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Role of Annex Z as indicated in
European Commission’s document
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Vademecum on European Standardization, Part III 2.8.4

‘All information on legal requirements aimed to be covered by a harmonised
standard, and only that information, should preferably be set out in an 
informative annex to the harmonised standard.’

‘The information should be drafted in parallel with the provisions given in the 
harmonized standard and should be available during the public consultation 
stages (…)’

The link to the Vademecum is here

https://ec.europa.eu/growth/single-market/european-standards/vademecum_en
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Where to find? (1)
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 Annex ZA (CEN): CEN BOSS website: Reference Material/Forms and 
templates/Technical Work (link is here)

 Annex ZZ(CENELEC):  CENELEC BOSS ->Reference Material-> Forms and 
Templates -> Annex ZZ (link is here)

https://boss.cen.eu/reference material/FormsTemplates/Pages/default.aspx
https://boss.cenelec.eu/reference material/FormsTemplates/Pages/default.aspx
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Where to find? (2)

CEN Guide 414:2017, p 25, CEN BOSS website: Reference 
Material/Reference documents/CEN Guides 

English version here, the German version here
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https://boss.cen.eu/ref/CEN_414.pdf
https://boss.cen.eu/ref/CEN_414_D.pdf
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Some formal still very important elements
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✓Table

✓Reference of the current Standardization Request: M/396
(or M/471 only for standards on pesticide application of CEN/TC 144)

✓Reference of the current EU legislation to which a standard provides 
presumption of conformity

✓Directive 2006/42/EC

+
✓Sectoral arrangements of the CEN-CENELEC machinery sector 

Consistency across the sector is required!
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EC request for detailed Annex ZA/ZZ (1)
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 The European Commission will not 
accept any longer the previously 
agreed full set of options for the 
format of informative Annex ZA/ZZ 
as specified in CEN Guide 414:2017 
(Option A1, A2, B1 and B2)
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EC request for detailed Annex ZA/ZZ (2)
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 Instead the European Commission requires that all harmonised standards contain a
detailed format of an Annex ZA/ZZ, i.e. the option C as foreseen in the CEN Guide
414:2017→ as many rows in the table as many there are Essential Requirements

 All final drafts which are submitted by TCs to CCMC for Formal Vote have to contain
an Annex ZA/ZZ in such a detailed format.

 Amendments should include the necessary adaptation for the format of Annex ZA/ZZ
in mother standards.
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Granularity of referenced 
Essential Requirements (ERs)
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 All ERs having a number (except 1.1.1; 3.1.1 and 4.1.1 containing definitions) should 
be referenced (as far as applicable), assuming that all the sub-parts under these ERs 
are covered in so far as they are relevant;

 In relation to the first indent,  reference to subparts of a numbered ER (subclauses 
starting with a letter, indent or without any marking) is not required 

 It is acceptable to cover all numbered sub-ERs of a main ERs by making reference to 
the main ER, only (e. g. covering sub-ERs 1.2.1, 1.2.2 and 1.2.3 by reference to ER 1.2 
“Control systems”); but, not accepted to make reference to the entire section of ER 
1, ER 2, ER 3, ER 4, ER 5 and ER 6.
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Principal challenge
Introduction of a “paradigm shift”
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 Practical standard work:

▪ Committee experts identify significant hazards for the respective machine type

▪ Formulate requirements and solutions in the standard

 For many years: Options like A.2 from CEN-Guide 414 largely used in the machinery field
(“Within the limits of scope all relevant Essential Requirements are covered by all normative
clauses”)

 European Commission and national authorities, however, rather need a 1:1-relation to
Essential Requirements (ERs) of the Machinery Directive (Option C)

 This constitutes the framework for Annex ZA/ZZ
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Principal challenge
Introduction of a “paradigm shift” (2)
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First experiences: Many experts simply “took” the hazards as named in EN ISO 12100 
and listed them as the basis for Annex ZA/ZZ without checking for their correct link to 
and “completeness” of ERs

No exact match of significant hazards in EN-ISO-standard and ERs
 One reason why so many standards have received negative

assessments

The identification of relevant ERs will, of course, always remain a task that in the first 
place has to be carried out by the standard writers

Practical support urgently needed because

▪ Committee experts are viewing the issue from the technical angle

▪ Annex ZA/ZZ is for most standard users (manufacturers, operators) only of limited 
practical value (i.e. its relevance is not always present)
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Drafting the Annex ZA/ZZ
Some practical advice
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 As a first step (relatively easy):
▪ Take list of significant hazards in the respective standard and match them against 

the ESRs of the Machinery Directive (this is in fact the “not sufficient” part) 
▪ Usually  gives a first picture of the content of Annex ZA
▪ Then, however, it is indispensable to do a cross-check from the “ESR-side”

 No standard solution available, and discrepancies in interpretation always 
possible, but what we can offer:

 VDMA (hosting the German mirror committee on machinery standardization) 
has developed a “tool” to help setting up an Annex ZA
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Drafting the Annex ZA/ZZ: a formal tool
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Drafting the Annex ZA/ZZ: a formal tool (2)
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Drafting the Annex ZA/ZZ - Some practical advice 
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 Watch out! This Excel-tool serves two purposes

▪ To provide standard experts with a simple method to formally check for
compliance of their standard with the ERs

▪ To produce a tabled list that can be (if necessary complemented and) easily
inserted in the pre-formatted Annex-ZA/ZZ-Table

 It does, of course, NOT relieve the experts from the task to assess their entries in 
the resulting table for correctness

▪ If, for instance, their own list of identified hazards (which often forms the basis 
for deciding whether an ER applies or not) is wrong then the Annex-ZA/ZZ-Table 
will of course also be wrong

▪ Not all circumstances can be easily pictured on a 1:1-basis between list of 
hazards and ERs 
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Drafting the Annex ZA/ZZ - General advice
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 Highly important: Resolving – as far as possible – Annex-ZA-comments during enquiry 
saves a lot of trouble during FV
 Drafting a decent Annex ZA/ZZ already for enquiry draft is highly 

advantageous

 Experience shows:

▪ Even small inaccuracies in Annex ZA/ZZ lead to negative assessments

▪ “Correction” of non-compliance of Annex ZA/ZZ (subsequent communication 
between TC and consultant) is still considered a general/technical change

▪ If such a negative HAS-consultant assessment arrives AFTER the Formal Vote has 
been started  2nd Formal Vote

 Hence strong appeal to CCMC:
Please always suspend the FV-start until HAS-consultant assessments are 
available!
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Drafting the Annex ZA/ZZ - Further remarks
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Recent development:

▪ Additional request to also list in Annex ZA/ZZ those ERs that are relevant for a specific 
machine type, but are NOT addressed in the standard

▪ Up to now, however, no clear indication where/how to put this down in
Table ZA/ZZ

▪ Often uncertainty among committee experts how detailed this requirements is to be 
understood

Message to EU-Commission from our standard committee CEN/TC 153:

▪ Please keep in mind: Structure of Annex I in Machinery Directive is more complex than in 
most other Directives; Option C for Annex ZA/ZZ will therefore always bear potential for 
discussions

▪ Listing of harmonized standards in the OJ (no complete overview) may be legally correct, 
but is extremely difficult to understand for standard users
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Don’ts (1)
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Don’t modify the text above the table

Don’t add any text below the table

Don’t  reverse the order of the three columns of the table
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Don’ts (2)
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Don’t indicate Clause 1 (Scope) or Clause  / Annex with List of 
Significant Hazards in table

Don’t indicate Essential Requirements 1.1.1 3.1.1 and 4.1.1 
about definitions in table

Don’t indicate other standards or legislation in the table
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Coming soon…
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 EC request to indicate in Annex ZA/ZZ these Essential 
Requirements which are relevant but not-covered

 Background: this request is made in the current mandate for 
machinery M/396

 Reviewed template for Annex ZA/ZZ is being clarified with the EC 

 Next steps: 

▪ to receive clarification from the EC regarding the template

▪ to submit to CEN and CENELEC BTs for approval 

M396 to be linked with PPT on Annex Z_slide 24_second bullet point.pdf
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Thank you for your attention! 
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Questions? 

jfrankowska@cencenelec.eu

www.cen.eu

www.cencenelec.eu

mailto:jfrankowska@cencenelec.eu
http://www.cen.eu/
http://www.cencenelec.eu/

