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1. INTRODUCTION

1.1  TheEuropean Community Directive 89/336/EEC *on the approximation of the
laws of the member States relating to electromagnetic compatibility (“the
Directive”), asamended by Council Directive 92/31/EEC?, and Council
Directive 93/68/EEC? has been implemented in the United Kingdom by means
of the Electromagnetic Compatibility Regulations 1992 (S| 1992/2372) as
amended by S| 1994/3080 and S| 1995/3180 (“the EMC Regulations’). The
EMC Regulations are made under the European Communities Act 1972.

1.2  The EMC Regulations provide, among other things, for the appointment of
Competent Bodies to carry out assessments of technical construction filesand
compile reports or issue certificates as described under its Part V (The
Technical Construction File“TCF” Route to compliance detailed at Appendix
A).

1.3  Inthe United Kingdom, the Secretary of State for Trade and Industry has
responsibility for appointing Competent Bodiesto carry out the functions
described in clause 1.2 above and for informing the European Commission of
such appointments (see reg. 46 of the EMC Regulations). For information
purposes only the Secretary of State will from time to time publish alist of
Competent Bodies indicating the descriptions of relevant apparatus in respect
of which the body is appointed.

2. APPLICATION FOR APPOINTMENT ASA COMPETENT BODY

2.1  Application for assessment for the purposes of appointment should be madein
thefirst instance to the United Kingdom Accreditation Service (UKAS) and
copied to the Department of Trade and Industry at the addresses indicated in
clause 2.6. The copy application to the Department will form the application
for appointment as a competent body. Application to UKAS should be made
using the forms obtainable from the UKAS contact (see clause 2.6). UKAS,
will then carry out an assessment of the undertaking on behalf of the Secretary
of State for Trade and Industry against the criteria set out in these guidelines
which will be updated from time to time. UKASwill quote and charge
applicants against its standard scales of chargesfor itssurveillance activities
under the scope of these guidelines. UKAS has establised procedures to handle
complaints or appeal s associated with its assessment activities.

2.2 TheDepartment will require details of the applicant’sinsurance cover which
should be forwarded to UKA S with the application and copied to the
Department. The cover must include both public liability and professional
indemnity insurance, and should extend to the whole of the European
Economic Areaor, if the applicant intends to carry out work outside the EEA,
worldwide. The Secretary of State will not, in any cases, cover the applicant’s
ligbility.

1 OJNo. L139 of 23 May 1989
20JNo. L 126 of 12 May 1992
3 0J No. L220 of 30 August 1993.



2.3
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2.5

2.6

Following appointment by the Secretary of State, the Competent Body will be
required under its conditions of appointment to make availableto UKAS evidence
of liability insurance at each annual surveillancevisit undertaken by UKAS.

The Secretary of State will, after the applicant has been assessed and a report
has been made to him, consider whether the applicant is suitable for
appointment and whether it should be appointed. If the Secretary of Stateis
satisfied that the applicant should be appointed aletter of appointment will be
issued. The applicant isthen required to return to the Department a copy of
the letter, duly signed by an authorised representative of the applicant. The
Department will then inform the EC Commission of the applicant’s
appointment as a Competent Body.

The precise terms and conditions of appointment will be set out in the letter of
appointment a copy of amodel of which isattached at Appendix C, but it will
be a condition that the applicant agrees:

a.  toplay afull partin Competent Body co-ordination activities at both UK
and European level;

b.  tosurveillance by UKAS, on behalf of the Secretary of State, annually or
whatever intervals are thought appropriate by the Secretary of State (in
addition the Secretary of State will reserve theright for surveillance to be
undertaken by the Department or athird party acting on behalf of the
Secretary of State) (new applicantswill undergo aninitial surveillance after
6 months); and

c. toafull reassessment by UKAS on behalf of the Secretary of State, every
four years or whatever intervals are thought appropriate by the Secretary
of State.

Contact address details for the DTI and UKAS are:
For the Department/Secretary of State:

Peter Howick

Standards and Technical Regulations Directorate 4
Bay 323

Department of Trade and Industry

151 Buckingham Palace Road

London

SW1W 9SS

Telephone: 0171 215 1595
Facsmile 0171 215 1529



For UKAS:

David Evans

United Kingdom Accreditation Service
21-47 High Street

Feltham

Middlesex

TW13 4UN

Telephone: 0181 917 8436
Facsmile: 0181 917 8500

CRITERIA FOR APPOINTMENT ASA COMPETENT BODY

Accreditation, to an appropriate scope, to the relevant EN45000 standards
specified in clause 3.2 bel ow (which contain specificationsfor bodiesissuing
certificates, performing inspections or conducting tests) may be used asthe
basisfor demonstrating conformity with the criteriain Appendix B. However,
accreditation is not mandatory and the relevant criteriamay be met in other
ways. All applicants, whether accredited to the relevant standard(s) or not, will
need to meet the additional requirements set out in these guidelines, which may
change from time to time. Meeting the criteria does not lead to automatic
appointment; appointment is at the discretion of the Secretary of State.

Applicants who are able to provide current proof of their conformity with the
appropriate harmonised standards EN45004 (Genera criteriafor the operation
of various types of bodies performing inspection) or EN45011 (General criteria
for certification bodies operating product certification) by presenting a
certificate of accreditation which has been issued by UKAS, are presumed to be
competent and in this respect to conform with the requirements of the Directive
and Regulations, subject to the provisions of clause 3.4 below.

Applicants which are not accredited to the relevant EN45000 standard(s)
specified in clause 3.2 above, will be required to undergo an assessment carried
out on behalf of the Secretary of State by UKAS. That assessment will be
based on the relevant requirements of the relevant EN45000 standard(s) and
the additional requirements set out in these guidelines.

In addition to accreditation or assessment to the relevant EN45000 standard(s)
or to an equivalent standard, the applicant is also required to demonstrate to
the Department’s sati sfaction compliance with Schedule 5 of the EMC
Regulations (see Appendix B) and to the requirementsin the following
paragraphs of this clause which will be updated from timeto time. These will
include details of qualifications and experience of personnel who will carry out
any testing functions and those who are capable of demonstrating their ability
to make the necessary analytical technical judgements, and athorough
knowledge of the EMC Directive and the Regulations. Elements such as
knowledge of the products and the TCF Route to compliance, technology
involved, and the voluntary nature of standards must be considered.
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3.6

3.7

3.8

3.9

3.10

311

A Competent Body shall have aQuality System, usually specified in aQuality
Manual, and associated documented operational procedures. The Quality
System shall ensure that all the relevant requirements of the appropriate
standards and protection requirements of the Regulations are met.

A Competent Body shall pay due regard to any test reportsincluded in the
manufacturer’s TCF. Although the Directive does not requiretesting asa
mandatory requirement for Competent Body status, there may be occasions
wheretest evidence isrequired in support of TCFs. Where a Competent Body
operatesits own testing facilities to undertake any additional testing requested
by the manufacturer, these, and their associated activities, shall conform, or be
equivalent, to the relevant requirements of EN45001 (General criteriafor the
operation of testing laboratories).

Where a Competent Body wishes to subcontract any additional testing
requested by the manufacturer, the Quality Manual of the Competent Body
shall describe the procedures to be followed by the Competent Body to ensure
compliance by the subcontractors with the requirements and to demonstrate
that the subcontractor is competent to carry out the task for which it has been
engaged. Such competencewill include, but is not limited to, the ability to
conform fully to the requirements that are placed on the Competent Body itself
in respect of the task contained within the subcontract. The Competent Body
shall maintain documented proceduresfor the assessment and monitoring of
subcontractors and the facilities used by them to carry out work packages on
behalf of the Competent Body. Thelist shall form part of the Register specified
in clause 3.8.

A Competent Body shall have fully documented agreementswithits
subcontractors. A Register of all subcontractors, which may be used by the
Competent Body, shall be maintained; the Quality Manual will either contain
the Register or shall state where the Register isto be found. The agreements
and the Register shall be availablefor scrutiny at any reasonabletime on
request by the Secretary of State or such other person as may be appointed by
the Secretary of State for that purpose.

A Competent Body shall at all times be responsible for ensuring the conformity
assessment and the activitiesfor which it is appointed are carried out in
accordance with the requirements of the Regulations whether or not the
competent body sub-contracts any testing.

A Competent Body will be required to inform both the Secretary of State and
UKASimmediately of any changeswithinitself which, in any way, affect its
ability to carry out the duties within the authorised scope to the declared
procedures. Thisincludes any changesin its status.

All manufacturers and importers of apparatus to which the EMC Regulations
apply must have access to the services of a Competent Body. Competent
Bodies shall not place undue financial or other conditions upon them. The
procedures under which a Competent Body operates shall be administeredin a
non-discriminatory manner.



4.1

5.1

6.1

7.1

7.2

INTERNAL AUDIT AND PERIODIC REVIEW

The Competent Body shall undertake internal audits and management reviews
asrequired by the particular EN45000 standard to which it isworking or in
accordance with the conditions of its appointment. Audits and reviews shall
include checking compliance with the criteriafor appointment as a Competent
Body and checking that the certification processis correctly and effectively
implemented.

MISUSE OF REPORTS AND OPINIONS

The Quality Manual shall state a Competent Body’s policy and procedure for
controlling the use of its reports and opinions.

MUTUAL RECOGNITION AGREEMENTS

Applicants should note that the European Community aims to reach Mutual
Recognition Agreements (MRAS) with key trading partners. Under these
agreements, European Community (EC) Competent Bodies may be eligibleto
perform conformity assessments as required by these key trading partners’ laws
and, similarly, those trading partners’ equivalentsto EC Competent Bodies may
be eligibleto perform conformity assessments under EC Directives. A
Competent Body should inform the Department if it wishesto be considered
for appointment under the MRAS.

SOURCESOF RELEVANT DOCUMENTS

Copies of the UK EMC Regulations may be obtained from:
The Stationery Office
Publications Centre
PO Box 276

London
SW85DT

Telephone Orders: 0870 600 5522
Fax Orders: 0171 873 8200

by ordering Statutory Instrument Sl 1992/2372 “ The Electromagnetic
Compatibility Regulations’.

Copies of the EMC Directive may be obtained from:
European Information Centres
by ordering Council Directive 89/336/EEC (Official Journal L139, 23.5.89) on

the approximation of the laws of the Member States relating to electromagnetic
compatibility.



7.3  Standards may be obtained from:

BSI Standards

389 Chiswick High Road
London

W4 4AL

Tel: 0181 996 7000

Fax 0181 996 7001



APPENDIX A

CONFORMITY ASSESSMENT PROCEDURE
TECHNICAL CONSTRUCTION FILE ROUTE

Part V of the UK EMC Regulations implementing Article 10(2) of the EMC Directive
makes provision for a Technical Construction File“TCF’ Route to compliance and for
the appointment of Competent Bodies. The manufacturer compilesa TCF for the
product(s) and submitsit to a Competent Body to obtain atechnical report or

certificate.

The TCF route can be used to cover many instances, but is more often used in the
following circumstances:

* For apparatus where there is no applicable European harmonised EMC standard.

* For apparatus where European harmonised standards exist but the manufacturer
applied that standard in part only.

* For installations where testing to European harmonised standards is not practicable
due to the physical properties (e.g. size, location) of theinstallations.

* For products where the testing of each individual product to European harmonised
standards is not practicable due to the large number of similar product variants.

* For products having existing certification to EM C standards not recognised by the
EC, but which are nevertheless regarded as indicating compliance with the
protection requirements of the Directive.

BASIC REQUIREMENTSOF A TCF

Part |:

Part 11:

Description of the apparatus

) identification of apparatus;
i)  atechnical description.

Procedures used to ensure conformity of the apparatus to the protection
requirements:

i)  atechnical rationale;
i)  detalsof significant design elements,
i)  test evidence where appropriate.



Part 111 A report or certificate from a Competent Body

Itisenvisaged that Parts| and |1 of the TCF will be written by the manufacturer in co-
operation or consultation with the Competent Body. The report from the Competent
Body should therefore not need to repeat much of the information contained in Parts|
and I1.

At the end of the report adetachable certificate will be supplied. This can be used by
the manufacturer as an indicator of compliance whereitisfelt it would be
inappropriate to submit the entire report. It is possible that where Parts | and 11 of the
report are prepared by the manufacturer largely * speak for themselves', the Competent
Body might prepare a certificate only.

It should be emphasised that the manufacturer is ultimately responsiblefor the
declaration of conformity of products certified viathe TCF route. Therole of the
Competent Body isto certify by way of atechnical report or technical certificate that
apparatus conforms to the requirements of the EM C Directive (as implemented). In
performing thisrole, the Competent Body must be presented, among other things, with
the manufacturers draft TCF. It isthe manufacturer’s responsibility to ensure that the
information provided in support of areport or certificate is correct and that subsequent
production units are consistent with it.



APPENDIX B

MINIMUM CRITERIA FOR THE ASSESSMENT OF UNITED KINGDOM

COMPETENT BODIES

The criteria (being the criteriafor the assessment of the bodiesto be notified listed in
Annex Il of the EMC Directive and the criteriawhich competent bodies are required
by Article 1.5 of that Directive to meet) which aperson is required to meet to be
eligible for appointment as a United Kingdom competent body are asfollows*:

1.

2.

availability of personnel and of the necessary means and equipment;

technical competence and professional integrity of personnel;

independence, in carrying out the tests, preparing the reports, issuing the
certificates and performing the verification function provided for inthe EMC
Directive, of staff and technical personnel inrelationto all circles, groups or
persons directly or indirectly concerned with the product in question;

maintenance of professional secrecy by personnel; and

possession of civil liability insurance unlesssuch liability iscovered by the
government of the United Kingdom.

4 Schedule 5 of the UK EMC Regulations S| 1992/2372



APPENDIX C

COMPETENT BODY APPOINTMENT LETTER

Dear

APPOINTMENT OF {NAME OF COMPANY} ASA COMPETENT BODY
UNDER REGULATION 46 OF THE ELECTROMAGNETIC
COMPATIBILITY REGULATIONS 1992 (S.I. 1992/2372)

| am writing to inform you that the Secretary of State hereby appoints [name of
company] (the Company) as a Competent Body under regulation 46 of the
Electromagnetic Compatibility Regulations 1992 (S.1. 1992/2372) (the Regulations)
which implement the provisions of Council Directive 89/336/EEC (the Directive) on
el ectromagnetic compatibility subject to the conditions set out in this|etter.

. TheCompany isappointed for the purposes of issuing technical reports and
technical certificates, in relation to thefollowing:

[list product(s)/range of productsfor which company is appointed]

[1.  Thisappointment shall remaininforceuntil such timeasit iswithdrawn by the
Secretary of State pursuant to clause 4 below or after the elapse of a period of
30 days after the Company has notified the Secretary of Statein writing that it
wishes the appointment to be terminated pursuant to clause 5 below.

[1l.  Thisappointment is subject to the following specific conditions:

A. theCompany shall at all times carry out the duties and functions of a
Competent Body under regulations 45 and 50 of the Regulations to the
satisfaction of the Secretary of State;

B. the Secretary of State continuesto be satisfied as to the Company‘s
suitability - including its status and competence - to be a Competent Body;
in connection with this, the Company shall, in some circumstances and at
the Secretary of State’s request, submit to immediate reassessment of its
suitability for appointment;

C. theCompany shall submititself annually for surveillancefor the purposes
of ascertaining that the Company is performing its duties and functionsin
accordance with its appointment; in connection with this, thefirst
surveillance shall take place no later than six months after the date of
acceptance of this appointment; provided always that the Secretary of
State may require more frequent surveillance.

10



D. theCompany shall submititself every 4 yearsfor afull reassessment for the
purposes of the Secretary of State satisfying himself that the Company
remains suitablefor appointment;

E. forthe purposes of reassessment and surveillance an assessment shall
normally be carried out on behalf of the Secretary of State by the United
Kingdom Accreditation Service (UKAS), which will submit areport to the
Secretary of State; Provided always otherwise or in addition, such
assessment may be carried out by or on behalf of the Secretary of State as
hein hisabsolute discretion thinksfit;

F.  theCompany shall fulfil and comply at all timeswith the“minimum
criteria” specified in Schedule 5 of the Regulations being the criterialisted
in Annex |1 of the Directive (which is set out in Appendix 1 to this|etter);

G. Itistheresponsibility of the Company to provide annual evidence of
adeguate insurance cover taking into account all relevant circumstancesin
relation to the scope of the Company’s activities;

H. theCompany shall follow therelevant conformity assessment procedures
as stated in regulation 45 of the Regulations (these are the procedures
mentioned or referred to in Article 10(2) of the Directive);

I.  wherethe Company, in accordance with regulation 50(4) of the
Regulations, is minded to refuse to issue a technical report or technical
certificateit shall:

1  givenoticein writing to the applicant of the reasonswhy it is minded
to do so; and

2  givetheapplicant the opportunity of making representations within
28 days of the notice being given asto why it should not be refused
and consider any representations which are made by that person
within that period,;

J the sub-contracting of work by the Competent Body, shall be subject to
certain conditions guaranteeing:-

1  thecompetence of the establishment operating as sub-contractor by
meeting the relevant requirements of the [EN 45000 series| of
standards; and

2 its ability to exercise effective responsibility for the work carried out
under sub-contract; and

3 any other matter required in guidelinesissued by the Secretary of
State in respect of the sub-contracting of work.

In any case the Competent Body remains entirely responsible for the work
carried out under the sub-contract.

11



the Company shall authorise, at any reasonable time, access by or on
behalf of the Secretary of State to:

i all documentation arising out of its duties and functions under this
appointment and shall comply with any reasonabl e request made by
or on behalf of the Secretary of State for information regarding the
exercise of those duties and functions;

ii its premisesfor the purpose of verifying its compliance with the
conditionswith the minimum criteria.

the Company shall take part in Competent Body co-ordination activities at
national and European levels,

the Company must maintain itsimpartiality and independencefrom all
applicants and in no circumstances should it take on the role of authorised
representative for any applicant;

the Company shall inform the Secretary of State of any changeswhich
have a bearing upon its status as a Competent Body or its ability to
perform the duties and functions of a Competent Body under the
Regulations;

the Company shall inform the Secretary of State, forthwith on becoming
the subject of a petition for an Administration Order or a petition for a
Winding-up Order brought against it; and in addition the Company shall
inform the Secretary of State within four weeksif:

1. the Company becomes the subject of aproposal for avoluntary
arrangement or presents a petition for an Administration Order or a
petition for aWinding-up Order or passes a resolution for a Winding-
up Order or makes any composition, arrangement, conveyance or
assignment for the benefit of its creditors or purports to do so, or has
areceiver or any person appointed in respect of its undertaking or of
any or of al of its property;

2. the Company becomesasubsidiary of any company of whichit isnot
asubsidiary at the date of this|etter; or ceasesto be a subsidiary of
any company of which it isasubsidiary at the date of thisletter. The
word “subsidiary” shall beinterpreted in accordance with the
definitionsin Section 736 of the Companies Act 1985 (as substituted
by Section 144 (1) of the Companies Act 1989).

the Secretary of State may, by notice in writing, add conditions or vary or
delete any conditions, to this appointment; such additions, variations or
deletions shall have effect thirty days after the date of that notice unlessa
different period is agreed in writing between the Secretary of State and the
Company;

12



V.  Thisappointment shall be withdrawn forthwith in accordance with
regulation 48 of the Regulationsiif it appearsto the Secretary of State that
the Company no longer meets the minimum criteriafor appointment.

V.  Thisappointment shall be terminated in accordance with regulation 48 of
the Regulations at the request of the Company upon 30 days’ noticein
writing to the Secretary of State.

V1. Thisappointment is subject to thefollowing additional conditionsin the
event of it being withdrawn or terminated:

A. the Company shall prepare and submit to the Secretary of State
within three calendar months of the date on which the termination of
the appointment takes effect or, if appropriate, of the date of
withdrawal, areport in writing on the exercise of its duties and
functions under the Regulations; thisreport shall contain such
information as may have been agreed in writing between the
Secretary of State and the Company;

B. the Company shall transfer to the Secretary of State or to such
person or company as the Secretary of State shall direct, without
charge, all records, information and other things, whether stored
manually by computer or by any other means whatsoever, arising out
of the performance of its duties and functions under the Regulations
asthe Secretary of State may specify.

VII. Your attention is drawn to Council Decision 93/465/EEC of 22 July 1993
concerning the modulesfor the various phases of conformity assessment
procedures and the rules for the affixing and use of the CE conformity
marking, which areintended to be used in the technical harmonisation
Directives.

VI1II. You should note that Competent Bodies are to be encouraged to apply the
modul es without unnecessary burdensfor applicants.

IX. The Secretary of State will notify the European Commission and other
EEA States of this appointment to act for the purposes stated above and it
will be made public.

X.  If the above terms and conditions of appointment are acceptable to you,
you should signify your Company’s consent by signing, or arranging for the
signature of, the attached copy of this letter, dating and returning it to:
[name and address of DTI contact]. The appointment shall take effect
upon receipt of your Company’s consent and you will receive formal
confirmation of this.

David Reed
for and on behalf of the Secretary of State

13



On behalf of [name of Company] | hereby accept the appointment of [name of
Company] as a Competent Body on the terms and conditions set out in this | etter.

SIONE.....eiieiee e
(duly authorised to sign in that behalf)

Name in CapitalS........ccvvrenireriiereereseene

POSITION. ...
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