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he v, ord "body" is being usecl 

more frequently in the Conformity 
Assessment world as inspection, 
testing, stanclarcls and certification 

become more prevalent in the total 
economy of planet Earth. This article takes 
a look at. t. he more common clefinitions of 
"bodies" being usecl in the United States, 
the European Union and elsewhere rela- 

tive to EMC engineering. 
Webster's fifth definition of "bocly" is 

"a group of persons or things; as 

a: a fighting unit: force 
b: a group of indivicluals organized for 

some purpose (a legislative body). "' 
fhe second half of this definition is the 

term usecl in conformity assessment. A 

further clarification is found in ISO/IEC 
Guicle 2-19862 which defines "body" as 
"a legal or administrative entity that has 

specific tasks ancl composition. " It ackls a 

further note that. "examples of bodies are 
organizations, authorities, companies and 
foundations. " 

COMPMEMT 8097 
A Competent Body may be the most well- 

known "body" term in the area of EMC 

engineering in the United States. Compe- 
tent Bodies are defined in Article 1 of the 

EMC Directive from the European Com- 

munity. ~ Competent Body is definecl as: 
"any 'bocly' which meets the criteria listed 

in Annex II and is recognizecl as such. " 

The Annex II criteria are: 
~ Availability of personnel and of the nec- 

essary means and equipment 
~ Technical competence and professional 

integrity of personnel 
~ Inclependence, in carrying out. the tests, 

preparing the reports, issuing the cer- 

tificates ancl performing the verification 

function provided for in this Directive, 

of staff and technical personnel in rela- 

tion to all circles, groups or persons 
clirectly or indirectly concerned with the 

product in question 
~ Maintenance of prolessional secrecy by 

personnel 
Possession of civil liability insurance 
unless such liability is coverecl by the 
State under national law 
Fulfillment of the conditions under 

points 1 and 2 shall be verified at inter- 

vals by the competent authorities of the 

member states. 
In article 10. 2 of the EMC Directive, 

Competent Bodies are given the responsi- 

bility of generating a technical report (or 
certificate) which must be included in the 
manufacturer's Technical Construction I ile 

(TCF). 
Further clarification of this important 

definition is found in the "Guidelines" 
document from the European Union', in 

which it is stated that. "Boclies which are 
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able to provide proof of their con- 
formity with Annex II — through a 
certificate or other means showing 
compliance with the appropriate 
voluntary EN 45000 series of stan- 

dards — are considered competentin 
the meaning of the EMC Directive. " 

The "Guidelines" document states 
further that "a manufacturer's labo- 

ratory can be recognized as a Com- 

petent Body provided that it satis- 

fies the criteria in Annex II and, in 

particular, provided that it can give 
assurances regarding its indepen- 
dence and impartiality from the de- 
sign and production processes. " 

Competent Bodies "help the 
manufacturer" assess and declare 
conformity to the EMC Directive. 

A Competent Body can be recog- 

EN 45020 to be a "body that con- 
ducts certification of conformity. "~ It 

further notes that "a Certification 
Body may operate its own testing 
and inspection activities or oversee 
those activities carried out on its 

behalf by other bodies. " 

Certification Bodies are both very 
formal organizations and very intrin- 

sically European. They are less preva- 

lent or even known in the United 
States. In Europe, Certification Bod- 
ies are recognized or accredited by 
European governments (member 
state governments). For example, in 

Germany, the Deutschen Akkred- 
itierung Rat (roughly translated as the 
German Accreditation Body), also 
known as the DAR, certifies the ca- 

pability of Certification Bodies. 

qualify medical devices for use in 

the European Union. 

TEILECQM 
CEIRTIPIICATIIQN BQQY 
A Telecom Certification Body (TCB) 
was defined in the United States Fed- 

eral Communications Commission 
Notice of Proposed Rulemaking re- 

leased May 18, 1998, GEN Docket 
98-68, FCC 98-62. ~ TCBs are private 

organizations that can test equipment 
as an alternative to certification by 
the FCC, and they can also grant cer- 

tification to telecommunications 
equipment. 

International Standards Organiza- 
tion (ISO) / International Electrotech- 
nical Commission (IEC) Guide 65 
(1996), General Requirements for 

Certlf Ication Bodies are both very formal oritanizatlons and very lntrlnslcally 

European. 

nized as such by an Accreditation 
Body of Member State of the Euro- 

pean Economic Area (EEA) or by a 
"body" representing the supervisory 

authority of a Member State of the 
EEA. 

Footnote e48 of the "Guidelines" 

is very interesting and is repeated 
below: 

Competent Bodies could limit 

the testing required by the manu- 

facturer to what is essential for the 

purposes of the assessment of con- 

formity, using their know-how re- 

lated to the apparatus or systems. 

Often apparatus or systems are 
similar or very similar, from the 

EMC standpoint, to others already 

fully tested and certified. They can 
build upon such experiences and 

offer a cost-effective service, while 

maintaining full compliance with 

the directive. 

In other words, Competent Bod- 
ies can make exceptions to the let- 

ter of the law based on their experi- 
ence and technical expertise! 

CERTIIFICATIIQN SQIW 
A Certification Body is defined by 

Certification Bodies must comply 
with ISO/IEC Guide 65. 

Certification bodies may by certi- 
fied for Quality Management Sys- 

tems, for Product Certification, and 

for Certification of Personnel. 

NQTIIFIIEIDI SQIDIIIES 

Notified Bodies must be "notified" 
to the European Economic Commis- 

sion. They have expertise similar to 
that outlined in Annex II of the EMC 

Directive, but they may also be "no- 
tified" for telecommunications, medi- 

cal devices and other technical ar- 

eas. 
For the EMC Directive, Notified 

Bodies are responsible for issuing the 
European Community-type examina- 

tion certificates as referred to in Ar- 

ticle 10. 6 of the Directive. These 
EC-type examination certificates are 
required for Telecommunications 
Terminal Equipment and for appa- 
ratus designed for the transmission 

of radiocommunications. 
Under the Medical Device Direc- 

tive, Notified Bodies are also part of 
an exclusive club of knowledgeable 
and experienced entities that can 

Bodies Operating Product Certifica- 

tion Systems has been proposed by 
the FCC as the criteria to be met by 
a TCB. This Guide 65 basically re- 

quires: 
~ Impartiality 
~ Responsibility for their decisions 
~ Quality system 
~ Personnel with knowledge and 

experience relating to the type of 
mork performed 

~ Documentation for the certifica- 

tion system 
~ Maintenance of approval records 
~ Performance of internal audits 
~ Performance of post-market sur- 

veillance 
In addition to these general re- 

quirements, additional specific re- 

quirements mill be required: 
1. The TCB must demonstrate expert 

knowledge of the regulations for 
each product with respect to 
which it seeks designation. (Such 
expertise must include familiarity 

with applicable technical regula- 

tions, administrative provisions or 
requirements, as mell as policies 
and procedures used in the ap- 
plication thereof. ) 
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2. The TCB should have the techni- 
cal expertise and capability for 
testing the equipment it will cer- 
tify and must also be accredited 
in accordance with ISO/IEC Guide 
25 to demonstrate it is competent 
to perform such tests. 

3. The TCB must demonstrate an 
ability to recognize situations 
where interpretations of the regu- 
lations or test procedures may be 
necessary. (Appropriate key cer- 
tification and laboratory person- 
nel must have the requisite knowl- 

edge of how to obtain current and 
correct technical regulation inter- 
pretations. ) 

4. TCBs must make a commitment 
to participate in any consultative 
activities identified by the FCC to 
establish understandirig and inter- 

pretation of applicable regula- 
tions. 

An Inspection Body is an indepen- 
dent impartial body having the or- 
ganization, staffing, competence and 
integrity to perform inspection ser- 
vices to specified criteria. Inspection 
services are understood to include 
such functions as assessing, recom- 
mending for acceptance and subse- 
quent audit of suppliers' production 
ancl testing facilities, personnel and 
quality control operations, and se- 
lection and evaluation of products 
on-site or in factories, laboratories 
or elsewhere as clirected. An Inspec- 
tion Body should clearly define the 
areas of technology to be covered 
by its inspection services and for 
which it is qualified. 

Inspection Bodies may be for- 
mally recognized by other Bodies. 
This "recognition" signifies a formal- 
ized judgement that the Inspection 
Body has demonstrated an accept- 
able level of competence in provid- 

ing inspection services. 

A standardizing body recognized at 
the national, regional or international 
level, that has as a principal function, 

by virtue of its statutes, the prepara- 

tion, approval or adoption of stan- 
dards that are made available to the 
public is called a Standards Body. 2 

M8QRATQRV 
ACCREIDII'fA'Il"IIQN BQDtV 
A Laboratory Accreditation Body is 

one which conducts and administers 
a laboratory accreditation system and 
grants accreditation. A Laboratory 
Accreditation Bocly may wish to del- 

egate, fully or partially, the assess- 
ment of a laboratory (testing or cali- 
bration) to another assessment 
agency. Such assessment must be 
equivalent to that applied by the 
Laboratory Accreditation Body ancl 

the original Laboratory Accreditation 
Body shall take full responsibility for 
such extended accreditation. 

CQNFQRMI'IrV AM~MEN"f 
8QQV 
Aside from evaluating conformity, 
conformity assessment involves "any 
activity concerned with determining 
directly or indirectly that relevant re- 
quirements are fulfilled. "2 Typical 
examples of conformity assess- 
ment activities are sampling, test- 
ing, inspection, evaluation, veri- 
fication, assurance of conformity 
through a supplier's declaration or 
certification, registration, accredita- 
tion, and approval (as well as their 
combinations). 

The United States — European 
Community !VIutual Recognition 
Agreement (MRA) uses the term Con- 
formity Assessment Body (CAB) to 
designate organizations that are 
qualified to participate in the areas 
of E!VIC, telecommunication terminal 

equipment, electrical safety, and 
medical devices. The transitional 
phase of the US-EC MRA began De- 
cember 1, 1998 when the two groups 
exchanged lists of potential CABs 
with one another. 

The National Institute of Standards 
and Technology, a major department 
of the United States Department of 
Commerce, used the following cri- 
teria to evaluate potential CABs to 
be nominated to the European Com- 
mission: 

1. Must. be located in the United 
States 

2. lvlust be accreclited by a recog- 
nized accreditation body that 
meets ISO/IEC Guide 589 or ISO/ 
IEC Guide 61' and accredits to 
ISO/IEC Guide 25" or ISO/IEC 
Guicle 62'2 for the sectors covered 
under relevant MRA annexes 

3. Must provide detailed information 
on its current scope of compe- 
tence, including specific standards 
and test methods relevant to MRA 

sectors 
4. !vlust demonstrate familiarity/ex- 

perience with conformity assess- 
ment procedures related to rel- 
evant EU directives 
These criteria were published in 

the Federal Register, Volume 61, No. 

89, May 7, 1996 p. 20513. 
It is interesting to note that under 

the provisions of the ElVIC Sectoral 
Annex, NIST is nominating potential 
United States CABs to perform the 
functions of Competent Boclies un- 

cler the EMC Directive of the Euro- 
pean Community! 

This article summarizes some of the 

key Bodies in the Conformity Assess- 

ment world. There are many other 
Bodies around the world and we 
may see further developments of this 

word "Body" in the future. There may 
be a time when even politicians 
adopt the worcl, as did the governor 
of Minnesota, Jesse "The Body" 
Ventura! 
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~ highly qualified staff - professional services 
~ all EMC, LF, RF and microwave measurements 

~ 40 m diameter anechoic hall plus 2 absorber rooms 
~ 11 shielded rooms, mode stirrer room 

~ 2500 m* laboratory areas, up to 70 tons floor loads 
~ 2500 test instruments 

~ all vehicle, ship and aircraft tests like 
MIL 461, EFA, AIRBUS, BOEING, RTCA, MIL 1757 

~ accredited test labs 
Reg TP, DATech, DEKITZ, KBA (DAR, EAL) 

~ CE Competent Body, Notified Body 
~ FCC and RA listed test sites 

~ correct test results 
~ immediate test dates 

~ immediate modifications 
~ all approvals world-wide 

THE LEADERS SINCE 1977 

EMCC DR. RASEK 
Moggast 72-74 ~ D-91320 Ebermannstadt ~ Germany 

Tel: + 49-91 94-9016 ~ Fax: + 49-91 94-81 25 
E-mailt 106111. 2702@compuserve. corn 

Web site: http:llwww. emcc. de 

i ~ 

The proliferation of conformity assessment bodies 

. . . continued from page 207 

the European Communities, No. L 139/19, May 23, 1989. 

4. Guidelines of the Application of Council Directive 89/336/EEC of 3 

May 1989 on the Approximation of the Laws of the Member States 

Relating to ElectroMagnetic Compatibility (Directive 89/336/EEC 

Amended by Directives 91/263/EEC, 92/31/EEC, 93/68/EEC, 93/97/ 

EEC). General Directorate III, European Economic Commission; 1997. 

(The complete text is available at www. open. gov. ur/radiocom/) 

5. EN 45020 — European Standard — Standardization and Related Ac- 

tivities — General Vocabulary. Cenelec Central Secretariat: Rue de 

Stassart. 36, B-1050 Brussels, 1998. 

6. ISO/IEC Guide 65 — General Requirements for Bodies Operating 

Product Certification System. ISO/IEC Copyright Office, Case Postale 

56, CH-1211, Geneve 20, Switzerland, 1996. 

7. General Docket No. 98-68; 1998; Biennial Regulatory Review— 

Amendment of Parts 2, 25, and 68 of the Commission's Rules to 

Further Streamline the Equipment Authorization Process for Ra- 

dio Frequency Equipment, Modify the Equipment Authorization 

Process for Telephone Terminal Equipment, Implement Mutual 

Recognition Agreements and Begin Implementation of the Global 

IVIobile Personal Communications by Satellite (GMPCS) Arrange- 

ments. United States Federal Communication Commission, Wash- 

ington, DC 20554, (Available at www. fcc. gov). 

8. EN 45004 — European Standard — General Criteria for the Opera- 

tion of Various Types of Bodies Performing Inspections. Cenelec 

Central Secretariat, Rue de Stassart 36, B-1050 Brussels, 1995. 

9. ISO/IEC Guide 58 — Guidance for Setting Up and Operating on an 

Accreditation Body — General Requirements. ISO/IEC Copyright 

Office, Case Postale 56, CH-1211, Geneve 20, Switzerland; 1993. 

10. ISO/IEC Guide 61 — Assessment and Accreditation of Certification/ 

registration Bodies — General Requirements, First Edition. ISO/IEC 

Copyright Office, Case Postale 56, CH-1211, Geneve 20, Switzer- 

land, 1996. 
11. ISO/IEC Guide 25 — Competence of Calibration and Testing I. abo- 

ratories — General Requirements. ISO/IEC Copyright Office, Case 

Postale 56, CH-1211, Geneve 20, Switzerland, 1990. 

12. ISO/IEC Guide 62 — Bodies Operating Assessment and Certifica- 

tion/registration of Quality Systems — General Requirements, First 

Edition. ISO/IEC Copyright Office, Case Postale 56, CH-1211, 

Geneve 20, Switzerland; 1996. 

DAIV HOOLIHAIV is President and a member of the Board of Directors 

of the EMC Society of the IEEE. His positions on the ANSI Accredited 

Standard Committee on EMC (C63 Committee) include Chairman of 
subcommittee 6 on Laboratory Accrecktation and conformity Assess- 

ment and Chairman of Subcommittee 8 on Medical Device Test Meth- 

ods. Dan is a member of the Association for the Advancement of MeCk- 

cal Instrumentation (AAMI), and the Institute of Environmental Scien- 

tists. He is also President of the dB Society. 

The Vice-president of the Minnesota operations of TUV Product 

Service, Inc. , Dan is cofounder and past Chief Operating Officer of 
AMADOR Corporation. He holds an MBA from the University of Min- 

nesota, an M. S. in physics from Louisiana State University, and a B. A. 

in Physics from St. John 's University. (6123 638-0250. 

228 
Circle Inquiry No. 164 

ITEM 1999 




