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 You are muted
 Use the Q&A panel to submit your questions

 Talk about us on LinkedIn, Bluesky and Instagram with 
#training4standards

Get the most out of the webinar today
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Agenda

3

1 Standardization supports Legislation

2 From Request to Presumption of conformity

3 Development processes

4 The Annex Z: what it is, how to fill, where to find

5 Key drafting information

6 The HAS contractor
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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

Standardization supports Legislation
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From standardization request to presumption of conformity

Standardization request
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Essential Requirements
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Presumption of Conformity
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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 Standards 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)

Other European elements (e.g table establishing the relationship between the 
international and the European normative references)

 To be prepared by the European Technical Committee
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 Workflow

Innovative Process – homegrown hEN
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‘New’ Process for Parallel Projects (hENs)

TC CCMC and NSB/NC secretariat
Preparation/editing/translation/finalisation

ENQUIRY/FORMAL VOTE

Consultant(s) Consultant(s)

EU Elements/common mods ENQUIRY EU Elements/common mods FV

DRAFTING CDV/DIS DRAFTING FDIS

CD

Consultant(s)Mandatory 
assessment at 
CD stage

CCMC QC on
EU elements

Improved 
draft & EU 

annexes

Improved draft &EU annexes 
after CDV assessment
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Key points for // development

 Start the process as early as possible
 European TC invited to closely follow work at international 

level and to develop Annex Z in parallel with CD draft

 ‘New’ Process will only apply if:
CD available
 European Elements available

Communication is key
 Ensure communication flows between CEN-CLC/TC 

(interaction with the HAS consultants) and ISO-IEC/TC 
(writing the standard)

Common checklist not mandatory, but highly 
recommended when drafting European Annexes
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What is an Annex Z

12

 Annex ZA (CEN) and Annex ZZ (CENELEC)
 Informative
 Indicates relationship between requirements of a Regulation aimed 

to be covered and the applicable clauses
 As many Annexes ZA/ZZ as Regulations aimed to support

 CEN: Annex ZA with table ZA.1
 CENELEC: Annex ZZ with a table ZZ.1
 Templates available on CEN and CENELEC websites:

 CEN BOSS
 CENELEC BOSS
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How to draft Annex ZA/ZZ

 Table ZA.1/Table ZZ.1 shall indicate the relationship between the Essential Requirements and 
the specific clause(s) in the standard

 Harmonized standards does not have to cover all relevant requirements, but Annex ZA/ZZ 
must always be consistent with the real coverage of the requirements

 Provide reference(s) to specific clauses/subclauses that provide coverage of requirements, 
rather than whole sections of standard

132025-12-01
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Annex Z templates

Annex ZA (CEN): CEN BOSS 
website: Reference 
Material/Forms and 
templates/Technical Work (link: 
https://boss.cen.eu/reference-
material/formstemplates/pages/ )
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Where to find?

Webinar 'Training on the Annex Z to the Annex III Organizations' 2025-12-01

https://boss.cen.eu/reference-material/formstemplates/pages/
https://boss.cen.eu/reference-material/formstemplates/pages/


© CEN-CENELEC 2025 

Annex Z templates

Annex ZZ (CENELEC):  CENELEC 
BOSS  Reference Material  
Forms and Templates  Annex 
ZZ (link: 
https://boss.cenelec.eu/reference
-
material/FormsTemplates/Pages/)
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Where to find?
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 Perform self assessment using Common checklist
 Draft clear and verifiable provisions

 Normative References :
 should be dated, active, published when hEN is made available
 Recommended to refer to a specific clause within the NR (to 

avoid issues with chains of NRs)

 Use CCMC guidance documents: do your homework 

Key drafting reminders
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https://boss.cen.eu/media/BOSS%20CEN/formtemp/checklist_hens.docx
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The HAS contractor

European Commission DG 
GROW

European Commission 
Sectoral units

European standardisation 
organisations  (ESOs)

ETSICEN CENELEC

EY Technical Committees 
and Working groupsCCMC

CEN CENELEC
HAS Consultants
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HAS consultants
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Meeting requests following HAS assessment

• Meetings adhering the below criteria are encouraged
• Meeting requests should be submitted minimum 4 weeks prior to the meeting date
• A full agenda of the meeting should be provided to allow the HAS consultants to prepare
• Only meetings linked to a previous assessment are allowed under the HAS project
• Physical meetings are possible but subject to approval by HAS Consultants
• Link to meeting tool: Link

What a HAS Consultant can do

► Convey the Commission’s positions to the ESOs or 
their technical bodies

► Participate in meetings to offer clarifications on their 
previously completed assessments* (but max. 25% of 
time is spent on meetings)

*Consultants should check if the harmonised standards are compliant 
with the legislation. Technical comments on elements not linked 
through Annex Z are considered as recommendations.

What a HAS Consultant cannot do

► Contribute to standard development process
► Offer guidance to the TCs on how their standards can 

become compliant
► Perform Assessments on documents received from 

the TCs/ESOs directly 
► Modify completed Assessment Reports 
► Participate in meetings without EY approval

► Reminder on the role of HAS consultants during meetings with TCs

Drafting for compliance: best practices in Health Equipment standards Webinar 'Training on the Annex Z to the Annex III Organizations' 2025-12-01 19

https://globaleysurvey.ey.com/jfe/form/SV_5dOuHhNvBAaxWrs
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 CEN webinar ‘Drafting harmonized standards - IR3 rules, requirements and 
normative references’

 Webpage: Drafting European standards for citation in the OJEU

 Guidance document: Guidance on normative references in harmonized standards

 Webinar 'New process for harmonized standards under parallel development’

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

 Webinar 'Innovative process for homegrown harmonised standards (hENs)’

Useful Links
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https://www.cencenelec.eu/news-and-events/events/2022/2022-11-22-webinar-cen-drafting-harmonized-standards-ir3/
https://www.cencenelec.eu/news-and-events/events/2022/2022-11-22-webinar-cen-drafting-harmonized-standards-ir3/
https://boss.cenelec.eu/media/BOSS%20CENELEC/ref/guidance_normative_references_hens.pdf
https://boss.cen.eu/media/BOSS%20CEN/ref/guidance_normative_references_hens.pdf
https://www.cencenelec.eu/news-and-events/events/2023/2023-06-23-webinar-common-checklist/
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www.cencenelec.eu  

Follow us: 

Tag us @Standards4EU

Thank you for your attention

Frédéric MLANAO
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