Brussels, 15 December 2021

Orgalim review of options for PED Guideline C-13

Executive summary
Orgalim is fully committed to maintaining the current market practice. We believe that an enhanced option 3 would be
the most effective solution to address legal clarity for the PED: introducing a provision in the Machinery Products
Regulation that would modify the PED. As a fall-back option, if the enhanced Option 3 is not feasible, we could accept
Option 2, provided that the new guideline is adopted before the deletion of the notes to the current PED Guideline C-13.

Figure 1: Options presented by the European Commission for a solution to the discussion on PED Guideline C13
(presented at Machinery Expert Group on November 10, 2021)
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1. Introduction
Orgalim represents Europe’s technology industries – comprised of 770,000 innovative companies spanning the
mechanical engineering, electrical engineering, electronics and ICT, and metal technology branches. Our constituency
represents both machine and pressure equipment manufacturers. In this context, different Orgalim members made an
analysis of the possible impacts that a change in the conformity assessment practices related to the integration of PED
equipment with CE-marking into machinery products would have on their industries1. According to our data collection,
we estimate a significant impact on machinery manufacturers without enhancing the safety of the machines. Therefore,
Orgalim calls for maintaining the current market practice.

1.1. Option 1
Orgalim cannot support this option. This decision would disproportionately impact machinery manufacturers and would
create an inconsistency with the machinery legislation. Under the Machinery Directive 2006/42/EC, the relation to
specific product directives does not apply to the final machinery product even if certain integrated elements bear a CEmark under a different piece of legislation. If a safety component, in the sense of the Machinery Directive, is integrated
into a PCM, this PCM does not itself become a safety component, and equipment covered by the Low Voltage Directive
2014/35/EU (LVD) integrated into a machine does not make the assembly into an electrical equipment – nor is there an
additional conformity assessment under LVD for this integration process.The consequences would greatly increase the
administrative burden without enhancing the safety of the machines2.

1.2. Option 2
In principle, Option 2, making use of the exclusion in Article 1.2(j) of the PED, could uphold the current interpretation of
the legislation. However, for this solution to be implemented correctly the following preconditions must be fulfilled:
1. A new guideline must be drafted, specifically addressing the integration of items of pressure equipment
with CE-marking into machinery and highlighting that the machinery manufacturer is responsible for the
conformity assessment procedure of the final product – the machinery with the integrated pressure
equipment
2. The conformity assessment carried out by the machinery manufacturer for the entire machine must not
result in a duplication of the conformity assessment procedure according to the PED
3. The C-13 notes must NOT be removed until the new guideline is approved and ready for application

The current market practice, which has successfully been applied for over 20 years, is based on Article 5(1) of the
Machinery Directive 2006/42/EC. According to this article, machinery manufacturers need to carry out a conformity
assessment procedure for the entire machine. This includes a risk assessment which takes into account all the elements
that make up a machine, including those elements that work under pressure, such as hydraulic systems, commonly used
within machinery. The manufacturer of the pressure equipment intended for integration foresees the safe integration of
their equipment into the final product (main machine). The pressure equipment is CE-marked under the PED. When that
pressure equipment is combined with a machine, the manufacturer of the final machine must analyse the combination of
pressure equipment in terms of safety through their own conformity assessment procedure of the machine, comparable
to the conformity assessment under the PED Art. 14(6), but applying the provisions of Article 5(1) of the Machinery

1 See the
2

letter and Annexes sent to Ms Barbara Bonvissuto on 10 March 2020
There is no data on accidents linked to this issue
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Directive or the provisions of the EU-Regulation Machinery Products. This concept is commonly applied and understood
within industry.

1.3. Option 3
In our past correspondence we have suggested that, as stipulated in Option 3, a provision to address this issue can be
introduced in the new Machinery Products Regulation. However, upon closer examination this solution as proposed by
the Commission could easily lead to unwanted changes in the current practice. Furthermore, the provision in the
Machinery Products Regulation would not address the legal clarity for the PED unless the provision also modified the
PED. Finally, we believe that the third bullet point in the description above “involvement of a third party (...) under PED”
is not necessary. Orgalim understands that the current market practice and legal requirements already address the issue
of the safe integration of pressure equipment into machines. Machinery manufacturers have the technical know-how and
experience to ensure the safety of the machinery as a whole. The involvement of a third party beyond what is currently
foreseen under the Machinery Directive will not improve the safety of the machines, as the Notified Bodies use the same
standards and instructions in their check as the manufactures. Therefore we cannot support Option 3 as drafted by the
Commission.

1.4. Enhanced Option 3
Our preferred solution would then be an enhanced Option 3. The enhancement would be:
➢ to delete the bullet point related to Notified Bodies, or, at least
➢ to limit the number of new indents to Annex I of Machinery Regulation. This means that only very specific
machines, for which the overall risk analysis shows that pressure is a significant risk, should be added to
Annex I. Also, it should be clarified that their inclusion in Annex I is motivated by the pressure risk only.
➢ the Commission develops guidance on what part of the conformity assessment procedure would be subject
to the mandatory involvement of a Notified Body.

In this option, we also propose to address the issue of legal clarity for the PED, through a provision in the Machinery
Products Regulation that would also modify the PED. A precedent for this exists in the Machinery Directive, where
Article 24 amends Directive 95/16/EC. The enhanced Option 3 would allow a simplified approach conformity module A
instead of a PED higher module.
Orgalim proposal for amending the Directive 2014/68/EU, through a new paragraph following the list of exclusions in
Article 1(2):
“If one or more items of pressure equipment with CE marking or covered by PED article 4(3) are to be incorporated into a
machinery product, the manufacturer of the machinery product shall carry out a conformity assessment procedure in
accordance with Article 21(3) of the EU Machinery Products Regulation for the machinery product with the incorporated
pressure equipment. When carrying out the conformity assessment procedure, the manufacturer of the machinery product
shall take into account the information for the incorporation of the pressure equipment, in particular the information on the
intended use of the pressure equipment. If pressure equipment is to be used outside its intended use, the required conformity
assessment procedure in accordance with the Pressure Equipment Directive must be carried out for this purpose.”
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2. Conclusion
In conclusion, for Orgalim it is clear that the current market practice, which has successfully been applied for over 20
years, fully supports the safe integration of components into machinery products. Any change to legislation or guidelines
needs to be carefully considered. Orgalim is convinced that an enhanced Option 3, or Option 2 (provided that the new
guideline comes before the deletion of the notes to current C-13) as a fall-back solution), would be the most effective
solutions to the legal issue while also taking business needs and safety into consideration.

