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Lloyd’s Register and variants of it are trading names of Lloyd’s Register Group Limited, its subsidiaries and 
affiliates. Lloyd’s Register Group Limited (Reg. no. 08126909) is a limited company registered in England and 
Wales. Registered office: 71 Fenchurch Street, London, EC3M 4BS, UK.  

A member of the Lloyd’s Register group. 

Lloyd’s Register Group Limited, its affiliates and subsidiaries and their respective officers, employees or 
agents are, individually and collectively, referred to in this clause as ‘Lloyd’s Register'. Lloyd’s 
Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense 
caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice 
and in that case any responsibility or liability is exclusively on the terms and conditions set out in that 
contract. 
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1.  The Marine Equipment Directive (MED) 

1.1 Introduction 

The Marine Equipment Directive (MED) provides standardised EU certification rules to improve safety at 
sea, prevent marine pollution and ensure that international safety standards for equipment on EU ships are 
interpreted in the same way across the EU. 

The objective of the MED is to ensure a harmonised approach in accepting marine equipment on board 
ships registered with the EU Member States, as required by the international instruments. It applies to 
equipment which is placed on board an EU ship, where the international instruments require that equipment 
to be approved by the relevant ship’s flag state Administration. 

Directive defines products covered by it, provides set of essential requirements that the equipment must 
meet and describe methods of conforming to the directive. This may require the company to have the 
product tested and/or to have their quality management system assessed. 

The Directive requires assessment of such equipment to be carried out by independent organizations (third 
party) know as Notified Body, which carries out the assessment of the equipment on behalf of the EU 
Member States. 

The approval of equipment within the scope of the MED is assessed against the performance and testing 
standards of the international instruments to ensure it meets commonly accepted standards and therefore 
can be accepted by all the Member States for use on board their ships. 

On 18th September 2016 the first Marine Equipment Directive (96/98/EC) has been replaced by Directive 
2014/90/EU  

List of equipment for which MED certification can be achieved is provided in a separate legislative act – 
Commission Implementing Regulation. This document also indicates the dates from which those 
requirements and testing standards are to apply from. This includes the dates for placing on the market and 
placing on board, in accordance with the international instruments, and taking into consideration timeframes 
for ship-building. 

Regulation is amended annually. Please see below the list of the Regulations and their applicability dates: 

1. Regulation (EU) 2020/1170, applicable as of 1 September 2020 
2. Regulation (EU) 2019/1397, applicable between 3 October 2019 and 31 August 2020 
3. Regulation (EU) 2018/773, applicable between 19 June 2018 and 2 October 2019 
4. Regulation (EU) 2017/306, applicable between 16 March 2017 and 18 June 2018 
 
Please note that always up-to-date version should be applied. 
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1.2 Conformity with the MED 
 
General overview on how to achieve MED certification is shown in Figure 3 below. 

Equipment l isted in the Annex to the 
Regulation as per Art. 35.2 of 2014/90/
EU (Sections 1-8)

END
Equipment l isted in the Annex to the 
Regulation as per Art. 35.2 of 2014/90/
EU (Section 9)

Is EC-US MRA approval required?
National requirement, if any, wil l 

need to be complied with

See “How To Comply With The EC-
US MRA on Marine Equipment” 

Figure

Modules B+D or B+E are applicable Modules B+F are applicable Module G is applicable
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Notified Body approves product 
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EC Type-Examination Certificate 
issued

Notified Body reviews 
manufacturer’s quality system (QS)
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EC Type-Examination Certificate 
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production testing
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Cer tificate of Conformity issued

Manufacturer  to send a copy 
“Declaration of Conformity” to the 
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Figure 3: How to achieve MED certification 
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MED Directive allows a choice of one or more Conformity Assessment Route (Modules) that in 
combination can be used for conformity with MED. Please see Figure 4.  
 

 
Figure 4: Manufacturer’s route to conformity with the MED. 

1.3 Module B (EC type – examination) 
 
In most cases, conformity is initially demonstrated when one or more prototypes of a design have 
been independently witnessed as having been satisfactorily tested (please refer to paragraph 1.7 
and 1.8 for the technical documentation and test reports and test facilities requirements), thus 
confirming that the performance parameters applicable to equipment of that type have been 
achieved. An EC Certificate of Type Examination will be issued by a Notified Body such as Lloyds 
Register Verification. This is a Module B Certificate and forms one part of the Conformity 
Assessment Route.  

The standards to which the prototype was constructed then form the ‘benchmark’ against which all 
subsequent production of the design will be measured to ensure that they also achieve the same or 
better performance parameters.  

Annex II of the Directive 2014/90/EU provides details of the various Modules of which Module B 
above is one of them. 

In most of cases a Module B Certificate is necessary and this must be used in combination with one 
of the other Production Modules - D, E, or F. 

It should be noted that the Notified Body issuing the EC Type Examination Certificate (Module B) 
need not necessarily also be the Notified Body issuing the production certification – the Certificate of 
Conformity of the production Modules D, E, F.  

The exception is Module G, which is a stand-alone Module which must be conducted by a single 
NB. 
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1.4 Module D – (Conformity to type based on Quality Assurance of the production 
process) and Module E – (Conformity to type based of Product Quality Assurance) 
 

Applicable primarily to those manufacturers having large throughput, production Modules D and E 
both require a manufacturer to operate an approved Quality System (QS) which has the ability to 
control production of one or more product types (products of one or more item Designations).  

1.4.1 Module D (Conformity to type based on Quality Assurance of the production process) 

Module D requires operational QS which have detailed procedures documented and when correctly 
used and maintained will ensure that all production results in equipment items which meet the 
‘benchmark’ standard of the prototype to which a Module B certificate was awarded. In progress 
checks and testing are expected to be used. 

1.4.2 Module E (Conformity to type based of Product Quality Assurance) 

Module E also requires operational QS whose documented procedures are used to confirm, after 
manufacture, that all production has resulted in equipment items which meet the ‘benchmark’ 
standard of the prototype to which a Module B certificate was awarded. This is normally achieved 
through a post-production inspection/testing regime.  

Use of either of these two Modules allows the manufacturer to issue final documentation without the 
presence of the Notified Body; however, the MED does require the Notified Body to monitor the 
manufacturer’s operation of the Quality Management System at regular and/or variable intervals. 

1.4.3 Module D and E Assessments 

The Notified Body is required to carry out an initial assessment of a manufacturer’s QS during which 
qualified auditors familiar with the type of equipment being produced will review the documented 
system and observe its implementation.  They will prepare a report indicating any omission of 
procedures necessary to implement the additional requirements of the MED. 

A follow-up visit will be made when the manufacturer has updated his QS and can demonstrate that 
all concerned are aware and ready for the changes that implementation will bring. If satisfactory, the 
Notified Body will issue a Certificate of Conformity for the system detailing the product that it may 
control, this is also the manufacturer’s authorization from the Notified Body to affix the ‘mark of 
conformity’ (the ‘Wheelmark’) to his products. 

Please note that in some cases visit to the manufacturer’s supplier can also be conducted as part of 
the assessment. 

The manufacturer can then issue his Declaration of Conformity (DoC). 

1.5   Module F – Conformity to type based on Product Verification 
 
Module F (Product verification) is applicable to manufacturers whose production is mainly in smaller 
batches or lots of the same or differing item designations. Each product type of the same item 
designation must have been awarded a Module B certificate. 

Under Module F the Notified Body has to be advised in advance of intended production and will 
liaise to agree a schedule for carrying out the verification. Normally experienced surveyors who may 
or may not also be auditors will attend to examine the batches and will select samples to be more 
closely examined and tested to the requirements of the applicable testing standards. They will 
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review the manufacturer’s records of production to ensure conformity with the benchmark’  
prototype(s) and if all is found to be in order will issue the manufacturer with a Certificate of 
Conformity listing batch and serial numbers. This document is the manufacturer’s authorisation from 
the Notified Body to affix the ‘mark’ (the ‘Wheelmark’) to his products. 

The manufacturer can then issue his Declaration of Conformity to their customer detailing amongst 
other descriptive and prescribed data, the Conformity Route used (the numbers of both the Module 
B Certificate and that of the Certificate of Conformity). 

1.6     Module G – Conformity based on Unit Verification 
 
For very few types of equipment, usually of a one-off nature, Module G (Conformity based on Unit 
Verification) alone is applicable. In this case no Module B is applicable since Module G requires that 
all Prototype Tests are conducted on every individual product, followed by whatever Production 
Tests are required by the applicable standards. The Notified Body will conduct surveys during 
construction and witness tests. 

 
Upon completion of manufacture and testing the Notified Body’s Surveyor will issue the 
manufacturer with a Module G Certificate of Conformity. The manufacturer can then apply the 
‘Wheelmark’ and issue his Declaration of Conformity to the customer detailing the Conformity Route 
used. 
 
1.7 Technical documentation and Risk Assessment (Module B and G) 
 
The directive 2014/90/EU in Annex II, Part I Module B: EC Type-Examination, point 3, third indent 
and Part V Module G: EC Unit Verification, point 2 requires that technical documentation to be 
submitted together with the Application. LR Application checklist includes section “Document 
Checklist”, which need to be filled by the applicant at all times. 
 
The technical documentation shall make it possible to assess the conformity of the marine 
equipment with the applicable requirements of the international instruments that apply to the marine 
equipment concerned and shall include an adequate analysis and assessment of the risk(s). 
 
Please note: Interpretation of the adequate analysis and assessment of the risk is as follow: 
 
“The adequate analysis and assessment of the risk(s) is the responsibility of the manufacturer. 
 In case the manufacturer evaluates that applicable standards cover all reasonably foreseeable 
risks, the manufacturer should simply declare this in the technical documentation. This ensures that 
the risk assessment requirement (in Annex II, Part I Module B: EC Type-Examination, point 3, third 
indent and Part V Module G: EC Unit Verification, point 2) is fulfilled. In case the manufacturer 
evaluates that the applicable standards do not cover all reasonably foreseeable risks, the 
manufacturer should identify and analyse the risks and describe the measures taken to address 
them. 
 
The Notified Body involved verifies that the technical documentation addresses a risk assessment.” 
 
The technical documentation shall specify the applicable requirements and shall cover, as far as 
relevant for the assessment, the design, manufacture and operation of the marine equipment. 
The technical documentation shall contain, wherever applicable, at least the following elements:  
(a)  a general description of the marine equipment;  
(b) conceptual design and manufacturing drawings and schemes of components, sub-assemblies, 
circuits, etc.;  
(c) descriptions and explanations necessary for the understanding of those drawings and schemes 
and of the operation of the marine equipment;  
(d) a list of the requirements and testing standards which are applicable to the marine equipment 
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concerned in accordance with this Directive, together with a description of   the solutions adopted to 
meet those requirements;  
(e)  results of design calculations made, examinations carried out, etc.;  
(f)   impartial test reports; - please see 1.8 for the rules regarding testing and testing laboratories  
(g) the supporting evidence for the adequacy of the technical design solution. This supporting 
evidence shall mention any documents that have been used. The supporting evidence shall include, 
where necessary, the results of tests carried out by the appropriate laboratory of the manufacturer, 
or by another testing laboratory on the manufacturer's behalf and under its responsibility.  
(h)  manuals for installation, use and maintenance. 
 
1.8 Testing and testing laboratories requirements 
 
The MED places obligation on the Notified Bodies to ensure that testing laboratories used for 
conformity assessment purposes meet the requirements of standard EN ISO/IEC 17025. In all 
cases, the notified body is required to satisfy themselves that the test facility is suitable and that the 
personnel have the necessary competence to undertake the proposed tests. 
 
Where it is agreed to carry out the tests at the manufacturer's works, then the testing should be 
witnessed independently by a representative of the Notified Body and the results endorsed. 
Additionally, where applicable, all the test and measuring equipment should have proven accuracy 
and, where appropriate, have an established programme of calibration, traceable to national or 
international standards ensuring that the applicable requirements of ISO 17025 are met. 
 
Where testing is carried out in a laboratory, it should be either approved by the national authority (for 
example on the IMO list) or be an accredited facility for the tests to be conducted. 
 
Where not approved by the national authority or accredited, the notified body is responsible for 
auditing the facilities to verify they are equivalent to those of an accredited laboratory and have the 
required tests equipment, procedures and staff competency. In such cases, the notified body must 
carry out and document their audit of the following topics, as a minimum:  
- The laboratory meets the intentions of EN ISO/IEC 17025 ‐ "General Requirements for the 
competence of testing and calibration laboratories" or equivalent.  
- The required equipment is available and suitable for carrying out the test, i.e. test range, accuracy 
of  
- result, test report format, etc.  
- The equipment is properly calibrated and traceable back to National or International standards.  
- The staff is qualified and competent to undertake the tests to be performed.  
Tests are to be supervised and accepted by a competent representative of the notified body.  
For the information regarding the LRV Selection and use of non-LRV test facilities please contact LR 
 
Please, however note for the MED Module B Certificates – Renewal Process following is 
applicable: 
 
As an EU Notified Body, LR is required to continually monitor what is considered to be “state of the 
art” and best practice.  LR accreditors and regulators have, over recent audits, advised that they 
require all test results to be validated against ISO/IEC 17025 by LR witness or to be performed by 
testing facilities which hold appropriate accreditation under ISO/IEC 17025.  Therefore, in order to 
renew the MED Module B certification, it is imperative that LR have the specific evidence of testing 
duly witnessed or certified under 17025.  Where this cannot be confirmed then all tests will need to 
be repeated either under LR witness or certified by a facility holding a recognised accreditation with 
the appropriate scope. 
 
1.9   Affixing the Mark of Conformity 

The format of the Mark of Conformity or ‘Wheelmark’ is specified in Annex I of the MED. It is the 
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sign that the product is declared by its manufacturer to conform to type and therefore be in 
compliance with performance requirements. 

The Mark has to be followed by the identification number of the Notified Body which has performed 
the conformity-assessment procedure of the production-control phase, and the year in which the 
mark is affixed. The example format is as shown in Figure 5 with ‘0038’ being the Lloyd’s Register 
Verification number and the year in which the mark is affixed. 

 0038/ the year in which the mark is affixed  

Figure 5: Example format of the Wheelmark 

1.10   Authorised Representative 
 
Under the MED manufacturer who is not located in the territory of at least one Member State is 
required to appoint an authorised representative for the Union. 
Authorised representative is define as any natural or legal person established within the Union who 
has received a written mandate from a manufacturer to act on its behalf in relation to specified 
tasks. 
Written mandate must specify the name of the authorised representative and the address at which it 
can be contacted. The mandate shall at least allow the authorised representative to perform the 
following tasks: 
• keep the EU declaration of conformity and the technical documentation at the disposal of national 
surveillance authorities and cooperate with them at their request, 
• upon a reasoned request from a competent national authority, provide that authority with all the 
information and documentation necessary to demonstrate the conformity of a product; 
• cooperate with the competent national authorities, at their request, on any action taken to eliminate 
the risks posed by products covered by their mandate. 
Depending on the conformity assessment procedure, the authorised representative can also, for 
instance, be appointed to perform tasks such as: 
• affix the CE marking (and where relevant other markings) and the notified body’s number to the 
product, 
• draw up and sign the EU Declaration of Conformity. 
 
1.11   Declaration of Conformity (DoC) 
 
The manufacturer or his authorised representative established within the Union must draw up and 
sign an EU Declaration of Conformity (DoC) as part of the conformity assessment procedure. The 
EU declaration of conformity is the document that states that that the product satisfies all the 
relevant requirements of the applicable legislation.  
 
By drawing up and signing the DoC, the manufacturer assumes responsibility for the compliance of 
the product. Under the requirements of the MED the contents of the EU Declaration of Conformity 
should follow the model contained in Annex III of Decision No 768/2008/EC. 
 
DoC must contain all relevant information to identify the legislation, according to which it is issued, 
as well as the manufacturer, the authorised representative (where applicable), the notified body, the 
product, reference to harmonised standards and other technical specifications. The declaration must 
contain sufficient information to enable product(s) covered by it to be traced back to it. Copy of the 
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DoC shall be provided to the ship and be kept on board until the equipment is removed from 
the ship. MED requires declaration to be translated by the manufacturer into the language or 
languages required by the flag Member State, including at least a language commonly used in the 
maritime transport sector. In addition, a copy of the EU declaration of conformity shall be 
provided to the notified body(ies) which carried out the relevant conformity assessment 
procedures.  
 
An example of the Lloyd’s Register format of DoC is shown below in Figure 6 and 7. 
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Figure 6: Example of the Lloyd’s Register format of DoC 
 
 
 
 
 
 

Figure 6: Example of the Lloyd’s Register format of DoC  

EU DECLARATION OF CONFORMITY (DoC) 
issued in accordance with the  

MARINE EQUIPMENT DIRECTIVE (MED) 
 

This is to certify that in compliance with the Directive 2014/90/EU of the European Parliament and of the Council of 23 
July 2014 on marine equipment and Commission Implementing Regulation (EU) 2020/1170 indicating design, 
construction and performance requirements and testing standards for marine equipment 
 

(Manufacturer’s and Authorised Representative Name) 
(Manufacturer’s and Authorised Representative address) 

 
declares that the product(s) detailed below is in conformity with the requirements of the above Directive as evidenced 
by the Conformity Route below: 
 
EC Type Examination (Module B) Certificate No. ______________ expiry ________ issued by the Notified Body (Lloyd’s 
Register Verification (LRV) No. 0038) 

AND  
EC (Module D*, E* or F*) Certificate of Conformity No. ______________ expiry _______ issued by the Notified Body 
(Lloyd’s Register Verification (LRV) No. 0038) (*delete as applicable) 

OR 
EC (Module G*) Certificate of Conformity No. ________________ issued by the Notified Body (Lloyd’s Register 
Verification (LRV) No. 0038) 
 
Item No.& Designation: _____________________ 
  
Manufacturer’s Product  Code No. or Type: _____________________________ 
 
Description: ________________________________________ 
 
Standards Applicable: ______________________________________________________________________ 
 
Product(s) Serial or Batch/Lot No(s): ______________________________________________ 
 
[Company Stamp] Signature 
 Name: 
 Position: 
 Title: 
 Date:                                                                 

0038/YYYY 
Test(s) outstanding/other actions required at ship (if any)/Conditions of Certification (see over), etc.            
___________________________________________________________________________________ 

(e.g. IMO Resolution MSC 81(70) Part 2; non-combustible substrate; height/weight restrictions, etc.)           

 

THIS DOCUMENT TO BE RETAINED FOR LEGAL PURPOSES 

 

According to Art. 16 of Directive 2014/90/EU a copy of the EU DoC shall be provided to the notified body(ies), which carried 

out the conformity assessment procedures and to the ship and shall be kept on board until the said equipment is removed from 

the ship.  
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Figure 7: Example of the Lloyd’s Register format of DoC including EU-US MRA 

EU DECLARATION OF CONFORMITY (DoC) issued in accordance with the 
MARINE EQUIPMENT DIRECTIVE (MED) and EU/US MRA 

  
This is to certify that in compliance with the Directive 2014/90/EU of the European Parliament and of the Council of 23 July 
2014 on marine equipment, Commission Implementing Regulation (EU) 2020/1170 indicating design, construction and 
performance requirements and testing standards for marine equipment and EU/US Mutual Recognition Agreement 
2004/425/EC as amended by Decision No.1/2018 dated 18 February 2019: 
 

(Manufacturer’s and Authorised Representative Name) 
(Manufacturer’s and Authorised Representative address) 

 
declares that the product(s) detailed below is in conformity with the requirements of the above Directive as evidenced by 
the Conformity Route below: 
 
EC Type Examination (Module B) Certificate No. ______________ expiry ________ issued by the Notified Body  
(Lloyd’s Register Verification (LRV) No. 0038) 
USCG Product Approval Category: _________________ USCG Marking: _________________ 
 
AND  
EC (Module D*, E* or F*) Certificate of Conformity No. ______________ expiry _______ issued by the Notified Body  
(Lloyd’s Register Verification (LRV) No. 0038) (*delete as applicable) 

OR 
EC (Module G*) Certificate of Conformity No. ________________ issued by the Notified Body (Lloyd’s Register Verification 
(LRV) No. 0038) 
 
Item No.& Designation: _____________________ 
  
Manufacturer’s Product  Code No. or Type: _____________________________ 
 
Description: ________________________________________ 
 
Applicable Standards: _____________________________________________ 
 
Product(s) Serial or Batch/Lot No(s): ______________________________________________ 
 
[Company Stamp] Signature 
 Name: 
 Position: 
 Title: 
 Date:                                                                                       

0038/YYYY 
Test(s) outstanding/other actions required at ship (if any)/Conditions of Certification (see over), etc.            
___________________________________________________________________________________ 
(e.g. IMO Resolution MSC 81(70) Part 2; non-combustible substrate; height/weight restrictions, etc.)           
 

THIS DOCUMENT TO BE RETAINED FOR LEGAL PURPOSES 
 

According to Art. 16 of Directive 2014/90/EU a copy of the EU DoC shall be provided to the notified body(ies), which carried out the 

conformity assessment procedures and to the ship and shall be kept on board until the said equipment is removed from the ship 
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2. The EC-US Mutual Recognition Agreement (MRA) on Marine Equipment 
 

2.1 Introduction 
 

The EC-US Mutual Recognition Agreement (MRA) on Marine Equipment on the recognition of 
certificates of conformity for marine equipment was signed on 27 February 2004. The EC published 
the EC-US MRA in Council Decision 2004/425/EC of 21st April 2004 on the conclusion of an 
Agreement between the European Community and the United States of America on the mutual 
recognition of certificates of conformity for marine equipment. The Agreement was recently 
amended by the by Decision No.1/2018 dated 18 February 2019 
 
The agreement aims to simplify matters for the manufacturers that wish to have both US Coast 
Guard (USCG) type approval and the European Certificates of Conformity (see definition). The US-
EC Mutual Recognition Agreement (MRA) on Marine Equipment is a result of a 5-year cooperative 
effort that recognizes the importance of facilitating US-EC trade in marine equipment and promoting 
bilateral cooperation on the international marine equipment regulations.  
 
The EC-US MRA will allow a manufacturer to reach multiple markets on the basis of compliance 
with one set of regulatory requirements instead of multiple ones, as would the case without the 
MRA. This can lead directly to a reduction of costs for the manufacturer in terms of testing and 
certification.  
 
The complete list of eligible products is contained in Annex II of the DECISION No 1/2018 OF THE 
JOINT COMMITTEE ESTABLISHED BY THE AGREEMENT BETWEEN THE EUROPEAN 
COMMUNITY AND THE UNITED STATES OF AMERICA of 18 February 2019 on the mutual 
recognition of certificates of conformity for marine equipment amending Annexes I, II and III. 
 
While there are no further certification requirements, the Parties may maintain their respective 
requirements with regard to the marking according to Article 5 of the EC-US MRA. Therefore, 
equipment listed in the Agreement that is certified and marked as complying with the MED when 
placed in the US market will have to be additionally marked with a USCG approval number as 
required by the US legislation and regulations without the need to carry out further conformity 
assessment. 

 
2.2 Marking of products under the EC-US MRA 
 
The U.S. Coast Guard requires the equipment or material to be marked with an approval number 
that easily and uniquely identifies the equipment and the standard to which it was approved. Only 
the Notified Body that conducted the conformity assessment as required by the MED is authorized 
to allocate a USCG Approval Number, which should include their identification number and a 
unique identifier. 
 
However, there might be two Notified Bodies involved in the MED approval process and, therefore, 
there following scenario shall be considered when marking MED approved products covered by 
Annex II of the EC-US MRA according to U.S. Coast Guard requirements. 
 
2.2.1. Issuing the EC Type Examination (Module B) Certificate 
 
The EC Type Examination (Module B) Certificate should include the following paragraph  
 
“This equipment is covered by the scope of the “Agreement between the European Community 
and the United States of America on Mutual Recognition of Certificates of Conformity for Marine 
Equipment” signed on 27 February 2004 and amended by Decision No.1/2018 dated 18 February 
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2019 according to U.S. Coast Guard approval category <USCG Approval Category>. 
 
“A U.S. Coast Guard approval number will be assigned to the equipment when the production 
module has been completed and will appear on the production module certificate (module D, E or 
F) as allowed by the MRA.” 
 
2.2.2. Issuing the QA Certificate of Conformity (Module D, E, F, or G) 
 
If the QA Certificate of Conformity (Module D/E/F) is issued by the same Notified Body that issued 
the EC Type Examination (Module B) Certificate, the Certificate of Conformity (Module D/E/F), or if 
a Certificate of Conformity (Module G) is to be issued, the Certificate should include the following 
statement: 
 
“The manufacturer is allowed to affix the US Coast Guard approval number <USCG Approval 
Category/NB number/Unique Identifier> as allowed by the “Agreement between the European 
Community and the United States of America on Mutual Recognition of Certificates of Conformity 
for Marine Equipment” signed on 27 February 2004 and amended by Decision No.1/2018 dated 18 
February 2019” 
 
Where the <Approval Category> is as shown in Annex II of the EC-US MRA, “NB number” is the 
identification number of the Notified Body, and the “Unique Identifier” is a number allocated by the 
Notified Body that uniquely identifies the product. 
 
In those instances where the Notified Body (NB1) conducting the type approval to Module B is 
different than the Notified Body conducting the quality assurance under Module D, E or F, the 
Certificate of Conformity (Module D, E or F) should be issued by the Notified Body (NB2) with the 
EC-US MRA marking required and the following paragraph 
 
“The manufacturer is allowed to affix the US Coast Guard approval number <USCG Approval 
Category/NB1 number/Unique Identifier/NB2 number> as allowed by the “Agreement between the 
European Community and the United States of America on Mutual Recognition of Certificates of 
Conformity for Marine Equipment” signed on 27 February 2004 and amended by Decision 
No.1/2018 dated 18 February 2019” 
 
Where the <Approval Category> is as shown in Annex II of the EC-US MRA, “NB1 number” is the 
identification number of the Notified Body issuing the Module B Certificate, “NB2 number” is the 
identification number of the Notified Body issuing Module D, E or F, and the unique identifier is a 
number allocated by such Notified Body (NB2) that uniquely identifies the product. 
 
Once a Certificate of Conformity complying with the above has been issued, the manufacturer is 
then allowed to mark the equipment with the USCG Approval number provided. 
 
Please note that no Declaration of Conformity is required to meet the U.S. Coast Guard 
requirements, but it continues to be mandatory for the EC market as required by the MED. 
 
Note: It should be noted that it is the manufacturer’s responsibility to ensure that a mechanism is in 
place to keep abreast of any amendments to the MED and EC-US MRA 
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General overview on how to comply with the EC/US MRA on Marine Equipment is shown in Figure 
8 below. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Figure 8: How to comply with the EC-US MRA on Marine Equipment. 
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Appendix 1 – Terms and definitions 
 
Administration: means the Government of the State whose flag the ship is entitled to fly. 
 
Authorised representative: in the meaning of the MED, means any natural or legal person 
established within the Union who has received a written mandate from a manufacturer to act on 
its behalf in relation to specified tasks.  
 
Certificate of Conformity: the document or documents issued by a Conformity Assessment 
Body of a party certifying that the product fulfils the relevant legislative, regulatory and the 
administrative requirements of that Party. In the United States (US), this is the Certificate of Type 
Approval issued by the United States Coast Guard. In the European Community (EC), they are 
certificates, approvals and declarations foreseen by MED. 

Conformity Assessment Body: means a body that performs conformity assessment activities 
including calibration, testing, certification and inspection specifically: 
1) The notified Bodies designated by the EC Member States under MED; 
2) The U.S. Coast Guard. 
 
EU Declaration of Conformity: means a statement issued by the manufacturer confirming that 
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marine equipment fulfils the requirements provided by the MED. 
 
Equivalence of technical regulations: means that the technical regulations of the Parties relate 
to a specific product are sufficiently comparable to ensure that the objectives of each Parties’ 
respective regulations are fulfilled. Equivalence to technical regulations does not mean that the 
respective technical regulations are identical. 
 
Manufacturer: in the meaning of the MED means any natural or legal person who manufactures 
marine equipment or has marine equipment designed or manufactured, and markets that 
equipment under its name or trademark. Manufacturer has ultimate responsibility for the 
conformity of the product to the requirements of the MED, whether he designed and 
manufactured the product himself or is considered as a manufacturer because the product is 
placed on the market under his name or trademark. 
 
Marine Equipment Directive: Directive 2014/90/EU of the European Parliament and of the 
Council of 23 July 2014 on marine equipment and repealing Council Directive 96/98/EC. This is 
commonly referred to as the MED. 
 
Mark of Conformity: marking affixed to products as an indication of compliance with the MED. The 
mark shall be followed by the identification number of the Notified Body which has performed the 
conformity assessment procedure (e.g. 0038 for Lloyd’s Register Verification) and by the year in which 
the mark is affixed  
 
MRA: Mutual Recognition Agreement established between the European Community and the 
government of third countries based on Article 133 of the EC Treaty. The EC-US MRA referred in this 
document is the Mutual Recognition Agreement between the European Community (EC) and the 
United States (US) on marine equipment signed on 27th February 2004 and in force on 1st July 2004. 
This has been published by the EC on Council Decision 2004/425/EC of 21st April 2004. This has been 
amended by the No.1/2018 dated 18 February 2018 
 
Notified Body: A body authorized by the competent National Administration of a Member State to 
carry out work in accordance with the MED. 
 
Notified Body Number: is a unique four-digit identifier issued to each Notified Body. The number is 
included as part of the MED “Mark of Conformity”. 
 
International Instrument: means the international conventions, together with the resolutions and 
circulars of the IMO giving effect to those conventions in their up-to-date version, and the testing 
standards 

Remark: MED requires that testing laboratories used for conformity assessment meet the 
requirements of standard EN ISO/IEC 17025:2005. It is, therefore of utmost importance that valid 
and legitimate accreditation certificate is provided. 
Regulatory Authority: means a government agency or entity that has the authorization to issue 
regulations regarding issues related to safety at sea and prevention of marine pollution, that exercises 
a legal right to control the use, installation, or sale of marine equipment within a Party’s jurisdiction, and 
that may take enforcement action to ensure that products marked within its jurisdiction comply with the 
applicable legal requirements. The parties respective Regulatory Authorities are identified in Annex III 
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of the MRA. 
 
Technical regulations: comprise the mandatory product requirements, testing and performance 
standards and conformity evaluation procedures laid down in the legislative, regulatory and 
administrative provisions of the Parties related to the marine equipment, as well as any applicable 
guidelines for their application. 
 
The Parties: in this document, the United States of America and the European Community Member 
States. 
 
Wheel mark: the term commonly used to describe the marking affixed to products as an indication of 
compliance with the Marine Equipment Directive (MED). More properly called the ‘Mark of Conformity’ 
 
 
 
 
For further information contact: 
 
Fire &Safety 
Lloyd’s Register Global Technology Centre  
Southampton Boldrewood Innovation Campus,  
Burgess Road,  
Southampton, SO17 7QF 
E: tass@lr.org 
 
Visit: 
 www.lr.org; 
 www.lr.org/en-gb/product-certification/marine-equipment-directive/  
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