  78
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Sectors covered
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Unit H.2 
Machinery & Equipment 

Unit F.2 
Bioeconomy, Chemicals & Cosmetics

Unit H.1 
Construction 

Equipment for 
potentially 
Explosive 

Atmospheres
(ATEX)

Machinery 
(MD)

Gas Appliances 
(GAR)

Cableway 
installations 

(CWR)

Pressure 
equipment and 
Simple Pressure 

Vessels 
(PED&SPVD)

Electro-magnetic
Compatibility 

(EMC)

Low Voltage 
Equipment (LVD)

Lifts 
(LD)

Protective 
Equipment (PPE)

Measuring 
Intruments 

(MID&NAWI)

Radio Equipment 
(RED)

Recreational Craft 
(RCD)

Explosives for Civil 
Use 

(Expl) 

Toys Fertilisers 
(Fert.)

Pyrotechnic Articles 
(Pyro)

Construction Products
(CPR)

Unit C.4- Rail Safety and 
Interoperability

Interoperability of Rail 
Systems (IRS)

Unit B.6 -Medical devices, Health 
Technology Assessment

Medical Devices (HE)

DG SANTE

Unit A.1- Defence Industry and 
Market Policy 

Unmaned Aircraft 
Systems (UAS)

DG DEFIS

Unit E.4- Product safety and Rapid 
Alert System

General Product 
Safety (GPSD)

DG JUST DG MOVE

Eco Design
(ED)

Unit I.3 
Green and Circular Economy

NEW UNDER THIS CONTRACT

DG GROW
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Assessment

Consultants can:
 Perform assessment tasks (75% of their time)

 Participate in meetings to offer clarification on their assessments (max. 25% of 
time spent on meetings) 

Convey EC positions to Technical Bodies

Consultants cannot:
Contribute to standards development process

Offer guidance to TCs on how their standards can become compliant 

 Perform Assessments on documents received directly from ESOs/TCs

Modify completed Assessment Reports 

 Participate in meetings without EY approval
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HAS meeting request tool:
 https://globaleysurvey.ey.com/jfe/form/S

V_b71bSqkXAtAqqTs

 Technical Body secretary to make request, 
at least 5 weeks before the meeting

Assessment – exchange with Consultant

812022-12-05Training for newly appointed TB Officers – December 2023
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Assessment - outcome

‘Compliant' If the same conclusion is done reached by EC, the publication of the 
reference in the OJ is normally possible without any specific notice

'Conditional
compliance'

To be used only in case of problems related to the dates of normative 
references to other inter-linked standards and meaning that, if the 
identified issue(s) is positively addressed by the ESO after the assessment, 
and if the same conclusion is reached done by EC the publication of the 
reference in the OJ is normally possible without any specific notice

'Lack of compliance'
If the same conclusion is reached done by the Commission, the publication 
of the reference in the OJ is likely not possible without adaption of the 
document
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Assessment - outcome

Training for newly appointed TB Officers – December 2022

HAS Platform tool  Consultant Assessment interface
CCMC requests draft hENs for assessment
assessment reports uploaded

Technical Body secretary will get a notification (via email) when HAS 
assessment report is available

© CEN and CENELEC  83



 Projex-online include HAS assessment and legislation information:

 Fields related to legislation (e.g. referencing method, assessment method)
 Citation monitoring information
 HAS assessment reports will be available in Projex-online for download

84Name of presenter / event 2022-12-05



Assessment – news!

2 different processes coexisting
 New projects for Homegrown standards  ‘Innovative process’

 Projects under development and EN-IEC standards  ‘Existing process’

*Common Modifications are considered as homegrown standards

*Discussion ongoing with IEC/CO to apply the innovative process to EN-IEC standards

 TBs are invited to request a CCMC quality check on ENQ and FV drafts before the
projects are submitted to Enquiry and FV

*The request, together with the filled-in ‘Common Checklist’ and all supporting documents, are to 
be sent only by email to hsc@cencenelec.eu

*CCMC will perform Quality Checks (QC) within 15 working days (3 weeks)

Training for newly appointed TB Officers – December 2023
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Interaction with standards development

Training for newly appointed TB Officers – December 2023 © CEN and CENELEC  86

When can assessments be requested?

If FV assessment 
is negative

1st Working 
Draft ENQ FV

Last 
confirmatory 
assessment 

(LCA)

 CEN and CENELEC can request maximum 4 assessments per WI
 1 assessment per stage + LCA
 Last Confirmatory Assessment
 Not possible to request assessments of published standards

Existing process



Assessment

ba ENQc e FV gb

First WD
30.99
Dispatch of prEN

ta

45.99
Dispatch of FprEN

te

60.60
DAV

10.99
Approval of WI

40.60
Closure of ENQ

flex

5 5 8 2 4

b

5 8 12 weeks

c

2

flex
c

EC Desk officer

Contractor
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 Challenging to get a compliant 
assessment

 During previous HAS contract: 
average around 30% ‘compliant 
outcome’ for all stages

 Since January 2023 under the new 
HAS contract: average of 16% 
‘compliant outcome’ for all stages

 Substantial change needed

88

Why the innovative process



Interaction with standards development

Innovative process  as of October 2023 for homegrown standards 
 2 pillars:
 Mature draft concept

 Draft ready for ENQ
 Mature draft assessment mandatory
 Optional FWD assessment not possible anymore (while FWD circulation still 

possible)

 CCMC Quality Check
 Help Technical Bodies identify elements in the draft, or the related Annexes, 

that could potentially lead to a lack of compliance assessment
 Will use Common checklist as support document

Replaces “Harmonized Standards checklist”
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4 assessments possible per work item:

1. Mature draft (mandatory)

2. Enquiry (will take place only if the first assessment is non compliant)

3. Pre Formal Vote (mandatory, if the draft does not skip FV)

4. Last Confirmatory Assessment (LCA, optional) - should become 
exceptional!

Interaction with standards development
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Interaction with standards development
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Preparing the New Work Item 

92

Express the target dates through a duration in the NWIP 
form:

o (1 WD_TARGET: BT decision + N weeks)
o ENQ_TARGET: BT decision + N weeks
o FV_TARGET: ENQ + N weeks

4 December 2023

Duration for 1WD is half 
of duration for 30.99. It could 
be indicated or will be 
deduced by 30.99 Training for newly appointed TB Officers – December 2023



Innovative process impact on timeframe

93

a
k i

b
c

i

3 weeks 4 weeks 5 weeks 5 weeks

d

Flexible process
In case of Lack of
Compliance outcome in
the Enquiry HAS
Assessment, TC should
submit the request for a
9 months tolerance.

TC to
consider
comments
and revise.

TC to
consider
comments
and revise.

TC to plan WG meetings
to address comments.
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Quality check – relevant links

Webinar drafting guidance: CEN – CENELEC

Guidance document on normative references:
CEN BOSS – CENELEC BOSS

Webinar 'Presentation of the new EC/HAS ESOs Common checklist'

Webinar 'Innovative process for homegrown harmonised standards (hENs)'

Training for newly appointed TB Officers – December 2023
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Citation of a harmonized standard in the 
OJEU

Annexes: 
TC to provide additional 
European elements

HAS Assessment:
Ensuring the standard complies 
to the Safety Objectives of the 
Directive(s)

Final decision:
EC’s decision to cite the 
standard in the OJEU

Offering to EC:
Only if positively assessed, 
CCMC offers the standard to 
EC for citation

hEN standard 
developed in the 

support of 
legislation 

Standard cited 
in the OJEU
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Key points!

Start the process as early as possible!
i.e. with the assessment request of the first working draft: the consultant 
would flag compliance issues early in the process

Systematically provide feedback!
TC shall provide feedback by responding, in writing, to the HAS 
consultant’s comments (column: observations from the secretariat)

Communication is the key!
 Ensure communication flows between CLC/TC (interaction with the 

HAS consultants) and IEC/TC (writing the standard)
 Ensure communication flows with HAS Consultant: After the 

submission of the assessment by CCMC, TCs are encouraged to engage 
with HAS consultants

Principles for a successful assessment
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5. CENELEC BOSS and other useful information
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CENELEC Expert Site

Link: https://experts.cenelec.eu/

Your platform to:
 Applications & services

 Expert news (with ‘subscribe to news’ option)

 Trainings & materials

 Key initiatives
🐛🐛 Digital Transformation

📝📝 Online Collaborative Authoring

🚀🚀 Standards of the Future

🤝🤝 Open Source Solutions

 CENELEC BOSS
© CEN and CENELEC  98
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Dispatch 
to TC

 Source of stable information to 
CENELEC/TC secretaries, chairpersons and 
experts

 Quick and easy access to navigate- internet 
tool with public access from main CENELEC 
website

 CEN-CENELEC Internal Regulations are on 
the BOSS

• Part 2: Common Rules for 
Standardization Work

• Part 3: Rules for the structure and 
drafting of CEN/CENELEC Publications

Business Operation Support System
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Dispatch 
to TC

Forms and templates

Business Operation Support System
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Dispatch 
to TC

Sent after each BT meeting 
 Report on the main outcomes of 

crosscutting nature discussed in the BT 
meetings as well as on the latest 
decisions of transversal nature taken 
by correspondence

 Sent by email to all TC Officers

BT newsletter
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►Webinar: Standardization Requests – State of Play 

►Webinar: Use and justification of normative references for harmonised standards

►Webinar: Risk assessment in standards tool for harmonisation

►Webinar: Harmonized European standards: Drafting standards compliant with EU 
legislation

►Webinar: Webinar on EMC matters in relation to harmonized standards

►Webinar: Harmonized European standards under the Low Voltage Directive (LVD)

►Webinar: Matrix of responsibilities for requesting common modifications to IEC 
standards and the inclusion of Annex Z/(ZA) in IEC Standards

►Webinar: Webinar 'Implementing International Standards in Europe – The Frankfurt 
Agreement (together with IEC)

More information
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Dispatch 
to TC

TC reports to BT, NWI requests: dataservice@cencenelec.eu

Texts for procedures: production@cencenelec.eu

Liaisons with European federations: partners@cencenelec.eu

Support on research projects: research@cencenelec.eu

For anything else, contact your Project Manager! 

Contact points
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Thank you!
Questions?

Catherine Vigneron cvigneron@cencenelec.eu
Ingrid Soetaert isoetaert@cencenelec.eu

mailto:cvigneron@cencenelec.eu
mailto:isoetaert@cencenelec.eu


Coffee break and networking 

15:20 - 15:40
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