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Get the most out of the webinar today [E CENELEC

» You are
to submit your questions

about us on Twitter @Standards4EU
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Agenda [E CENELEC

14:05-14:15 Welcome remarks Frank Wohnsland, CEN-CENELEC Sector Rapporteur on
Machinery
Peter Broertjes, EC Policy Officer for Machinery
02 14:15-15:00 Explanation of the CEN and CENELEC Hugo DOURADO and Joanna FRANKOWSKA
instructions on informative Annex Z for Project Managers Manufacturing at CEN-CENELEC

Machinery Directive
15:00-15:10 BREAK

04 15:10-15:55 Drafting a detailed informative Annex Z Aline Vecchia and Catherine Lubineau of AFNOR/UNM
under the Machinery Directive in practice
including the quiz

05 15:55-16:25 Q&A all

06 16:25-16:30 Closing Frank Wohnsland, CEN-CENELEC Sector Rapporteur on
Machinery


https://boss.cen.eu/media/BOSS%20CEN/ref/annexz_machinery_instructions.pdf

Welcome remarks

Frank Wohnsland - CEN-CENELEC Sector Rapporteur on Machinery
Peter Broertjes — EC Policy Officer for Machinery
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Why this seminar on informative Annex Z? [E CENELEC

Question:

The rules for Annex Z are (or rather: should be) known to most
standardizers.

— S0 why this exercise?

Let’s briefly recall the relevance of Annex Z:

» No harmonization without a legally sound Annex Z
» It constitutes link between Directives and technical solutions in standards

» Understanding of its role has changed over the years: Transition from a purely
informative element into a legally relevant part

» Most rejections of harmonization in the recent past due to non-
compliance with Annex Z (with quite a variety of "mistakes”)
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Good moment for the seminar! [E CENELEC

» HAS-system had been suspended during 2022 due to change of
contract (hardly any activities) — now the system is re-starting

» Machinery sector - new machinery regulation— huge task ahead:
» An enormous number of standards will have to be brought in shape
» Much of this work has to do with Annex Z

> iucces;and speed of this action depends strongly on the (formal) quality of
nnex

» This seminar will

» contribute to a better understanding for those who are not really familar with the
system and/or

» serve as a reminder or refresh the knowedge of those experts who knew about
the details already
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Explanation of the CEN and CENELEC instructions
on informative Annex Z for Machinery Directive

Joanna Frankowska, Hugo Dourado, CEN-CENELEC

Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’
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Instructions on informative Annex Z for [E CENELEC

machinery

Decisions BT C036/2022 in CEN and D171/C076 in CENELEC
- having noted

»that one of the common reasons for lack of compliance of harmonized
standards under the Machinery Directive is related to issues in the
informative Annex Z;

»that the CEN-CENELEC Sector Forum on Machinery developed guidance
containing instructions for TCs for preparing the informative Annex Z
under Machinery Directive which were agreed with the European
Commission;

»the recommendation of the CEN-CENELEC Sector Forum on Machinery
asking the BTs to approve the instructions for Technical Committees
regarding the preparation of the Annex Z under the Machinery Directive
and its availability on CEN and CENELEC BOSS;

© CEN-CENELEC 2022 Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’ 2022-10-06



Instructions on informative Annex Z for machinery [E CENELEC

Decisions BT C036/2022 in CEN and
D171/C076 in CENELEC

BT

» decided to approve the guidance for
Technical Committees containing instructions
for preparing Annex Z under Machinery
Directive;

- asked

» CEN and CENELEC Technical Committees
of the machinery sector to comply with the
instructions for preparing the informative
Annex Z under the Machinery Directive;

» CCMC to make the instructions on Annex Z . ——
available on CEN and CENELEC BOSS - DONE |

© CEN-CENELEC 2022 Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’ 2022-10-06


https://boss.cen.eu/media/BOSS%20CEN/ref/annexz_machinery_instructions.pdf
https://boss.cen.eu/media/BOSS%20CEN/ref/annexz_machinery_instructions.pdf

1. Apply correct template and instructions | g5& CGENELEC

>
‘E TECHNICAL STRUCTURES STARTING NEW WORK DEVELOPING DELIVERABLES MAINTAIM

Reference documents
Guidance documents
Formatted Decisions
Profiles

BT Decisions

© CEN-CENELEC 2022

Forms and templates W h e re to fi n d ?

TECHNICAL BODY ORGANIZATION
TECHNICAL WORK

ANNEX ZA

Annex ZA (CEN): CEN BOSS
e website: Reference

U Material/Forms and
templates/Technical Work (link:
https://boss.cen.eu/reference-

material/formstemplates/pages/ )

> Ecodesign (EN - FR - DE)
> Energy Labelling (EN - FR - DE)

> EMCDIEN - FR - DE not available)
» EMCD - generic text for references to EN 55011 (FR), EN55014-1 (FR), EN 550,

» Explosives for civil use (EN - FR - DE)

> Fertilising products (EN - FR not available - DE)
> CPSD (EN - FR - DE not available)
* VDR (EN - FR - DE)

» Lifts (EN - FR - DE)
» Medical Devices (EN - FR - DE)
» Machinery (EN - FR - DE) = Instructions - Tool for developing Annex ZA Machinery

» Railway (EN - FR - DE) + Explanatory note (FR)

Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’ 2022-10-06 11


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

1. Apply correct template
CENELEC

TECHNICAL STRUCTURES HOMEGRC

Reference documents Forms and templates

Guidance documents

Forms and templates

TECHNICAL BODY ORGANIZATION
TECHNICAL WORK

ANNEX ZZ

> Generic template (EN - FR - DE)

> Ecodesign (EN - FR - DE)

> EMCD (EN - FR - DE)

» EMCD - generic text for references to EN 5
> GPSD (EN - FR and DE not available)
> IVDR (EN - FR - DE)

> LVD (EN-FR - DE)

» Medical Devices (EN - FR - DE)

> Machinery (EN - FR - DE) + Instructions

> RED-EMC (EN - FR [not available) - DE)
© CEN-CENELEC 2022
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and instructions [E CENELEC

Where to find?

Annex ZZ (CENELEC): CENELEC
BOSS - Reference Material 2
Forms and Templates > Annex
(link:
https://boss.cenelec.eu/reference

material/FormsTemplates/Pages/)
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1. Apply correct template =2 CENELEC

“The relevant” shall be indicated
in the heading of the 15 column
of an informative Annex Z of
type-B and type-C standards

Template agreed

Table Z....1 — G respondence between this European Standard and Annex I of Directive WIth E }‘l ro_ pea n
¥ 2006/42/EC Commission and
The relevant Essential Clause(s)/sub-clause(s) of this Remarks/Notes a p p roved by C E N
Requirements of Directive EN
2006/42/EC and CENELEC
— . _ Technical Boards
[Per row: an essential requirement] | [The relevant normative clauses

linked to the individual essential (deCISlonS C 147/20 19

requirement]

[Per row: an essential requirement] . not covered N C E N an d

[Example] | not covered D1 63/C089 in
17.42u) CENELEC

Mon-covered elements shall only be
indicated in an informative Annex Z
of type-C standards

13




1. Apply correct template - indicate relevant EHSRs cen CEMLEC
6. Do not refer to 'not relevant’ EHSRs ==

What is wrong in this table?

» Table®’ZZB.1-—Correspondence-between-this‘European-standard-and-Annex®l-of-Directive-2006/42/EC.-

OJ-No-L-157
— — [ 11
/Essential Requirements-  of-|Clauses- of- this 4 R ks /-Notesx 2
<\Directive-2006f42fECn B emarks-otes.
1 m = Table°’ZZB.1-—Correspondence-between-this-European-standard-and-Annex°l-of-Directive-2006/42/EC.-

[0J-No-L-157]q

The- relevant- Essential- Clauses. of- his .
Requirements: of-  Directive- EN-o Remarks-/-Notes:r
2006/42/ECx
6 Do not refer to "not relevant" EHSRs as an informative Annex Z
- under the Machinery Directive shall list only the relevant EHSRs

as indicated in the heading of the first column of the table.
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1. Apply correct template — mention ‘not

covered’

What is wrong in this table?

between-selt-propelled-
machinery-(ortractor)-and-

[E CENELEC

recipient-machinery=z
3.5.1.-Batteriesa 4.7a o
3.5.2.Fireo 416 T o

4.11.2;-4.11.3;-4.13;-61

warningsdo

L R RA 1 e

warningso

4.11.2;-4.11.3;4.13;-60

© CEN-CENELEC 2022

PartiallywNotloveredo a
[ . 0
h o
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2. Don’t indicate other standards or legislation E CENELEC

Extract from the European Commission letter to CEN and CENELEC:

(sece Annex). In addition. | would like lo underline that. as of this date. any reference in
Annex ZA/ZZ to other standards or documents (which are not standards) including to
other legal acts than the one which shojd be supported arec not acceptable. Annex ZA/ZZ
cannot be used to establish relationship between the 'legal requirements’ and other
standards or documents. In conscquence. all harmomised standards proposed as of 1 April
2019 failing 10 comply with this. will ndt be published in the OJEU.

European
Commission

© CEN-CENELEC 2022
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2. Don’t indicate other standards or legislation

What is wrong in this table?

3.6.2:Marking= 9.2.1= °n s
3.6.3:Instructions= 9.1xm o o
r*Compliance: witrEN—50-1234-17- and- the- relevant- requirements- of- EN- ISO- 1234-1:2015. is: necessary—to—achieve |

presumption-of-conformity-with-the-essential-requirememsofsEE=Rireetive=2006 /42 / EC-aimed-to-be-covered.-For-relevant

requirements-of-EN:1SQ-1234=trsee-Table 1 ,-List-of significant-hazards,-of this-standard.x

Standard-is'maintained-in-the-list-published-in-the-Official-Journal-of-the-European-Union.-Users-of-
this- standard- should- consult- frequently- the- latest-list- published- in- the- Official- Journal- of- the-

European-Union.

WARNING°2-—-Other-Uniondegislation-may-be-applicable-to-theproduct(s)falling-within-the-scope-

of-this-standard.qj

3.6.2-Markingo

021z

3.6.3 Instructionso

0.1a

j¥]

j¥]

i'WARN ING°1-—-Presumption-of-conformity-stays-wvalid-only-aslong-as-areferenceto-this-Europear
Standardds'maintained-inthe-list-published-in-the-Official-Journal-ofthe-European-Union.-Users-of-
this- standard- should- consult- frequently- the- latest- list- published- in- the- Official- Journal- of- the-

European-Union.

WARNING'2—OtherUnioniegislation'may-be-applicabletotheproduct(s) falling-withinthescope-

of-this-standard.f

© CEN-CENELEC 2022

=% CENELEC

The links with other
standards, if necessary,
in line with CEN-
CENELEC Internal

Reqgulations Part 3

(IR3), shall be made:

> In Foreword -> see
IR3, Clause 12

> via the normative
references
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3. Apply instructions on the level of detail [E CENELEC

Warning 1:

Do not list paragraphs of the EHSRs if there is only a title without requirement.
EXAMPLE:

Title, no requirement,

but subclauses
1.2 CONTROL SYSTEMS

1.2.1 Safety and reliability of control systems

Control systems must be designed and constructed in such a way as to prevent hazardous

situations from arising. Above all, they must be designed and constructed in such a way
that:

According to the rules agreed with EC in CEN-CENELEC Sector Forum on Machinery,
when you refer to the main clause (e.g. 1.3) of a EHSRs structured in multi-clauses
(e.g. 1.3.1; 1.3.2; etc.), ALL the subclauses shall be covered.

© CEN-CENELEC 2022 Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’ 2022-10-06
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3. Apply instructions on the level of detail [E CENELEC

Warning 2:

If one EHSR is dealt with in ALL subclauses of one Clause of the project,
it is allowed to refer only to the Clause.

1.2.2 .Control devices £.8,6.1d),e),h),j), p) 6.2

© CEN-CENELEC 2022 Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’ 2022-10-06
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4. Do not modify or add any text

5. Apply correct order of columns

Once- this: standard: is- cited: in- the- Official- Journal: of: the: European: Union: under: that- Directive,
compliance-with-the-normative-clauses-of‘this-standard-given-in-Table°ZA.1-confers,-within-the-limits-of:
the'scope-of-this-standard,-a:presumption-of-conformity-with-the-corresponding-essential - requirements-
of-that:Directive-and-associated-EFTA-regulations.j

This-standard-irasbeen-fnalised:hy:CEN/TC-123-in-the-framework-of-the-MECH: L-projeet—Anrerrdent
- is-planned-to-be-developedsseenervisthtty
. Table’ZA.1°—-Correspondence-between-this-European-Standard-and-Annex°l-of-Directive-
2006/42/ECY
The-relevant-Essential- Clause(s)/-subclause(s)-of-this- | Remarks/Notesn
Requirement-of-Directive- EN=
2006/42/ECr
1.1.2:(a)= 5,6, 75 on
. Table’Z -Correspondence-between-this opean-Standard-and-Annex°l-of-Directive-
2006/4 |l
[
1Llause(s)/-subclause(s)-of-this- | The-relevant-Essential- Remarks/Notes=
Requirement-of-Directive-
2006/42/ECn
5 [ |
5,6, 7n
5,6, 71
azs 1.1.6x . T~
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/. Always provide numbers of EHSRs and of [ -
clauses B CENELEC

What is wrong in this table?

N

All-relevant-Essential-Health-and- \' lI-normative-clauseso °n
Safety-Requirements-except-1.2.4.1-
\and-l.Z.Sn /

\/ e ——

1.2.4.1x o Not-coveredx
1.2.4.3¢m 5.3,7.2.12m o
1.2.5-m o Not-covered=
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8. Do n
ot refer to definitions el
Bt CENELEC

Do not refe
to1.1
bec r 8 '1, 3-1-
ause they deal with deflinai]’pigni-l.l. from Machinery Directi
ive

1.1

- G

1.1.1 ENERAL REMARKs RE
-1- Definitions QUIREI\‘IENTS

For tt
18 pul‘p
0se of Th )
18 "
sA 31.1. Pefinitions
emi-continuous movement

mobility’ means

(a)
‘haz
ar d * ]-n

eans . . : :
(®) ‘danger a (a) ‘Machinery presenting hazards due 10 its

Zone’
(c afety; 1e; __ machinery the operation of which requires either mobility while working, Ot continuous of $

) ‘eXposed between a succession of fixed working locations, OF
d . berson’ . L . . . . . .
(@ operator’ m _ machnety which 1s Operated without being moved, but which may be equlpped in such a way a5 to enable 1 10 be moved
means tt more easily from one place t0 another.
ible for the movement of a machine. The driver may be transported by the
machinerv bv remote contrak

an operator respons
or mav guide the

(e) fhachinery;
\e Sy ’ i I . El
' risk” meq (b) Driver’ means
. an : . .
hazarqg 1S a comb,,y machinery or mav be on foot. acCOMPANVIng the machinervy.
OU.S Slm J.ler_lon T 'lg, a just
ng. .
] lha]nt -
a]nln
g, cle -
an
‘OVIHg

ation: of the probap
ability ay
1d t]
1€ degree of ap inj
jury or d
healtt

1t
hat can arjse in a



9. Apply agreed solution for EHRS 1.1.2 - Principles

of safety integration E CENELEC

» As EHRS 1.1.2 of Machinery Directive indent (b) is covering “procedural aspects” it should not
be covered at all in Annex ZA/ZZ.

» EHRS 1.1.2 indents (a); (c); (d) and (e) should be covered as follows:

Table ZA.1 — Correspondence between this European Standard and Annex I of Directive
2006/42/EC

The relevant Essential
Bequirements of Directive
2006/42/EC

Clause(s)/sub-clause(s) of this
EN

Remarks/Notes

1.1.2 (a)

4,561

1.1.2 (c)

4,561

1.1.2(d) 2

4,561

1.1.2 () &

4,561

1) Clauses according to CEN Guide 414:

4 Safety requirements and/or protective/risk reduction measures

5 Verification of safety requirements and/or protective/risk reduction measures
6 Information for use

2) To be integrated only in case aspect stated in indent is relevant for machinery covered by hEN
and to the extent these product requirements are dealt with in the concerned standard

© CEN-CENELEC 2022 Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’ 2022-10-06 23



9. Apply agreed solution for EHRS 1.1.2 - Principles of -
safety integration E CENELEC

The correct example of addressing EHSR 1.1.2:

Table ZA.1 — Correspondence between this European Standard and Annex I of Directive The numbers of
- 2006/42/EC clauses to
The relevant Essential indicate in 2nd
Requirements of Directive Clause(s)/sub-clause(s) of this EN | Remarks/Notes column depend
2006 /42 /EC on the
1.1.2 a) 456 s St_ructure of a
15 ey given standard
d2¢ =F i
) S5 — -> check it!
11.2d) 4,56 These can be
1.1.2 €) 4,5,6 different
numbers than
4,5 and 6.
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10. Do only refer to the parts of standard which are normative,

deal with significant hazards and contain verifiable E CE/NfLEC

requirements

What is wrong in this table?

1.1.3-m - (T,

°n

41~ Scopef

This-European-Standard-applies-to-tyre-curing-machines-having-the-following-configuration: |

—=crossing- flow- tyre- curing: machines,- with- one- cavity- with- manual- or- automatic- feeding- and-

discharge:T

5- Safety-requirements-and/orprotective-measuresT

. 5_etjr-requirements-andjor-pmtecﬁvemeasuresﬂ

Machinery- shall- comply- with- the- safety: requirements- and/or- protective- measures- of this- clause.- In-
addition,-the-machines-shall-be-designed-according-to-the-principles-of-ENIS0°12100: 201 0-for-relevant-
but-not-significant-hazards, which-are-not-dealtwith-by-this-document.f

1.1.3:= 4.2xn

°n

© CEN-CENELEC 2022
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Parallel work on harmonised standards =5 CENELEC

» Compliance with European legislation is CEN/TC and CLC/TC
responsibility (even if ISO or IEC lead) especially for Annex

Z

» VVery good cooperation between European and International
Technical Body is important

FE 2
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Dating of Normative references in EN ISOs harmonized -
standards (1/3) [E CEMLEC

DECISION BT 027/2021
» confirms that dating normative references in main body

of the ISO standard remains the preferred option

» approves a generic approach for a dedicated template for
Annex ZA which shall be used in harmonized EN ISO
standards containing undated normative references

» nhew template and the guidance document available on CEN
BOSS

» LINK HERE to the dedicated webinar
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Dating of Normative references in EN ISOs -
harmanized standards (2/3) =5 CENELEC

New templates and guidance - Where to find them?
https://boss.cen.eu/reference-material/formstemplates/pages/

-
‘ TECHNICAL STRUCTURES STARTING NEW WORK DEVELOPING DELIVERABLES MAINTAINING DELIVERABLES REFERENCE MATERIAL

Reference documents Forms and templates

Guidance documents

TECHNICAL BODY ORGANIZATION

Formatted Decisions TECHNICAL WORK

Profiles

ANNEX ZA
BT Decisions

Generic Template (EN - FR - DE)
Generic Template - Dating normative references in EN 1SOs - single legislation (EN + Guidance) NEW!

Generic Template - Dating normative references in EN 1SOs - multiple legislation (EN +Guidance) NEW!

~ ~ ~ ~

P Construction Products (EN- FR - DE)
© CEN-CENELEC 2022 Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’ 2022-10-06
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Dating of Normative references in EN ISOs
harmonized standards (3/3)

The example of Annex ZA.2 table:

Table ZA.2 — Applicable Standards to confer presumption of conformity as described in this

Amnex ZA
Column 1 Column 2 Column 3 Column 4
Reference in International
Clause 2 Standard Edition Title

Corresponding European
Standard Edition

IEC 60068-2-1

IEC 60068-2-1:2007

Environmental testing —
Part 2-1: Tests — Test A:
Cold

EN 60068-2-1:2007

IEC 60068-2-2

IEC 60068-2-2:2007

Environmental testing —
Part 2-2; Tests — Test B:
Drv heat

EN 60068-2-2:2007

Rough handling shocks,
primarily for equipment-
type specimens

IEC 60068-2-30 IEC 60068-2- Environmental testing — EN 60068-2-30:2005
30:2005 Part 2-30: Tests — Test Db:
Damp heat, cyclic (12 h + 12
h cvcle)
IEC 60068-2-31 IEC 60068-2- Environmental testing — EN 60068-2-31:2008
31:2008 Part 2-31: Tests — Test Eg;

© CEN-CENELEC 2022
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11. Multi-part series [E CENELEC

Covered separately by the podcast:

(<@>) Link to the recording:

“Instructions for multi-part standard series including the
presentation of detailed informative Annex ZA/ZZ"

© CEN-CENELEC 2022 Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’ 2022-10-06 30
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European Standardization Organizations

Drafting a detailed informative Annex Z under the
Machinery Directive in practice including the quiz

Aline Vecchia, Catherine Lubineau (AFNOR/UNM)

Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’

31



Useful documents and organisation [E CENELEC

Convenor / experts
s (who know well the draft) The WG Secretary
(uses the Template

of Annex ZA

- .ation of the
Guide to applica 2005142/Ec

Machinery pirective

2019
o 22
A
Expert(s)

to read the Guide
and/or the draft

| &

Webinar ‘Informative Annex ZA/ZZ for the *ry Directive’ 2022-10-06 32
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ANNEX 1 of the MD - Guide to application =% CENELEC

1.1.2 Principles of safety integration
EuaoPEAN.,-%qm%ﬂ%mEm:wm“sm . . . T T i
3 ) o T fa) Machinery must be designed and mnsnw%\;r is fitted for its function, and
can be operated, adjusted and maintain putting persons at risk when
these operations are carried out under the cond 5 foreseen but also taking into

account any reasonably foreseeable misuse there

The aim of measures taken must be fo eliminate 4 isk throughout the foreseeable

ation of the lifetime of the machinery including the pha's(ax_a umejn'; assembly, dismantling,
ctive 2006/42/EC disabling and scrapping.

Guide to applic
Machinery Dire

2.2 - October 2019

Edition ¢ Edition)

(Update of 2"

§173 Principles of safety integration

Section 1.1.2, setling out the principles of safety integra
safety by design, 15 a key section of Annex |. Se
methodology for designing and constructing safe ma,
the approach of the Machinery Directive '™ Gene
is applicable to all machinery. When applying
safety integration set out in section 1.1.2 must be

metimes referred to as
1.1.2 sets out a basic
which i1s fundamental to
ple 2 states that this EHSR
SRs, the principles of
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Forms and Templates

https://boss.cen.eu/reference-

material/formstemplates/Pages/

boss.cenelec.eu/refe
erial/FormsTemplates/Pa

>
‘E TECHNICAL STRUCTURES STARTING NEW WORK DEVELOPING DELIVERABLES MAINTAIM

Reference documents Forms and templates

Guidance documents

TECHNICAL BODY ORGANIZATION
Forms and templates

Formatted Decisions TECHNICAL WORK

BT Decisions

-

Ceneric Template (EN - FR - DE}

-

Ceneric Template - Dating normative references in EN 1SOs - single legislation (EN + Guid

w

Ceneric Template - Dating normative references in EN 1S0s - multiple legisiation (EN <Gu

-

Construction Products (EN- FR - DE)

-

Ecodesign (EN - FR - DE}

-

Energy Labelling (EN - FR - DE)

-

EMCDEN - FR - DE not available)

-

EMCD - generic text for references to EN 55011 (FR), EN55014-1 (FR), EN 55015, EN 55032 {

-

Explosives for civil use (EN - FR - DE)

-

Fertilising products (EN - FR not available - DE)

-

GPSD (EN - FR - DE not available)

Medical Devices (EN - FR -
Machinery (EN - FR - DE) -di5tructions - Tool for developing Annex ZA Machinery

planatory note (FR)

© CEN-CENELEC 2022

BMLEG TECHNICAL STRUCTURES HOMEGRC

Forms and templates

Reference documents

Guidance documents

Forms and templates

TECHNICAL BODY ORGANIZATION

TECHNICAL WORK

L

> Generic template (EN - FR - DE)

> Ecodesign (EN - FR - DE)
> EMCD (EN - FR - DE)
> EMCD - generic text for references to EN 5

> GPSD (EN - FR and DE not available)

> IVDR (EN - FR - DE)
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Use case : EHSR* 1.1.2 covered =% CENELEC

*Essential Health and Safety Requirements

1.1.2 Principles of safety integration

fa) Machinery must be designed and constructed so that it is fifted for its function, and
can be operated, adjusted and maintained without putting persons af risk when
these operations are carried out under the conditions foreseen but also taking into
account any reasonably foreseeable misuse thereaf

The aim of measures taken must be fo eliminate any risk throughout the foreseeable

cation of the c lifetime aof the machinery including the phases of transport, assembly, dismantling,
octive 2006/42/E disabling and scrapping.

Guide to appli
Machinery Dif

_ october 2019

iti 2.2
Edition a Edition)

(Update of 2"

§173 Principles of safety integration

Section 1.1.2, setting out the principles of safety integration, sometimes referred to as
safety by design, 15 a key section of Annex |. Section 1.1.2 sets out a basic
methodology for designing and constructing safe machinery which is fundamental to
the approach of the Machinery Directive.'™ General Principle 2 states that this EHSR
is applicable to all machinery. When applying the other EHSRs, the principles of
safety integration set out in section 1.1.2 must be followed.
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= EC
se : EHSR 1.1.2 covered [g CENEL
Use case :
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Use case : EHSR 1.1.2 covered 55 CENELEC

Table ZA.1 — Correspondence between this European Standard and Directive 2006/42/EC
[2006 L157]

The relevant Essential Clause(s)/subclause(s) of this Remarks /Notes
Requirements of Directi EN
oG/ 4 C

o

""'---....______"""""'---....__
"""'----...._,____.I T ——
""---....______‘ —
-""""'---..._____‘ —_—

3
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Use case EHSR 1.1.3 : not relevant =2 CENELEC

N and SMES
EUROPEAN COMMISZION o cmrn®
Directorate-Gene:

Value Chains
ansformation 30 AWGM' systems

e 1.1.3 Materials and products

The materials used to construct machinery or products used or created during ifs use
must not endanger persons’ safety or health. In particular, where fluids are used,
machinery must be designed and constructed to prevent risks due to filling, use, recovery
. or draining.

i ion
e to apPlication  6a2IEC

ective

Guid

Machinery Dif §178 Materials and products used

The requirement set out in section 1.1.3 deals with several kinds of risk:

Edition 2.2 Octobe

(Update of 2™ Edition)
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Use case EHSR 1.1.3 : not relevant

i J 5
P

el

1l
LA

1|/~ ==

= ﬁ""‘.‘"""‘f‘f ¥ '”J [l 6
ef: fil

-

r[]"
i.
”J”

% D ———
o)\ IM
JE ° 11

8

1 10 9

Having considered the list of risks intended to be covered, experts
concludes that this EHSR is NOT RELEVANT to the machines covered
in the Scope
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Use case EHSR 1.1.3 : not relevant

© CEN-CENELEC 2022

[E CENELEC

Row EHSR 1.1.3 is not added

ery Directive’ 2022-10-06



Use case : EHSR 1.1.4 : not covered

=% CENELEC

114 Lighting
EUROPEAN Comlislg'\qmﬂ. Erirepreneurship 30 SHES
- e-General for I

anced Value Chains
ormation a8 ACVSRECL ing Systems
\ndustrial TransfOmE Loy Manut
Advanced Engineert

where the absence thereaf is likely fo cause a risk despite ambient Lighting of normal
Tnfensity.

Machinery must be supplied with integral lighting suitable for the operations concerned
Machinery must be designed and constructed 5o that there is no area of shadow likely to

cause nuisance, that there iz no irritating dazzle and that there are no dangerous
troboscopic effects on moving pavts due to the lighting.

' = E-I:‘?IJI M.

i EC
Machinery pirective 2006/42/

ternal paris requiring frequent inspection and adiustment, and maintenance areas

Integral lighting

Edition 2.2- october 2019
(Update of 2™ Edition)

machinery manufacturer is entitled to assume that the ambient lighting in the
of use is of normal intensity. Normal intensity can be judged, for example, by
into account the levels for indoor and outdoor workplaces indicated in
rds EN 12164, parts 1 and 2.'%

rst paragraph of section 1.1.4 requires the manufacturer to provide lighting
to the machinery when normal ambient lighting is likely to be inadequate to
safe operation of the machinery. Such lighting may be necessary, for
at work stations that are likely to be in the shade or in enclosed or covered
ions or cabs. Such lighting may also be necessary where the visual tasks of
tors require a higher level of luminance than is likely to be provided by the

lighting. The third paragraph of section 1.1.4 adds the requirement for
lighting for internal parts to which access is frequently required for inspection,
and maintenance purposes.
paragraph of section 1.1.4 concerns the design of the integral lighting, to
it does not generate other hazards.

s for integral lighting are given in standard EN 1837.'%

© CEN-CENELEC 2022
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Use case : EHSR 1.1.4 : not covered | B2 CENELEC

© CEN-CENELEC 2022

Having considered the explanations given to this EHSR, and hearing no solution
for immediate inclusion in the draft (no consensus or no technical measure for
the machines within the scope), experts concluded that this EHSR is NOT

COVERED

Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’ 2022-10-06
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Use case : EHSR 1.1.4 : not covered {E CENELEC

© CEN-CENELEC 2022

|
j
/

» Row EHSR 1.1.4 is added

1.1.4. Lighting

Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’
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Use case : EHSR 1.1.5 : covered

SlON and SMES
EUROPEAN GO ine e
; sformation and Advanced \l_iue SC;;;‘:S
s gineering 3nd Manutacturing
Adv:

ation of the
tive 2006I42/Ec

Guide to apPlic
Machinery Direc

2 _ October 2019

ition 2.
Edition o Edition)

(Update of

© CEN-CENELEC 2022

=% CENELEC

1135 Design of machinery to facilitate its handling

Machinery, or each component part thereaf, must:

— be capable of being handled and transported safely,

— be packaged or designed so that it can be stored safely and without damage.

During the transportation of the machinery and/or its component parts, there must be no
possibility of sudden movements or of hazards due to instabilitv as long as the
machinery and/or its component parts are handled in accordance with the instructions.

Where the weight, size or shape of machinery or its various component parts prevents
them from being moved by hand, the machinery or each component part must:

— either be fitted with attachments for lifting gear, or

—  be designed so that it can be fitted with such attachments, or

—  be shaped in such a way that standard lifting gear can easily be attached.
Where machinery or one af its component parts is to be moved by hand, it must:
— either be easily moveable, or

—  be equipped for picking up and moving safely.

Special arrangements must be made for the handling of tools and/or machinery parts
which, even if lightweight. could be hazardous.

§180 Handling of machinery and parts of machinery

The requirements set out in section 1.1.5 are to be applied in the light of an analysis
of the different phases of the lifetime of the machinery concerned — see §173:
comments on section 1.1.2 (a).

Section 1.1.5 applies to ‘'machinery or each component part thereof. This does not
mean that all parts of machinery must be designed for safe handling, but only those
parts of the machinery, or the machinery itself, which may have to be handled
separately.

Portable hand-held and/or hand guided machinery is subject to specific requirements
— see §278: comments on seclion 2.2.1.

2022-10-06
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Use case : EHSR 1.1.5 covered {E CENELEC

|
/
/

LY Q\\ 1.1.5. Design of machinery to facilitate its handling 425,426
-‘-‘-.'"‘--l
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Check each of the EHSR up to 6.5 =5 CENELEC

List of clauses of the MD (extracts)

© CEN-CENELEC 2022

The relevant Essential Requirements of Clause(s)/sub-clause(s) Remarks/Notes
Directive 2006/42/EC of this EN
1.1.2 (a) |
1.1.2 (c)
5.6-Exhaust-emissionsH
1.1.2(d) 6-ADDITIONAL-ESSENTIAL-HEALTH-AND-SAFETY-REQUIREMENTS-FOR-MACHINERY-PRESENTING-
1.1.2 (e) PARTICULAR-HAZARDS-DUE-TO-THE-LIFTING-OF-PERSONSH

1.1.3 Materials and products

1.1.4 Lighting

1.1.5 Design of machinery to facilitate i
handling

1.1.6 Ergonomics

6.1-GENERAL-INFORMATIONH

6.1.1-Mechanical-strengths

6.1.2-Control-of-stresses-for-machinery-powered-by-energy-other-than-human-strengthn

6.2-OPERATING-ELEMENTSH

6.3-RISKS-TO-PERSONS-IN-THE-PASSENGER-COMPARTMENTH

6.3.1-Risks-due-to-movement-of-the-carriern

6.3.2-Risks-of-persons-falling-from-the-carriers

6.3.3-Risks-due-to-objects-falling-on-the-carriert

6.4-MACHINERY-SERVING-FIXED-LANDINGSH

1.1.7 Operating positions

1.1.8 Seating

6.4.1-Risks-to-persons-inside-the-carriert

6.4.2-Controls-located-at-landingsn

6.4.3-Access-to-the-carriern

6.5-Markingsn
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When Annex Z is completed, double check :

each clause/subclause of the project in relation with the machinery regulation must
be cited in Annex Z.

If one clause/subclause is not cited, add it to the relevant row of Annex Z
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WARNING [ 3 cepeLee

Update Annex Z at each stage AND be sure that in Annex Z :
- the project clauses and subclauses numbering is up to date;
- the modifications introduced in the project are reflected
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Let’s try a simple quiz...
Respond to the guestions...
and see how smart you are!



Quiz: Question 1 =% CENELEC

What do you think, is there any template
to fulfill?

2022-10-06
© CEN-CENELEC 2022 Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’
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Quiz: Answers to Question 1 [E CENELEC

»Is there any template to fulfill?

1: Yes : it is only available to TC secretaries Q

Q

2: No template exists : I draft my own annex Z

3: Yes : on CEN BOSS and CENELEC Boss

<

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

https://boss.cenelec.eu/reference-material/FormsTemplates/Pages/)

2022-10-06
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Quiz: Question 2

If a requirement |

SN

=% CENELEC

S _,',., B ] * '

© CEN-CENELEC 2022
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Quiz: Answers to Question 2 [E CENELEC

»If a requirement is covered, what to do?

1: I add as many rows as there are numbers of sub clauses
in the standard

Q

2: I do not add it because the content of the project is Q
sufficient

3: I add the corresponding row in table of Annex Z o
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Use case : EHSR 1.1.5 covered 55 CENELEC

Table ZA.1 — Correspondence between this European Standard and Annex 1 of Directive
’ QQ_ 2006/42/EC

-\\ '
] T Clause(s)/sub- Remarks/Notes

LT The relevant Essential Requirements of Directive
2006/42/EC clause(s) of this EN

..111\

1.1.2. Principles of safety integration:

% (a) 4,5,6

\\ (c) 4.5,6
L] '---.._______b

-‘-_-"""-n.. --...___.__-

-‘.‘.‘-""‘-—- — [E:] 4r 5r 6

T — ‘:' 1.1.3. Materials and products A 2 et
J 1.1.5. Design of machinery to facilitate its handling 425,426
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Quiz: Question 3 =% CENELEC

If a requirement |

S L e,
T

D¢

17

not relevant, what to do?

vz
L e . " - T
- o = +d * s

2022-10-06
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Quiz: Answers to Question 3 [E CENELEC

»If a requirement is not relevant, what to do?

1: T add a row in the table and I write “"not relevant”
in the third column

Q

2: I do not do anything in annex Z o
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Use case ESR 1.1.3 : not relevant

© CEN-CENELEC 2022

[E CENELEC

Row ESR 1.1.3 is not added

ery Directive’ 2022-10-06
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Quiz: Question 4

If a requirement is not covered

© CEN-CENELEC 2022

- .

SN e

. o

=% CENELEC

- R

t to do?

. e Y R e T
v « » st [ S S g

wha
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Quiz: Answers to Question 4 [E CENELEC

»If a requirement is not covered, what to do?

1: I try to implement the corresponding requirements o

Q

in the project in order to cover this requirement

2: I do not do anything in annex Z

3: I add a row in the table and I write “not covered” in o
the third column

© CEN-CENELEC 2022 Webinar ‘Informative Annex ZA/ZZ for the Machinery Directive’ 2022-10-06
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Use case : EHSR 1.1.4 : not covered {E CENELEC

|
J
/

T » Row ESR 1.1.4 is added

e Y ~ 1.1.2. Principles of safety integration |4.1
\ [ 1.1.4. Lighting Not covered
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Question time

» Use the Q&A panel to submit your questions

Question and Answer

You 04:36 PM
When is the next session?

Type your question here...

| send anonymously

© CEN-CENELEC 2022
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European Standardization Organizations

Closing remarks
Frank Wohnsland (CEN-CENELEC Sector Rapporteur on Machinery)
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Thank you for your participation!

Next webinars

2022-10-26 - Webinar ‘Highlights in Circular Economy standardization’

2022-11-25 - Webinar 'Hearing for life — How can hearing protection support?’
2022-12-12 - Training for newly appointed Technical Body Officers



https://www.cencenelec.eu/news-and-events/events/2022/2022-10-26-highlights-in-circular-economy-standardization/
https://www.cencenelec.eu/news-and-events/events/2022/2022-11-25-webinar-hearing-support/
https://experts.cen.eu/trainings-materials/events/2022/2022-12-12-tbo-training/
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