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Legislation

By issuing and signing a Declaration 
of Conformity, a manufacturer 
assumes responsibility for the 
compliance of the product to 

applicable legislation (directives).

The purpose is to meet high safety, health, and 
environmental protection requirements.
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a) Legislation



CE Marking Directives

There are over 20 pieces of CE marking Legislation (Directives & 
Regulations) in EU. If one or more applies to a product, it is a 
legal requirement (in most cases) to CE mark it.

Which Legislation applies to my Product?

Each Legislation (Directive or Regulation) has a scope, which 
describes in detail the type of product to which it applies. E.g. for 
the Machinery Directive, a product is only a machine if it has 
“moving parts”.

Most common/expected Directives in the ESS project

What if no CE Marking Legislation applies?

My product does not fall within the scope of any of the 
Directives; do I still need to CE mark my product? No! It is illegal 
to incorrectly CE mark your product to do so when the product 
does not fall within the scope of any of the CE Directives. 
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Machinery Directive 2006/42/EC

Low Voltage Directive 2014/35/EU

Electromagnetic Compatibility Directive 2014/30/EU

Pressure Equipment Directive 2014/68/EU

1. Background
a) Legislation

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32006L0042
https://ec.europa.eu/growth/sectors/mechanical-engineering/machinery_en
http://ec.europa.eu/growth/sectors/electrical-engineering/lvd-directive_en
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/electromagnetic-compatibility_en
https://ec.europa.eu/growth/sectors/pressure-gas/pressure-equipment/directive_en
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Generic Declaration of Conformity process
(used if addressing DoC already from the design start)
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1. Background
b) Generic DoC process
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1. Define the scope, needed to identify correct 
directives:

a) What is the equipment and its interfaces? E.g. a cryomodule, a 
cavity inside a cryomodule. Is the beam diagnostic instrument 
included?

2. Identify applicable directives and standards
a) Identify directives, regulations and national legislation
b) Identify associated standards, these are used to facilitate (not 

mandatory) compliance with the applicable directives. “Products 
manufactured in compliance with harmonized standards benefit 
from a presumption of conformity with the corresponding essential 
requirements”.

3. ESS WP and regulatory expertise can support with 
these actions. The outcome is documented in the 
“Technical file document” and the “Declaration of 
Conformity”. 

*Procedure in cooperation and support by ESS (unless the in-kind partner want to proceed 
and do the Declaration of Conformity by own process). Learnings has been made from the 
Ion-source & LEBT work.

2. Approach – step by step to compliance*
a) Classification (incl. directives and standards)
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2. Approach – step by step to compliance
a) Classification (incl. directives and standards)

CE Directives

a) Machinery Directive 2006/42/EC

• (Low Voltage Directive LVD  2014/35/EU –
included in the MD)

b) Electromagnetic Compatibility Directive 
2014/30/EU

• For fixed installations, hence simplified to 
“good engineering practice”.

c) Pressure Equipment Directive 2014/68/EU 

• SEP (Art 4.3) is applicable

EU Regulations

d) CLP Regulation/1272/2008 - Marking of pipes 
& vessels

Swedish Legislation*

a) SFS 2017:218 Elsäkerhetsförordning (Swedish 
Electrical Safety Ordinance)

• ELSÄK-FS 2008:1 (Design for electrical 
installation)

*A part from CE-legislation, national legislation has 
to be fulfilled. Implemented through inspection 
process with action on possible deviations.

Example from the Cryomodule identification
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2. Approach – step by step to compliance
a) Classification (incl. directives and standards)

a) MD: IEC 60204-1 Safety of 
Machinery – Electrical equipment 
of Machines

b) PED Vessels & Accessories
• EN 13458-2&2 Cryogenic vessels -

Static vacuum insulated vessels. Part1 
Fundamental requirements. Part 2: 
Design, fabrication, inspection and 
testing.

• EN 21013 Cryogenic vessels – Pressure 
relief accessories for cryogenic service.

• EN 1626:2008 Cryogenic vessels –
Valves for cryogenic service

• EN 1797 Cryogenic vessels –
Gas/material compatibility.

• EN 13445 Unfired pressure vessels, 
part 1-5 - rules for the design, 
fabrication, and inspection of pressure 
vessels.

c) PED Material

• EN ISO 21028-1:2017, Cryogenic 
vessels – Materials – Part 1: 
Toughness requirements for 
temperatures below –80 °C.

d) PED Manufacturing, Welding &                                            
Testing
• EN 15614-1 Specification and 

qualification of welding procedures 
for metallic materials.

• EN ISO 9606; Qualification test of 
welders – Fusion Welding (part 
depending on material)

• EN ISO 9712, Qualification and 
certification of NDT personnel.

• EN 5817 Fusion-welded joints in steel, 
nickel, titanium and their alloys.

• EN 12300 Cryogenic vessels, 
cleanliness for cryogenic service.

*Used to facilitate (not mandatory) compliance with the applicable directives. Blue book: “Products manufactured in compliance 
with harmonized standards benefit from a presumption of conformity with the corresponding essential requirements”.

Examples of Cryomodules primary recommended standards*
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To know what is needed to reach 
compliance, ESS can support with a 
“conformity inspection”. I.e. 
comparing current equipment and 
documentation with identified 
directives, regulations and standard 
requirements.

a) The directives contain “essential 
safety requirements”, to be 
fulfilled for achieving 
compliance.

b) ESS regulatory expertise can 
check the equipment and 
documentation (0,5-1 day 
exercise) and identify possible 
“gaps”, to be mitigated.

c) Defined actions will then be 
carried out by the in-kind 
partner, with ESS support upon 
need.

2. Approach – step by step to compliance
b) Conformity inspection
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3. Compile documentation in the  “Technical 
file”

a) The technical file contains or 
references to all documentation 
needed for the Declaration.

b) ESS can explain/guide about the 
needed content (should be nothing 
or marginally  new to what is 
already agreed in the Technical 
Annex) incl. template/examples.

c) (So far ESS have seen the largest 
deviation in the risk-analysis and 
operation/maintenance manual.) 

d) ESS can further support the 
Technical File by reviewing 
documents and answering 
regulatory questions. 

2. Approach – step by step to compliance
c) Technical File incl. risks analysis and manual
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Technical file – example  from the Ion-source & LEBT

2. Approach – step by step to compliance
c) Technical File incl. risks analysis and manual
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Technical file – example  from the Ion-source & LEBT

2. Approach – step by step to compliance
c) Technical File incl. risks analysis and manual
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Technical file – as written in the Machinery Directive

The technical file shall comprise the following:

— a general description of the machinery,

— the overall drawing of the machinery and drawings of the control circuits, as well as the pertinent
descriptions and explanations necessary for understanding the operation of the machinery,

— full detailed drawings, accompanied by any calculation notes, test results, certificates, etc., required to
check the conformity of the machinery with the essential health and safety requirements,

— the documentation on risk assessment demonstrating the procedure followed, including:
(i) a list of the essential health and safety requirements which apply to the machinery,
(ii) the description of the protective measures implemented to eliminate identified hazards or to reduce
risks and, when appropriate, the indication of the residual risks associated with the machinery,

— the standards and other technical specifications used, indicating the essential health and safety requirements
covered by these standards,

— any technical report giving the results of the tests carried out either by the manufacturer or by a body
chosen by the manufacturer or his authorized representative,

— a copy of the instructions (manual) for the machinery,

— where appropriate, the declaration of incorporation for included partly completed machinery and the
relevant assembly instructions for such machinery,

— where appropriate, copies of the EC declaration of conformity of machinery or other products incorporated
into the machinery,

— a copy of the EC declaration of conformity;

2. Approach – step by step to compliance
c) Technical File incl. risks analysis and manual



1. Background
a) Legislation
b) Generic Declaration of Conformity Process

2. ESS Conformity approach – step by step to 
compliance

a) Classification (incl. directives and standards)
b) Conformity inspection
c) Technical File incl. risks analysis and manual
d) Declaration and CE-mark

3. Next step

18

Agenda



19

4. Produce Declaration of Conformity and CE-mark

a) When the conformity-inspection is mitigated and the 
technical file is accomplished, the “Declaration of 
Conformity” can be signed by the in-kind partner´s 
“responsible person” (someone who has the power to 
make binding commitments on behalf of the 
manufacturer). ESS can provide a template of the 
Declaration if wanted.

b) (For limited smaller deliveries the DoC can instead be a  
“Partly completed machinery” or similar.)

c) The Declaration should preferably be accomplished 
before the ESS beam commissioning, to assure that the 
equipment is safe.

c) When the Declaration is signed, the CE-mark  can be 
affixed on the equipment (if applicable).

2. Approach – step by step to compliance
d) Declaration and CE-mark
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Done – with Declaration of 
Conformity!

2. Approach – step by step to compliance
d) Declaration and CE-mark
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ESS is currently establishing communication channels to all in-kind partners via the 
work packages and then:

a) An ESS regulatory representative will be allocated to the WP for supporting 
the work.

b) The detailed process (as presented in previous slides) will be agreed on, 
started and tracked to make sure “safety” is achieved and proved in due time.

c) The work will be prioritized in “installation/commissioning order”

3. Next step
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ESS Support Team:

Mattias Skafar Conny Wendt Fredrik Håkansson Larry Falk          Maurice Looft
Head of Quality Division Quality CE-Lead AD CE Responsible CE Expert CE Expert

3. Next step



3. Next step
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A web site is currently 
being established to 
contain more 
information regarding 
CE-marking



Thank You!

Questions?


