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FOREWORD

This report, initiated by the Defense Systems Management College (DSMC), recognizes the
importance of standards in the area of military acquisition and cooperation within NATO.

Standards, in various fcrms, are dynamic. New product development and standards
development are progressing together. Hence, no report on standards can be final; it only
can be a report on the present situation.

Fortunately, some basic concepts and types of standards are quite stable. Those basics are
summarized in the appendix, “The ABC's of Standards-Related Activities in the United
States,” by Maureen A. Breitenberg of the National Bureau of Standards.

[wish to thank all members of the steering committees for their contributions. I regret that
the late Professor Dave Acker, who started the project jointly with Professor Franz Frisch,
was not able to enjoy the results.

Irecommend this document as a basis for discussing and studying standards in acquisition
and as a guide to stimulate future actions. Comments regarding this guide may be referred
to the DSMC point of contact:

Dr. Franz A. P. Frisch
DSMC-RD
Fort Belvoir, VA 22060-5426

Commercial (703} 805-2525 A _
DSN 655-2525 / /
/(/

- W. L. Vincent /
Rear Admiral, USN
Commandant

i
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Executive Summary

Acquisition is a vital function of national
and muitilateral defense programs. Its ef-
ficient operation and sound management
depend on the availability and application
of standards and the assessment of confor-
mity of goods and services to those stan-
dards.

The Defense Systems Management Col-
lege (DSMC) is facing new challenges and
arapidly changing world environment that
will alter its operations, including
downsizing in budgets, and new responsi-
bilities for the armed forces.

Of particular concern are theemerging pro-
grams of the European Community (EC)
for standards and conformity assessment.
How these will affect world trade and in-
dustrial competitiveness needed tobe stud-
ied, analyzed, and acted upon.

DSMC and the Defense Supply Service in-
vited proposals for a study and develop-
ment of baseline information on which the
United States can develop acquisition poli-
cies, standards, and conformity assessment
programs to help American industry re-
main competitive in world markets.

The contract was awarded to the American
Society of Mechanical Engineers (ASME),
which inturnengaged two principal inves-
tigators to conduct the study and prepare
the final report. They are Donald L. Peyton,
President, Peyton Associates of White
Plains, New York, and Charles W. Hyer,
President of the Marley Organization,
Ridgefield, Connecticut.

This source book, Standards and Trade in
the 1990’s, is the product of the contract.

ix

Thereader will find importantbackground
information on the evolution of standards
and conformity assessment in the United
States and Europe. Included is the genesis
of the International Organization for Stan-
dardization standard—ISO 9000—the
quintessential quality control standard.

Military-federal and industrial-voluntary,
are the twin elements of the U.S. standards
scene. How they operate to develop of
national and international standards will
interest acquisition and standards person-
nel. U.S. leadership is emphasized. Special
attention is paid to the Defense Standards
System, North Atlantic Treaty Organiza-
tion (NATOQO), and case histories of U.S.
successes.

The authors set the U.S. standards s ene,
with all of its uniqueness, problems, chal-
lenges, and fantastic strength derived from
the U.S. competitive market system and
our free society. Some may feel that we
have not adequately covered the
government’srole in the voluntary system.

Afteraquarter-century of personal involve-
ment and commitment — some of it critical
but always supportive and devoted — it is
difficult to suggest a role for the govern-
ment other than the ones it now enjoys:

* by far, the largest user of standards

¢ protector and exponent of government
missions and responsibility

* negotiator of international treaties and
trade agreements

¢ guardian of public health, safety, and
environment
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¢ watchman against trust, monopoly, and
fraud in the marketplace that U.S. volun-
tary standards have served well for almost
a century

What the standards community wants from
governmeni is largely contained in three
words — participation, encouragement,
and support. A working partnership be-
tween the private and public sectors would
enhance and strengthen the position of the
U.S. in the current and foreseeable global
standards scene.

To provide information and better under-
standing of the European scene, the source
book includes sections on {(a) the European
standards system, (b) European Commit-
tee for Standardization (CEN), (¢) Euro-
pean Committee for Electrotechnical Stan-
dardization (CENELEC), and (d) European

Telecommunications Standards Institute
(ETSI). Italso describes how these systems
and groupsinterface with the United States
and international standards organizations.

Conformity assessment (CA) in the United
States and in the Department of Defense,
the NATO Standardization Agreement
STANAG 4093, accreditation, and anintro-
duction to the European Organization for
Testing and Certification (EOTC) round
out the essential elements of the acquisition
process by which management can verify
adherence to its judgments regarding use
of standards.

The report ends with conclusions and rec-
ommendations for further action, and a
series of annexes thatare included for those
who want or need further information. A
glossary of acronyms is also provided.
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1

INTRODUCTION-PROLOGUE

1.1 Introduction - Prologue

During the 20 vears of its existence, the
Defense Systems Management College
(DSMC)hasearned awell-deserved, world-
wide reputation in government and indus-
trv for quality education, research, and in-
formation dissemination programs.

The college’s vision statement is as follows:
“The Defense Systems Management Col-
lege will improve its ability to serve as the
national center of excellence for defense
acquisition management education, re-
scarch, consulting and publications. We
will lead efforts throughout DOD, indus-
try. and Congress to continuously im-
prove defense acquisition management
processes.”

The DSMC faces many new challenges in
the 1990s and a changing environment that
will alter its operation. Reduction in the
military budgets of the United States and
its allies, and the sizes of U.S. armed forces
will affect the acquisition system and its
work ftorce.

Of particular concernare theemerging pro-
grams, policies, and legal requirements of
the Commission of the European Commu-
nities (CEC) and its EC-92 goal of establish-
ing a unified, barrier-free internal market
with common standards and programs of
conformity assessment. Included in the
goal are testing, certification, attestation,
registration of quality assurance schemes,
and access to those schemes by third party

countries (non-European Community {(EC)
and European Free Trade Agreement
(EFTA)). Theimpact of European Commu-
nity (EC) programs and policies on collec-
tive mutual security pacts (e.g., NATO) in
which the United States is a major partici-
pant will also be considered.

The DSMC has a number of key research
efforts, including an analysis of potential
dependence on foreign products and pro-
cesses, and a review of the effect that using
internationalstandards asabasis for manu-
facturing may have on US. competitive-
ness.

To analyze current and foresceable actions
by the European Community and the im-
pact of those actions on free trade, DSMC
and the Defense Supply Service awarded a
study contract to the American Society of
Mechanical Engiineers (ASME). The ASME
hired two principal investigators to con-
duct the study and prepare a final report.
This source book, Standards and Trade tn the
19903, is the result.

The book contains a number of sections
that together provide acquisition and stan-
dardization managementtechniques along
with background information and recoim-
mendations for strengthening the acqui \i-
tion and standardization functions of na-
tional defense. Industrial implementation
of these recommendations can help assure
U.S. competitiveness in world markets,
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1.2 Background and Events Leading to
EC-92

Fhe history of European and ULS. involve-
ment of Furope and the United States in
international star-vrds development can
te traced to o economic development
and industaalization of the two regions.
Following World Warll, and until the mid-
Taras, the United States had hittle incentive
whbeseriousty concerned withinternational
standards. Our industiry, the world's larg-
estand most diversitied, was the supplier
of the world. The US. standards were de
racto mternational standards. Europe soon
realized that there was ittle value in hav-
v LSt 20 fractured national standards
bodies working independently or in small
sroups that lacked the capacity to produce
aternational standards. European stan-
Jdards bodies joined and became very ac-
e an the major mmternational standards
orpanizations: the International Organiza-
von tor Standardization {(ISOY and the In-
erpatronal Blectrotechnical Commission
dECs Thevaceepted leadership positions
ssecretaratsyon kevindustrial productcom-
nuttees and exerted strong intluence.

At the Furopean level, thev formed a re-
cionatgroup, the European Committee for
Standardization (CEN), and  an electro-
‘echmical counterpart, the European Com-
mittee tor Flectrotechnical Standardization
(CENTLHEC).

in 1on3, the Commussion of the European
Community (CEC) created anew approach
o tedhimical barners to trade, which stated
that technical specitications (standards)
~hould be the responsibility of CEN,
CENEDFC and the European Telecommu-
nications Standards Inctitute (FTST This
new approach began the tormal relation-
~hip between the EC and the standards

sroups,

The CEN and CENELEC, which are com-
posed of Europe’s national standards
groups-—Deutsces Institut fur Normung  DIN
(Germany), Association francaise de
nonmalisation, AFNOR (France), British Stan-
dards Institution, (BSH (United Kingdom,
and the other European Community and
European Free Trade area standards orga-
nizations—had as their mitial motivation
the preservation of European standards
developmentinnational organizations. As
time went on, these bodies became, and
still are, the developers of Europe’s stan-
dards and the centrat source of input to [SO
and IEC. They can control input trom
outside countries because their technical
committees are net alwavs open to outsid-
ers. Lack of accessibility to EC's standd s
development process was listed as a major
concern i surveys of US. international
standards participants.

Because members of CEN and CENELEC
are the official members of SO and TEC, the
United States at times finds atselt at a dis-
advantage. ! The United States national
standards body, the American National
Standards Institute (ANSD, has made veo-
man efforts to keep American intluence
strong and effective. The ANSIE provides
U. 5. comments and suggestions to both
CEN and CENELEC and arranges tor tech-
nical representation where circumstances
permit. It has an office in Brussels for
liatsonwithCEN, CENELEC, ETSI, and the
European Community. The ANSI-Brussels
also supports 1SO and TEC activities,

There is little question that EC-92 did a lot
to alert US. industry—as well as private
sector trade, technical, and professional
groups, and the US. Government--to the
advantages and the potential threats of
Furopean market unification. The United
States has maintaimed a close and effective
relationship with the EC and has access
to  virtually - all of its plans, programs,

——M
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priorities, regulations, and directives. Gov-
ernment-to-government liaisonshave been
reasonably effective. The work goes on.
Some of the more important directives are
still under discussion.

On the private side, the United States,
through ANSI, appears to have had the
greatest success. ANSI liaison and coop-
crationwithindividual Europeanstandards
bodies have been nurtured for some 75
vears. Access toCEN and CENELEC docu-
ments and the acceptance of comments go
back to about 1970. Both European and
U5 standards communities have given a
strong priority to developing and adopting
mternational standards. In 1SO and 1EC,
the Untted States will be working with its
counterpart CEN/CENELEC members.
Phe bestwav to avond technical barriers to
trade in standards is to adopt international
standards. Strong participation and coop
cration wathin SO and TEC is the key.

The other side of the standards coin (some
savthe only sideris conformity assessment
(A The military has had qualitv-control
programs tor vears.  International stan-
dards i the ISO 9000 series are quite com-
rarable. The EC is still considering direc-
ivestor conformity assessment. This topic
whl be covered ina later section of the
~ource book. At this point, however, it is
important to mention that, in addition to
the FC, the United States also interfaces
with another regional, private group — the
Furopean Organization for Testing and
Certitication (FOTC).

¥
r
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1.3 Conformity Assessment and 1SO 9000

[tshould be the goal of the defense acquisi-
tion and standards communities to encour-
age development of a single set of sound,
accepted, international quality standards
for both  government and  nongovern-
ment apphications This uniform svstem is

already emerging. It is largely the adop-
tion phase that remains

[t may surprise some that quality control is
an American innovation and that the path
to the ISO 9000 series probably began in
U.S. detense and space programs, where o
number of unique concepts in contracting,
and conformity assessment succeeded. As
1s common practice among ailied coun-
tries, the British learned from us, devel-
oped their highly successtul BS 5750 Qual-
ity Management Svstems, which eventu-
ally became internationalized as 1SO vo0g.

Historically, U.S. Department of Defense
(DOD) standards and specifications have
been adopted in NATO documents tor ac-
quisition and interoperability of products
There is no record of NATO adoption of
nongovernment standards. Hence, DOD
experivnce withinternational standards has
been fargely through NATO and bascd on
military specifications.

Manyv suppliers of products conforming to
voluntary standards have no experience
with or interest in qualifving for DOD con-
tracts  The ISO 9000, which offers o path
toward consolidation of military and com-
mercially based quality svstemrreview, be-
comes of interest.  And, while the newlv
revised Office of Management and Budget
(OMB) Circular A-119 promotes govern-
ment adoption and use of international
standards, the onlv current, highly visible
U.5. used international quality control stan-
dard is ISO 9000.

The U S standards community should sup-
port the ettorts of BSI, ANSI, and other
participants in 15O technical committees
who have worked to develop and improve
global quality control standards. Their
adoption and judicious use will help en-
hance international trade.
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As 1992 continues, the U.S. standards com-
munity appears in a good position with
respect to its European counterparts. But
1992 is only prologue for the future. Both
sides have a lot of work to do. Both must
continue tostrengtheninfrastructure while
realizing that the best that can be achieved
for the time is a cooperative working rela-
tionship. The United States is not Europe.
Europe is not the United States Both have
extremely productive and effective means
of obtaining standards, even international
ones. Both sides mustcommit to the goal of
developing standards that do not become
trade barriers.

[tis also important to appreciate the viabil-
ity of strong standards systems, such as
those of the United Statesand Europe. These
systems are essential to the adoption and

1-4

application of standards to the economic,
social, and environmental well-being of
our individual societies, all of which are
unique and different. Attempting to force
one community’s standards systems to
mirror others is unrealistic. Throughout
the long and proud history of voluntary
standardization, the harmonization and
consensus acceptance of standards have
been most effective when conflicting views
and differing methodology have come to-
gether to find global solutions to problems.

1.4 References

1. U. S. Voluntary Standardization System:
Meeting the Global Challenge, p. 19, pub-
lished by American National Standards
Institute, New York, NY.
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2

THE U. S. STANDARDS SCENE

2.1 Background

For the purposes of this source book, it is
necessary to view the U.S. standards scene
from two perspectives: one military-federal,
and the other industrial, or voluntary.

The Defense Establishment is encompassed
by a large, complex, closed cocoon of 41,000
specifications and standards on which it
bases its acquisition decisions. Some 34,000
of these standards have been developed by
120 separate military units or taken from
Federal Supply Service. There are 5,100
nongovernment standards and 1,620 inter-
national ones. In addition, there are 4,300
DOD-prepared Commercial Item Descrip-
tions, which serve as procurement specifica-
tions for off-the-shelf products.! The pri-
mary source of information on DOD specifi-
cations and standards is the Defense Depart-
ment [ndex of Specifications and Standards
(DODISS). As of now, there is only scant
documentation onhow many specifications,
standards, or Commercial Item Descriptions
have been adopted by the DOD.

Steps are being taken to encourage govern-
ment adoption of nongovernmentstandards
and gradual elimination of costly, duplica-
tive government programs. The ANSland a
nur “or of voluntary organizations have
cosponsored four annual sessions entitled
Industry-Government Standards Partner-
ship—An Equal Partner Conference.

The history and future of the defense sys-
tem, of international trade implications, and

]
&
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of suggested alternatives will be explored in
a following section of this book.

2.2 The Voluntary System

The U.S. voluntary standards system is pre-
cisely what the private sector industrial
community—and its scientific, technical, pro-
fessional, trade, and labor organizations that
supply standards and conformity assess-
ment services—want it to be. Itis uniquein
all the world, but then so is the competitive
enterprise market system that drives the
voluntary standardization process.

In the world of trade and enterprise, no two
national standards bodies are the same.
Thereare, however, arapidly growing num-
ber of important similarities between the
United States and Europe because of their
interdependence on each other’s markets
and trade. Still, the principles of openness.
due process, accessibility, flexibility, and free-
dom of entry are the linchpins of commit-
ment to the voluntary system.

2.3 American National Standards Institute

The ANSI federation began 75 years ago
when a group of engineering organizations
with the common goal of eliminating dupli-
cation and conflict in standards formed a
coordinating committee that later evolved
into the American National Standards Insti-
tute. The founders, with one exception,
remain active in standards.
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The American Society for Testing and Ma-
terials (ASTM), American Society of Me-
chanical Engineers (ASME), Institute of
Electrical and Electronic Engineers (IEEE),
Society of Automotive Engineers (SAE),
Underwriters Laboratories (UL), and ANSI
are among the 20 major, private sector stan-
dards bodies responsible for 75 percent of
nongovernment standards.

Figure 2-1 lists major voluntary standards
organizations and the number of
nongovernment standards for which each
1S responsible.

In the standards community, developers
are organized and operate independent of
one another, except for common-purpose
projects. With the exception of ASTM, few
groups were organized for the sole pur-
pose of developing standards. Virtually
every group’s program evolved from the
root cause of its establishment.

2.4 Standards Developing Organizations

The different types of organi.ations devel-
oping standards include the following:

Trade Associations. These groups are cre-
ated to specifically address their indus-
tries’ needs. They are considered among
the most exclusive bodies and are the most
likely to replicate market forces. Examples:
National Association of Electrical Manu-
facturers, American Petroleum Institute,
American Bankers Association.

Professional Societies. These individual
membership groups advance the theory,
practice, and applications of their technical
fields. They carry considerable public trust
responsibility and are often funded from
publication sales or direct services to in-
dustry and public. Examples: Society of
Automotive Engineers, American Society

2-2

of Mechanical Enginceers, Institute of Elec-
trical and Electronics Engineers

General Membership Organizations. These
groups are broadest based of all standards
developers. They are individual member-
ship organizations that pride themselves
on fair and open processes. Every effort is
made to represent all interests. Their pro-
cedures most closely approximate formal
due process. Examples: American Society
for Testing and Materials, National Fire
Protection Association.

Third party Certifiers. These independent
organizations test products to assure that
they meet standards or regulatory require-
ments. They often develop the standards
against which they test. They have astrong
engineering orientation and perform other
conformity assessment functions such as
quality assurance registration. They have
joint programs and agreements with for-
eign laboratories and a major stake in out-
come of European decisions on conformity
assessment. Examples: Underwriters Labo-
ratories, American Gas Association.

The National Institute for Standards and
Technology (NIST) Special Publication 806
lists the standards activities of 750 organi-
zations. This number can be misleading
when compared with ANSI’s organization
membership of 250.

2.5 National Standards Development

Membership is important to voluntary or-
ganizations, but it is not a requirement for
participation in the voluntary system. The
ANSI is a coordinating organization. [t
identifies a single, consistent set of stan-
dards for consideration as American Na-
tional Standards. These, in turn, are gener-
ally regarded by the marketplace as war-
ranting national recognition. More than 40
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percent of all the standards developed by
the 10 largest private standards develop-
ing organizations (SDO) have been ap-
proved as American National Standards.

Submittal of standards for approval as
American National Standards is voluntary
and is the decision of developers. The
direction taken in managing a particular
standardization effort is dependent on the
needs expressed by the interested parties.
Forexample, the strategy of choice in many
industry sectors is to develop a national
standard prior to submission to the inter-
national processes. Others are concerned
with the timing of submittal and approval
by ANSIL

As coordinator of the voiuntary system,
ANSI has the unique distinction of not
developing standards. It helps facilitate
standards development and verification of
consensus (based on evidence supplied by
the developer). 1t should be noted that ail
major standards developers are members
of ANSI and that 97 percent of the stan-
dards developed in the United States
originate within the membership of the
federation.

The ANSI approval provides value-added
verification that the principles of due pro-
cess and openness have been adhered to
and that a consensus of directly and mate-
rially affected interest has been achieved.
This factor is particularly important for
consideration in military acquisition.

With theemphasis on voluntary programs,
one must not lose sight of the fact that the
government playsacontinuing and impor-
tant role in the national standards system.
Since its inception, ANSI has enjoyed a
cooperative relationship with government
at all levels. At the federal, state, and local
levels, many departments and agencies

2-3

have chosen to become members. In the
field of acquisition, both the Department of
Defense and General Services Administra-
tion (GSA) belong and take anactive roic in
the governance of ANSI as participa-
ting members of the institute’s Govern-
ment Member Council. Government mem-
bers also serve on the institutes board of
directors.

The voluntary system is never completely
satisfied with its progress; nor is ANSI,
which faces a growing number of chal-
lenges from both increasing demands and
financial limitations. However, progress
and improvements continue to be made.
The ANSI membership numbers more than
1,300 individual companies, 250 organiza-
tions, and 30 government agencies. Publi-
cation sales reached $8 million in 1991 and
served an ever-expanding world market.
Asabroker and occasional publisher, ANS]
buys its inventory of standards and then
markets them. Publishers share in the rev-
enues. The number of ANSI-approved
American National Standards continues to
grow and is now close to 10,000. There
is also encouraging growth in ISO/IEC
international standards.

Critical growth opportunitiesliecin the area
of international standards administration
and participation. The institute’s alloca-
tion of resources to international standard-
ization programs has grown from 25 per-
cent to 64 percent of its funds. The ANSI's
total budget has increased by 50 percent
since 1988.

2.6 References

1. NIST Special Publication 806, Standards
Activities of Organizations in the United States.
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20 Major Nongovernment Standards Developers

Aerospace Industries Association

American Association of Cereal Chemists

American Conference of Governmental Industrial Hygienists
American National Standards Institute

American Oil Chemists Society

American Petroleum Institute

American Railway Engineers Association

American Society of Mechanical Engineers
American Society for Testing and Materials
Association of American Railroads

Association of Official Analytical Chemists
Costmetic, Toiletry and Fragrance Association
Electronic Industries Association

Institute of Electrical and Electronics Engineers
National Fire Protection Association

Society of Automotive Engineers

Technical Association of the Pulp and Paper Industry
Underwriters Laboratories

United States Pharmacopeia

Number of
Standards

3,000

370

American Association of State Highway and Transportation Officials 1,100

700
1,400
365
880
300
745
8,500
1,350
1,900
800
600
575
275
5,100
270
630

4,450

Figure 2-1
2-4
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INTERNATIONAL STANDARDS

3.1 Background

Defense Acquisition and Standards Man-
agement personnel are aware that there are
literally hundreds of international bodies
developing standards. A large portion of
these are treaty organizations that the
United States Government supports. In
some instances, such as with NATO, the
United States Government is a major con-
tributor. The NATO standardization will
becovered inaseparate section of thesource
book.

This publication limits its scope to the two
major, nongovernmental voluntary groups
and oneintergovernmental group that pro-
mote most of the standards with which
Military Acquisition deals in its normal,
non-classified areas. The ISO and IEC are
the nongovernmental groups. The inter-
governmental group is the International
Telecommunications Union (ITU).

As mentioned earlier, ISO and its electrical
counterpart, [EC, are the prime sources of
international voluntary standards and the
nongovernment organizations to which
ANSI and the United States National Com-
mittee of IEC are dedicated.

Through increasing technical participation
and international leadership (particularly
the acceptance of key secretariats and ad-
ministrative responsibilities), ANSI has
emerged as one of the leading partners in
international industrial standards devel-
opment and application. The United States
is in a similarly favorable position in the
ficld of telecommunication standards.
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In less than a decade, telecommunications
has turned from a government-dominated
technical area to one that is fast approach-
ing complete privatization. Standards are
developed within a series of national insti-
tutions and are eventually approved by the
International Telegraph and Telephone
Consultative Committee (CCITT) and the
International Radio Consultative Commit-
tee (CCIR) or the ITU. As the international
treaty organization, ITU continues to as-
sert preeminence in setting international
telecommunications standards.

Avariety of U.S. private entitieshave mem-
berships in the committees of ITU, but the
functions are administered by the
State Department through U.S. national
committees (e.g., USNC-CCITT). When
national representation is required, the
United States is represented by the State
Department.

In this country, following the divestiture of
AT&T, the ANSI Accredited Standards
Committee on Telecommunications (T1)
was formed to develop the network stan-
dards previously undertaken by the Bell
System. (The sponsor of this committee is
the Exchange Carrier Standards Associa-
tion, which also provides the secretariat
functions.) Committee T1 develops in ex-
cess of 90 percent of the United States tech-
nical contributions to ITU through the
Department of State. Together with the
Telecommunications Industries Associa-
tion (TIA), another ANSI-accredited orga-
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nization, T1 constitutes the standards de-
velopment process for telecommunications
in the United States.

3.2 U.S. Participation in
International Technical Activities

The United States positions in SO techni-
cal committees and subcommittees are for-
mulated by U.S. Technical Advisory Groups
(TAGs). These groups are organized and
administered under ANSI due process
procedures. When possible, TAGs are as-
signed toorganizations developing national
standards in the same or compatible fields.
The ANSI depends on its standards devel-
oping members for administration of these
groups.

The TAG activities are coordinated by U.S.
TAG administrators appointed by ANSI
ensure procedural compliance. Figure 3-1
contains the approved functions of US.
Technical Advisory Groups.

The ANSIcan provide Defense Acquisition
and Standards personnel with current lists
of US. Technical Advisory Groups and
their administrators and topics covered.
The ANSI can also arrange liaison meet-
ings, if necessary.

3.3 Standardization and U.S. Global
Competitiveness

Changes in the political structure of Eu-
rope, the virtual collapse of traditional col-
fective alliances, the rapid growth in inde-
pendent economies, and the emergence of
regional economic rivalries have created a
more competitive standards environment.
Awareness of these factors has been sharp-
ened by the European Community’sdevel-
opment of a single, internal market with
new systems of standards and conformity
assessment.

This development has, in turn, brought
aboutasignificantincrease in international
standardization. Emergence of a global
marketplace presents new challenges to
the U.S. standards community and espe-
cially to its international interface organi-
zation, ANSL

3.4 ANSI - Key to International
Participation

The ANSI has the global relationships and
programs to offer unique opportunities to
handle changes taking place throughout
the world—in emerging, unified Europe
and other important geographic regions,
Pacific Area Standards Congress (PASC) in
the Pacific Ocean area and Pan American
Standards Commission (COPANT)in Latin
America. While still under development,
the North American Free Trade area is
another important region in which ANSI
has been actively involved (ANSI's global
relationships and relations are shown in
Figure 3-2.).

The ANSI is the U.S. member of 1SO and
JEC. The [EC was formed before ANSI, in
1906, and a national committee (USNC-
[EC) was formed to carry on activities. In
1931, USNC-IEC was placed under ANSL.
The ANSI has borne full responsibility
for IEC dues and for the administration of
the USNC. IEC is composed of more than
40 national electrotechnical committees
that are heavily involved in industrial
standardization.

The ANSI helped found ISOin 1946, and is
solely responsible for the U.S. share of its
dues. The ISO has grown to a worldwide
federation of 86 countries. Itis devoted to
producing standards that facilitate interna-
tional exchange of goods and services, and
it cooperates in myriad scientific, techno-
logicai, and economic activities. Its work
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Global Relationships
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Figure 3-2 shows the unique global coverage of ANSI to all geographical areas of trade and
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covers all areas of technology, except those
handled by IEC.

3.5 U.S. Leadership and Participation in
International Standards

The ANSI holds participating or observer
status on 95 percent of ISO’s technical com-
mittees and 100 percent of IEC’s. Asshown
in Figures 3-3, 3-4, and 3-5, the United
States does not hold the greatest number of
international technical committee secretari-
ats; however, it is clearly superior in pro-
ducing standards and is the lead producer
of pages of technical text. By personal
example and leadership, ANSI secretariats
built a record of having the shortest elaps-
ed time in developing and delivering 1ISO
standards.

The ANSlisdeeply involved inmany inter-
national standards activities essential to
military as well as nongovernment sectors
of society. In the top 10 U.S. import and
export trade areas identified by the U.S.
Department of Commerce, the United
States has a strong degree of influence and
provides creative leadership.! By adminis-
tering secretariats and chairing ISO and
IEC technical committees and subcommit-
tees, the United States helps drive stan-
dards activities in such important industry
sectorsascivilianaircraft, enginesand parts,
computers, and peripherals and parts.

The United States has a strong, proactive
influence in the development of standards
in the economically important areas of plas-
tics, automobiles, petroleum, fuels and lu-
bricants, electric machinery, and telecom-
munications.

Figures 3-6 and 3-7 show U.S. leadership
positions in major export/import catego-
ries of importance to global commerce, as
well as to America’s global competitive-
ness.

3.4

3.6 Adoption of International Standards

In accordance with its due process and
consensus principles, ANSI must take ad-
ditional steps before deciding to adopt an
international standard. International prod-
ucts result from agreements between the
member bodies of ISO or the national com-
mittees of IEC. Following approvai at the
international level, a standard may be sub-
mitted to ANSI for approval as an Ameri-
can National Standard. International stan-
dards may also serve as the basis of na-
tional standards. Adoptionby reference, in
whole or in part, is acceptable procedure
and accepted practice. Concurrent na-
tional-international review and processing
is also possible in certain high-tech fields.
The prime consideration, as in all areas
of standardization, is ANSI’s objective
of achieving consensus approval of all
known and materially affected or concerned
interests.

In the practical world of standards applica-
tion, itis important to determine the degree
of equivalency between specific U.S. and
ISO/IEC/CCITT standards. This factor is
critical when international standards are
proposed for military acquisition action.
The international (ISO) definitions of cat-
egories of equivalency of national and in-
ternational standards are as follows:

(a) Identical. The United States standard
corresponds to the international standard
exactly as an authentic translation with
identical content and presentation.

(b) Technically Equivalent.The United
States standard corresponds to theinterna-
tional standard so that what is acceptable
to one standard is acceptable to the other,
and vice versa.

(c) Partially Equivalent.TheUnited States
standard is technicallyt equivalent in part
to the international standard.
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EXPORT CATEGORIES

PROACTIVE LEADERSHIP
Civilian Aircraft, Engines
and Parts, Computers,

Peripherais and Part
STRONG INFLUENCE 32.4% efipherals and Parts

Semiconductors, Qil Drilling,
Mining and Construction
Machinery \

47.2%

"‘VERY STRONG INFLUENCE
Chemicals, Automobiles
54.4% and Automotive Parts,
Fuels and Lubricants,
Electric Machinery,
Telecommunications

Figure 3-6

IMPORT CATEGORIES

PROACTIVE LEADERSHIP

STRONG INFLUENCE Computers, Peripherals
Textile Apparel and and Parts

Household Goods, Household

and Kitchen Appliances, o
Semiconductors, Iron and : 23.8% 7.9%
Steel Products

Qe VERY STRONG INFLUENCE
Fuels and Lubricants,
68.3% Chemicals, Automobiles
and Automotive Parts

Figure 3-7
3-8
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(d) Related. The United States standard is
related but not equivalent to the corre-
sponding nternational standard.

The ANSI technical analysis of approxi-
mately 7,300 ISO and 1EC standards, while
not completed, indicated the following
sample study results:

e 22 percent are identical or technically
equivalent to U.S. standards.

¢ 33 percent are partially equivalent or
related to US. standards.

* 45 percent are not equivalent.

These numbers will change as the drive
toward international standards becomes
more universal and as voluntary regula-
torv adoption methods become more
equivalent. Itispresumed that U.S.equiva-
leney figures will, in time, be similar to
those of other highly industrialized coun-

LN,

3.7 Acceptance of U.S. Standards
Technology

Prior to EC-92, the path to international
standards success was largely dependent
on the motivation of U.S. industry and the
standards community to participate and,
even as today, on the availability of techni-
cal and financial resources. The AXNST had
much more control over America’s stan-
dards destiny. It dealt with nongovern-
mental international standards organiza-
tions in which the United Stateshad astrong
voice in policy, procedures, and overall
governance.

The European goals of economic unifica-
tion and establishment of a single market,
commonly knownas EC-92, broughtadded
attention to international standards and
significantly changed the way the process

39

willbe carried out. In 1989, ANSIHaunched
its own EC-92 program te provide its cop-
stituency, the United States voluntary sys-
tem, with the means to compete in the
changing global marketplace and toensure
access to timely informationand improved
coordination with Europe.

The European Community acted to reter
the task of developing European standards
to its prime regional bodies—CEN,
CENELEC, and ETSIL These bodies are the
key sources of European recommendations
to ISO, [EC, and the technical arms ot ITU.
The U.S.input and access to these groups is
limited because thev are not completelv
open to outside standards bodies. With the
advent of these new European initiatives,
their subsequent impact on relations be-
tween ANSI and European national stan-
dardsbodies, and the opportunity to nego-
tiate standards issucs on a one-to-one ba-
sis, the American battle cry became “For-
tress Europe- Need for Transparency - Trade
Barriers.”

How have things progressed? Are we in
trouble dealing with our counterparts in
Europe? Will U.S. industry be disadvan-
taged or become less competitive?  An-
swers to these questions are encouraging.
In fact, a good bit of progressisbeing made
because of a climate of cooperation and a
series of helpful conferences between ANSI
and European private sectororganizations.

To provide an independent evaluation, the
authors surveyed a representative group
of U.S.international standards participants,
both from organizations and from indus-
try. They also questioned ANSIon submit-
tal of comments on proposed EC standards
and questioned the NIST Office of Stan-
dards Information regarding standards
disputes under the General Agreement on
Tariffs and Trade (GATT) Standards Code.
The re< “ts were as follows:
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(a) The United States international partici-
pants believed there should be access to the
EC’s standards development process at
working levels. The ultimate goal should
be to have all regional bodies that develop
standards work under ISO, IEC, or ITU, or
under their procedural guidelines.

(b) Respondents wereactive in anumber of
international forums. The ITU and the UN
Economic Commission for Europe (ECE)
were most often cited in addition to [SO
and IEC. Coordination of activities was
accomplished under procedures of the
United States State Department, USTR,
NIST, and ANSL

(c) Respondents indicated that access was
improving and that they had little diffi-
culty making their views known to Euro-
pean grouns. Some indicated that direct
participatio:. had been granted in specific
instances. While many had participated or
presented comments, they preferred inter-
national and opposed regional programs.

During the period of a year, only 12 formal
comments on Europeanstandardshad been
received by ANSI and submitted to CEN
and CENELEC. This record is not one of
dissatisfaction. Additionally, during the
13-year life of the GATT Standards Code,
only three standards cases were brought
before the GATT Committee on Technical
Barriers to Trade. None of these cases went
through the formal dispute settlement.
There are no cases pending.

Collectinginformationon work in progress
and on the status of standards under devel-
opment is a prime difficulty for smaller
groups and companies without European
subsidiaries or trade ass. ciation connec-
tions. Information gathering, analysis, and
follow up is expensive. Little evidence of
networking was presented. The most often
voiced need was for development of a

single, electronic data base of information
on standards and work in progress. Some of
indicated this service mightbe provided by
government, especially if military and in-
dustrial data bases are consolidated.

The survey and personal interviews in ku- .L
rope demonstrated that working agree-
ments do exist between [EC/CENELEC
and ISO/CEN to focus standards develop-
ment internationally rather than region-
ally. Thesc agreements arc under review to ol
strengthen internationalization.

3.7.1 Air-Conditioning and Refrigeration
Institute (ARI) Case Study - A Response
to the EC-92 Challenge

The ARl is a national industry trade asso-
ciation representing the producers of more
than 90 percent of U.S.-made central air-
conditioning and commercial refrigeration
equipment. The ARI is a standards-devel-
opingorganizational member of ANSI, hav-
ing published more than 60 industry stan-
dards relating to the performance testing
and rating of specific products. The ARI
administers more than 20 product-rating
and labeling-certification programs that
provide, through independent testing or-
ganizations, verification of the performance
ratings determined by the manufacturers
of products conforming to ARI standards. L4

Early in 1989, the ARI board of directors

decided that it was necessary to become

actively involved in the international stan-

dards development activities of both 1SO °®
and [EC. It provided the resources to hire

an international standards manager to ex-

pedite the development of proposed in-

ternational standards. The AR realized that

an effective way to impact the develop- °
ment of foreign national and regional stan-

dards was to actively participate and con-

tribute to the development of international

standards in 1SO and TEC.

3210
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The development of the European
Community’s single market and the conse-
quent need for implementing standards
and conformity assessment procedures cre-
ated a significant demand for new stan-
dards in Europe. The European standards
organizations, CEN and CENELEC, re-
sponded to the initial challenge. When the
United States realized that the standards of
these bodies would be developed behind
closed doors, with no opportunity for U.S.
participation, itfirmly promoted the devel-
opment of those standards and the adop-
tion of international standards by the Euro-
peans. Subsc ently, the European Com-
missionagr..u torely oninternationalstan-
dards and to develop European standards
only if international standards were non-
existent and could not be developed in a
timely manner.

The ARI was aware of several standards
development projects in CEN committees
whenitbegan to accelerate its participation
in ISC subcommittees. The ARI proposed
29 new projects to the ISO technical com-
mittee to develop international standards
forrefrigerationand air-conditioning equip-
ment. The ARI also identified 12 projects
for priority development and offered to
draft proposed standards for those 12 prod-
uct categories in order to expedite the de-
velopment of international standards. To
date, five draft documents are under devel-
opment in ISO subcommittees and seven
drafts have been prepared for subsequent
international work.

The Europeans recognize that they do not
have the resources to participate in both
ISO and CEN standards activities and they
areinmany casessatisfied with the progress
being made in ISO. Therefore, the EC ap-
pears to be relying on the ISO standards
development process for the standards it
will need to implement its directives.

In the electrical safety area, ARl is actively
participating in the appropriate subcom-
mittee of IEC and has guided the develop-
ment of a safety standard covering air-
conditioners, heat pumps, and dechumidi-
fiers through the approval process. This
standard, based on requirements from a
U.S.-Canadian binational standard, had
been modified to meet the demands of the
CENELEC committee that was developing
a similar standard. The CENELEC will
adopt the IEC standard and thus accept the
provisions that were based both on the
United States-Canadian requ’ ‘ements and
on those that had already been developed
by CENELEC.

The United States took a leadership role in
ISOand IEC toaccomplish these objectives.
The United States holds the secretariat for
the IEC subcommittee and expeditiously
carried out the administrative work re-
quired for the development of the stan-
dard.

The standardization activities of ARl have
been planned to support its current certifi-
cation activities. The ARI is proposing to
have its programs based on conformity
withISOinternational standardsrather than
its current ANSI-approved standards. In
Europe, a conformity assessment program
based on international standards is also
being formulated. The United States pro-
gram is expected to work out a mutual
recognition agreement with Europe, which
will make the ARI certification program
acceptable for the European marketplace.
The international IEC safety standard is
expected tobe adopted by the EC Common
Market. The international IECEE certifica-
tion scheme—discussed in Annex G—in
which both the United States and Canada
have membership, is expected to become
theaccepted program for worldwide safety
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conformity. This acceptance will allow
continued use of the current product safety
certification arrangements of ARl mem-
bers.

The ARI case demonstrates how an indus-
try sector can and has worked to prevent
potential barriers to trade resulting from
EC-92 plans, and how industry can work to
integrate current U.S. conformity assess-
ment procedures into internationally ac-
cepted certification systems.

3.7.2 Association for the Advancement
of Medical Instrumentation (AAMI)
Case Study

The AAMI is a voluntary association com-
posed of more 3,000 individual members,
175 manufacturing members, and 250 hos-
pitals and other nonprofit health care facili-
ties. In its total membership structure, the
organizationrepresents 2,000 hospitalsand
roughly 500 manufacturers. It includes
agencies of government bodies; for ex-
ample, the federal Food and Drug Admin-
istration, and medical societies. Leader-
ship and initiative in a complex, competi-
tive technical area by AAMI has brought
the United States to a strong competitive
leadership position in international medi-
cal device standards.

Standards are important to AAMI because
of its applications in communicating medi-
cal device information, its role in domestic
and international trade, and its contribu-
tions to the European Community plans
forasingle, integrated market by the end of
1992.

The AAMI has developed a proactive
program of participation and administra-
tive leadership in international standards.
It is keenly aware that the European
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Community has an especially strong influ-
enceinworld standardsthrough CEN. First,
CEN is composed of the European mem-
bers of ISO and IEC, the lead international
standards developers. They can, and at
times do, act in consort in ISO technical
activities, providing a convenient block of
influence. Second, CEN receives mandates
from the EC to draw up European stan-
dards for use in the context of harmonized
technical directives. In medical devices,
CEN has a target of completing 36 man-
dated standards by the end of 1992 and has
12 drafts at the final step of the procedure.

The AAMI's international program is in-
tended to make sure that U.S. interests
have a strong voice in ISO and IEC stan-
dards and have access to and influence
over CEN and CENELEC standards. Be-
cause of the overriding priority for interna-
tional (as contrasted with regional) stan-
dards and the close-working relationships
between CEN/ISO and CENELEC/IEC,
the AAMI program is succeeding. The
common goal in harmonization of stan-
dards is to make it possible for a manufac-
turer to design a product for all markets
according to one standard or regulation.
The goal of AAMI is to harmonize stan-
dards in all markets of the world.

The AAMI has succeeded in influencing
standardsatISO,IEC,and CEN/CENELEC
levels. Its national programs are well
grounded, well supported, and active at
the international level. The AAMI is in-
volved with two ISO committees that have
been successful in their relations with cor-
responding CEN committees:

(1) The ISO/TC 194 on biocompatibility,
forwhich AAMIis U.S. Technical Advisory
Group administrator, was formed in 1989
and predates its CEN counterpart. The
CEN committee to date simply monitors
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ISO work and ballots ISO documents for
CEN adoption. The AAMI provided the
convener for the key working group that
developed the overall TC 194 standard on
selection of biocompatibility tests.

(2) The ISO/TC 198 on sterilization, for
which AAMI provides the international
secretariat, was formed in 1990, after its
CEN counterparts. Coming along after the
CEN work had begun has made the U.S.
task more difficult. While there will prob-
ably be separate ISO and CEN standards
for sterilization, they are closely harmo-
nized. There is no question that the CEN
standards havebeeninfluenced by thework
of TC 198. In addition, AAMI has been
able to send U.S. experts to virtually all
CEN working-group meetings, either as
representatives of ISO/TC 198 or as U.S.
representatives.

The AAMI case represents success in gain-
ing access to CEN technical meetings and
ininfluencing developmentof harmonized
medical device standards free of technical
trade barriers. Information on the AAMI
standards program and its interface with
Europeanregional and international groups
(ISO/IEC) may be obtained from the Asso-
ciation for Advancement of Medical In-
strumentation, 3330 Washington Boule-
vard, Suite 400, Arlington, VA 22201.
Phone: 703-525-4890. Fax: 703-276-0793.

3.8 Conclusions

It is apparent from discussions on both
sides of the Atlantic that, in the minds of
professionals, voluntary standards partici-
pation in ISO and IEC is the key to U.S.
interests in influencing the European stan-
dards process, and in strengthening Ameri-
can competitiveness in world markets.
Defense Acquisition and Standards per-
sonnel should encourage industrial par-
ticipation in ISO/IEC to ensure further
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development and availability of sound
international standards that meet military
requirements. Acquisition personnel
should avail themselves of opportunities
to serve on ANSI and USNC-IEC technical
advisory groups to voluntary international
bodies.

3.9 Trouble Spots

While cooperation and accord with CEN
and CENELEC improves and the United
States strengthens its overall position in
Europe, it would be misleading to assume
that there are noexisting programs thatare,
in fact, creating technical trade barriers ei-
ther through standards or conformity as-
sessment requirements. A prominent
group that is causing a problem is a subset
of CENELEC, located in Frankfurt, Ger-
many. It is known as the CENELEC Elec-
tronic Component Committee (CECC).21t
bills itself as the CECC System for Elec-
tronic Components of Assessed Quality.
Among the services it promotes are the
following:

The CECC also promotes a series of active
advisory groups to meet the growing de-
mand of aerospace, telecommunications,
and information technology; defense;
household equipment; and automotive
industries.

Participation in CENELEC and CECC is
limited to members of the European Com-
munity. A company cannot qualify its
products unless its manufacturing facili-
ties are located in an EC country. The U.S.
input to component standards — devel-
oped for European application — is not
possible under CECC procedures.

Steps have been taken in CENELEC-CECC
by the Electronics Industries Association
(EIA) tointegrate CECC standardsand pro-
grams under the auspices of IEC and to
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open CECC approval and Quality Product
Lists to non-European manufacturers and
products. The EIA has presented its case to
the U.S. trade representative for a solution
to the problems under GATT. Details on
CECC are provided in Annex C.

3.10 Aerospace Industries

Arecententry into the dialogue about tech-
nical trade barriers and EC-92 is the Aero-
space Industries Association (AIA). The
AIA is a leading producer of voluntary
standards and conducts the secretariat of
the International Committee for Aerospace

Standards, ISO/TC 20.

The AIA recently published a report en-
titled Impact of International Standardization
and Certification on the U.S. Aerospace Indus-
try.

The executive summary states:

“Today, in standardization as in other
fields, the U.S. is no longer the unques-
tioned world leader, but a strong player
among strong rivals. Standards developed
outside of the United States — particularly
in Europe or in international standards or-
ganizations — are gaining credibility and
acceptance. Key examples are the Joint
Aviation Regulations (JARs) developed in
Europe, and the ISO 9000 series on quality
systems developed by the International
Organization for Standardization. To the
extent that these standards diverge fromor
conflict with U.S. standards and practices,
the U.S. can be at a disadvantage in the
worlid marketplace.”

The study recommends the following:
* Increased industry support for active

participation in international standardiza-
tion/certification arenas.
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* Closer dialogue with European industry
on standards and certification issues.

e Harmonization of U.S. and international
technical requirements.

e Resolution of regulatory and contractual
issues related to ISO 9000 quality system
assessment.

e Communication of aerospace industry
concerns to appropriate U.S. Government
agencies, and professional and trade asso-
ciations.

e Enhanced industry awareness through
gathering and dissemination of informa-
tion by AIA.

The AIA report is a strong call to action by
a leading trade association. Support from
AIA’s underlying membership will
strengthen the U.S. competitive position in
the international aerospace market. The
AIA report is found in Annex F.

3.11 References

1. U.S. Voluntary Standardization System:
Meeting the Global Challenge, published by
American National Standards Institute,
New York, NY.

2. The CECC System for Electronic Con:po-
nents of Assessed Quality - Introduction to the
Systent, CECC - Annex C.
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4

THE DEFENSE STANDARDS SYSTEM

4.1 Historical Perspective

Some people contend that the Department
of Defense Standards System just grew
intothe monolithitnowis. Thisbeliefisnot
the case. There were good reasons for
almost every major change and increase in
size. The DOD, unlike many federal de-
partments, has always had a strong mis-
sion orientation. There is no other depart-
ment that contends with all the debate,
congressional authorization, and subse-
quent appropriations for its resources. The
legislative branch receives the same heavy
scrutiny that Defense receives from every-
one, and especially the press. In times of
trouble, DOD defends and protects us, and
we respond favorably to its budgets. In
hard economic times, we turn away and
appear to expect the defense establishment
to fend off the enemies.

For proper support, for the acquisition of
goods and services, and for the health and
welfare of its personnel, we look to Defense
Acquisition and Standards Management
activities to be carried out in an open and
honest way, making the best use of the
tools at hand. We expect standards that
determine performance, quality and fit-
ness for purpose. We expect conformity
assessment that assures constituents that
professional judgments are sound and will
stand proper review.

The DOD standards effort probabiy began
with development of joint Army-Navy
(JAN) specifications and standards some
50 years ago. The JAN documents were
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intended to institutionalize standardiza-
tion of items and materials in order to im-
prove effectiveness through economies of
scale. Under Public Law 82-435, The Cata-
loging and Standardization Act of 1952, the
Defense Department acknowledged the
need to establish, develop, and maintain a
system of technical documentation “in sup-
port of design, development, engineering,
acquisition, manufacturing, maintenance
and supply management which would (1)
increase efficiency and effectiveness of lo-
gistical support and operational readiness
of the military services, and (2) conserve
resources and money.”

Since 1952, to comply with federal law, all
material (hardware) products and support
services purchased for use by military de-
partments and defense agencies must be
described in sufficient detail to solicit mul-
tiple supply sources and competitive bids
from established, capable defense indus-
triesand commercial producers. Standards
are usually referenced in a contract’s end-
item preduct specification.

4.2 Military Specifications and Standards

During the years, DOD has developed or
adapted more than 41,000 specifications
and standards documents to meet its ac-
quisition needs. These are categorized by
document type as follows:

* Military Specifications (Mil Specs)
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* Military Standards

¢ Federal Specifications and Standards

¢ Nongovernment Standards

* International Standards and Commercial
Item Descriptions

Mil Specs and military standards are writ-
ten and validated in DOD standards man-
agement facilities. Military departments
and Defense agencies function as lead stan-
dardization activities, participating activ-
ity, user activity, or departmental custo-
dian, depending upon their authority. Suf-
fice it to say that a thorough yet cumber-
some series of checks, balances, and review
is actively engaged in the Defense Stan-
dardization System.
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4.3 Nongovernmental Standards

Nongovernmental standards are used in
accordance with provisions of Office of
Management and Budget (OMB) Circular
A-119, which covers federal participation
in and use of voluntary standards. The
DOD personnel participate in more than
200 voluntary organizations. The DOD is
also heavily involved in the work of tech-
nicaladvisory groupstointernational stan-
dards organizations that are administered
by nongovernment groups under the pro-
cedures of ANSI. The DOD lists 1,600 inter-
national standards as having been adapted
for use in defense procurement.
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5

NORTH ATLANTIC TREATY ORGANIZATION
(NATO)

5.1 Introduction

The DOD standards activities are also con-
ducted in support of the NATO Standard-
ization Program. The NATO consists of 14
European countries, the United States, and
Canada. There are more than 320 multina-
tional working groups and committees
sponsored by NATO todevelopSTANAGs
(standardization agreements) and APs (al-
lied publications). There are around 1,900
NATO documents, many compatible with
U. S. Mil Specs and military standards.
Many refer to national standards and specs
for military-use productsissued by various
NATO members. The U.S. Mil Specs and
military standards are often referenced in
NATO documents. Therefore, many U.S.
military-use products are acceptable in
NATO countries.

5.2 Historical Background

Inthe early 1960s, the NATO nations devel-
oped and ratified STANAG 4093 on “mu-
tual acceptance by NATO member coun-
tries of Electronic and Electrical compo-
nents for military use.” Edition 4 of the
4093 document, which is in the final stages
of ratification, specifies a procedure that
includes both product qualification and
acceptance. It also sets forth necessary
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conditions for products to be on reciprocal
qualified product lists. Among the results
of mutually executed agreements under
STANAG 4093 will be the elimination of
nontechnical requirements, the compat-
ibility of assessment procedures and test
methods, and the avoidance of redundant
surveys and audits. The basic concept and
procedures established by STANAG, as
currently applied to military-use products,
can be readily applied to non-military-use
products.

5.3 Future Considerations

Much more could be written about this
collective security arrangement that has
served North America and Europe very
well. However, standards and virtually
every aspect of NATO largely in limbo
becauseof changesin Europeand the former
Warsaw Pact countries. If NATO contin-
ues with a collective peacekeeping role or
some other accepted mission, there will be
little need for acquisition and standards
requirements as we know them today. The
U.S. Department of Defense should moni-
tor these developments closely and be pre-
pared to offer strong leadership in setting
the future course of action.




Standards and Trade in the 1990s

6

INTERNATIONAL TELECOMMUNICATIONS
SATELLITE ORGANIZATION (Intelsat)

6.1 Overview

Intelsat is the not-for-profit commercial
international cooperative that owns and
operates global satellite systems servicing
the entire world.

Intelsat membership totals 124 countries.
Through its network of 19 satellites, it links
more than 170 countries around the world.

There are in excess of 760 earth stations
connected to this global system that are
owned and operated by individual private
companiesand government organizations.
The United States is the largest shareholder.
The COMSAT Corporation is the U.S. sig-
natory and represents U.S. interests at
Intelsat meetings.

The management of Intelsat, which has a
staff of approximately 700, is headquar-
tered in Washington, D.C.
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Representatives of member countriesjointly
develop standards for the system in advi-
sory committees. These standards are fol-
lowed at both U. S. and foreign earth sta-
tions.

The Department of Defense and many for-
eign governments uiilize the Intelsat sys-
tem for day-to-day voice, data, and fac-
simile telecommunications services, and
for specialized governmental communica-
tions. The activities of this international
standards-setting organization are of im-
portance to DOD Acquisition and Stan-
dards.
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7

THE EUROPEAN SCENE

7.1 Background

In the continuing quest for a harmonized
European market economy, a key issue is
Pan-European competitiveness. As com-
mercial trade barriers continue to fall, at-
tention turns to the practical aspects of
expanding into neighboring markets and
leads to discovery of new and complex
technical barriers.

Europe has progressed from a series of
fragmented markets toward a new, har-
monized market. In reality, technical in-
compatibility lingers as a major obstacle for
companies that aspire to European and
worldwide success.

Standardizationis key toovercoming these
problems, boosting competition, and en-
abling European harmonization to become
a practical reality.

7.2 The European Standardization
System

The CEN, CENELEC, and ETSI constitute
a European forum for standardization that
organizes participation of all parties con-
cerned in the development and standard-
ization programs. These parties include
national government authorities, the Com-
mission of the European Communities, the
European Free Trade Association, public
bedies, manufacturers, trade unions, users
and consumers. These parties come together
in 1,500 technical groups to prepare Euro-
pean standards.

The three groups established a high-level
coordination body called the Joint Presi-
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dents Group (JPG) to achieve the coherence
necessary for agreement on key poiicy ori-
entations; to prevent duplication of work;
and to allow a coordinated dialogue with
CEC, EFTA and others. The Joint Presi-
dents Group is supported in its work by
two subordinate bodies, the Joint Coordi-
nation Group (JCG) and the Information
Technology Steering Committee (ITSTC)

THE EUROPEAN
STANDARDIZATION SYSTEM

| CEN | |CENELEC | | ETsi

JPG

ITSTC JCG

Within the Joint Presidents Group, CEN,
CENELEC and ETSI have adopted a five-
mode working approach that lays the
ground rules for technical cooperation in
the production of standards. Depending
on the nature of the project, the three select
a working relationship that can range from
aninformationrelationship toanintegrated
relationship under which a joint working
group is established.

7.3 Worldwide Cooperation

The CEN, CENELEC and ETSI are commit-
ted to promoting worldwide standards
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whenever practicable. The Europeanstruc-
ture broadly mirrors the worldwide struc-
ture. On the worldwide level, each Euro-
pean standards organization has its
corresponding international organization.

| [cenELEC | [ ETSI |
o

The JPG also serves as a coordinating
mechanism enabling the three European
bodies to define common policies and es-
tablish, when necessary, joint delegations
to cooperate with similar groups in other
regions or worldwide.

| ceEN

7.4 CEN—European Committee for
Standardization

The CEN was established in 1961. In 1975,
it moved to Brussels. Its statutes were
published on 29 January 1976. The CEN is
composed of the ISO members of the 12 EC
and 6 EFTA countries.

The CEN encompasses all areas of techni-
cal standardization other than electro-
technical and telecommunications. In the
field of information technology, it works
cooperatively with CENELEC and ETSI
under coordination of the Information Tech-
nology Steering Committee.

The CEN and CENELEC are closely re-
lated, and their programs are complemen-
tary. With the development of the ETSI
program, the three bodies are now referred
toas the the European Standardization Sys-
tem. All three cooperate with the official
member of ISO and IEC. The ANSI cooper-
ates with ETSI primarily through its under-
lying membership and its accreditation of
the Accredited Standards Committee on
Telecommunications (T1).

7-2

The CEN members are at the grass roots of
standards development. This organization
allows all parties to meet and formulate
standards, and contribute to European and
international standards. Standards reflect
the state of the art. Memuers seek to pro-
mote the practical application of their stan-
dards, and the state of the art can only be
reflected if those who contribute to techni-
cal progress at the grass-roots level have
access to the various bodies responsible for
standardization.

The basic objectives of CEN standardiza-
tion activities are as follows:

(a) To harmonize the national standards
and technical documents of its members by
promoting implementation of international
standards prepared by ISO, avoiding as far
as possible any duplication of work at the
European level; and by preparing new Eu-
ropean standards when no suitable inter-
national standard exists.

(b) To create and implement procedures
for the mutual recognition of test results
and certification systems.

The CEN Central Secretariat serves the cen-
tral management structures. The CEN also
has four Associated Standards Bodies to
which the drafting of standards in special-
ized areas has been delegated. They are
AECMA—European Aerospace Industry
Association; ECISS—European Commit-
tee for Iron and Steel Standards; WE/EB—
Western European Edifact Board; and
EWOPS—European Workshop for Open
Systems.

The administration of CEN is financed by
the national members, through contractual
relations linked to the preparation of man-
dated standards, by the Commission of the
European Communities, and the EFTA Sec-
retariat. Additional informationon CENis
in Annex A, CEN Annual Report 1991.
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7.5 CENELEC—European Committee for
Electrotechnical Standards

The CENELEC, composed of the 18 na-
tional electrotechnical committees of EC
and EFTA countries, is the bridge to [EC. It
is responsible for European standardiza-
tion and conformity assessment in the elec-
trical, electronic and allied fields. The
CENELEC enjoys an active industrial sup-
portbasein a technology heavily standard-
ized and regulated in public utility applica-
tions. The CENELEC was in existence in
the late 1950's and legally formed in its
present statutes in 1973. It is located in
Brussels.

The work of CENELEC closely parallels
that of CEN, with the addition of a strong,
well-organized European body—the Elec-
tronic Components Committee (see 3.9,
Trouble Spots). CENELEC and CEN are
mandated by the EC and EFTA to develop
standards needed in their respective regu-
lations and mandatory programs.

It is important to recognize the legal and
highly institutionalized liaison that exists
between the European Community and
CEN/CENELEC. The standardization
policy followed by the EC since 1983 is
based on three fundamental documents
with which Defense Acquisition and Stan-
dards Management should be familiar:

* Directive 83/189 laying down a proce-
dure for the provision of information in the
field of technical standards and regula-
tions.

* The conclusions of the EC Council on 16
July 1984 setting out the broad lines of
Community standardization policy for fu-
ture years, and containing this important
sentence:

“The Council believes that standardization
goes a long way toward ensuring that in-

dustrial products can be marketed freely
and also toward creating astandard techni-
cal environment for undertakings in all
countries, which improve competitive-
ness....”

¢ The Council resolution of 7 May 1985
recommending reference to standards in
Community harmonization and describ-
ing the methods to be followed. (The com-
picte text of Council documents, plus an
excellent history of the European Standard-
ization System may be found in the CEC
Document, Common Standards for Enter-
prise, by Florence Nicolas and Jacques
Repussard, Office for Official Publications
of the European Communities L-2985 Lux-
embourg.)

The most comprehensive information on
the structure, programs, financing and fu-
ture outlook for CENELEC is contained in
its 1991 annual report (see Annex B).

A particularly significant user group de-
veloped and supported by CECC is the
Military Usage and Harmonization Advi-
sory Group (MUAHAG). The MUAHAG
is designed to ensure maximum utilization
of the CECC system in specifying and as-
sessing electronic components for military
usage in member countries. This group,
along with the use of preferred product
lists (PPL) of components to which U.S.
manufacturers are excluded, constitutes a
very ettective technical barrier to trade.

The MUAHAG receives guidance and sup-
port from two subsets of NATO—the Inde-
pendent European Program Group (IPEG)
and the European Defense Industry Group
(EDIG). (The United States is excluded
from participating in these groups.) The
user-group influence onNATO, along with
recommendations for corrective actions that
may be presented to the Defense Depart-
ment follow in a separate section of this
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book. Figure 7-1 gives a summary of
MUAHAG.

7.6 ETSI—European Telecommunications
Standards Institute

At first glance, ETSI may seem like the new
kid on the block, having been created in
1988. Inreality, the technology it serves has
been highly organized since 1872 when the
International Telecommunications Union
was formed as an independent body. The
iTU became a part of the United Nations
after World War II. When one talks tele-
communications standards it is necessary
to introduce the International Telegraph
and Telephone Consultative Committee,
[TU’s technicalarm. The CCITTand JTC 1,
the ISO/IEC joint technical committee on
informationtechnology, are commonly rec-
ognized by telecommunications standards
participants as the most significant organi-
zations for development of global industry
standards.

In 1947, the European Commission issued
a paper on developing the Common Mar-
ket for telecommunications services and
equipment. It recommended establishing
an organization to set telecom standards
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for the whole of Europe and to accelerate
the process of technical harmonization. In
1988, ETSI was established and located in
the South of France.

The ETS' has pioneered a new approach to
standards making. Whereas traditionally
standards were developed and promul-
gated in Europe by Government Postal and
Telecommunications Administrations, the
ETSI membership is open equally to public
network operators, manufacturers, users,
private service providers and researchers.

The ETSI has a membership of 300 Euro-
pean-based manufacturers and telecommu-
nications service companies. It has associ-
ate members and regularly invites inter-
ested parties from around the world to its
assemblies. From the United States, for
example, the following are included: Tele-
communications Industries Association,
ANSI-USA, T1-USA, CBEMA-USA, and
ECSA-USA.

General informationon ETSlis provided in
Annex D. Anin-depth report prepared by
the U.S. Organization for CCITT, entitled
CCITT Interactions with other Standards
Organizations, appears Annex E.
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What Is MUAHAG?

The Military Usage and Harmonization Advisory Group (MUAHAG) is subsidiary to CECC CD
(Comite’ Directeur) the system’s management committee. The main functions of MUAHAG may be
summarized as:

{1) Ensure the maximum utilization of the CECC system in the specification and assessment of
electronic components for military usage in member countries.

(2) Agree to a common "Preferred Products List" (PPL) if CECC-qualified components for use in
current and future collaborative and single-country military equipment.

(3) Ensure, firstly, the maximum usage of components listed in the MUAHAG PPL Volumes, in
military equipment under development and/or in production, under both international collabora-
tive and national projects. Secondly, in any applications where no preferred component is suitable,
ensure maximum usage of other CECC-qualified components.

(4) Agree on specific components, or ranges of components, to be recommended to member
countries as suitable for future equipment projects and for qualification approval against current or
potential future CECC specifications.

{31 Develop, with the guidance and support of the Independent Earopean Programme Group
(IEPG) and European Defence industry Group (EDIG), methods of ensuring effective use of the
PPLs, e.g., harmonized componenti selection precedures for project usage and logistic support.

(6) Advise CECC CD and its technical Working Groups on matters relating to utilization of the
CECC system by Western European military authorities.

The MUAHAG has existed since 1980, in which time it has completed the task of producing the
common PPL for most classes of components in current use, and is also achieving very consider-
able agreement in the area of future component requirements.

It is encouraging to note that the IEPG (comprising representation from all European national
governments who participate in NATO project procurement and logistic planning) and EDIG
{representing the defence industries of the same countries) fully endorse and support the
MUAHAG objectives.

The MUAHAG comprises national representatives from the military standardization agencies in
Denmark, France, Germany, Italy, Netherlands, Norway, Sweden, and United Kingdon, together
with liaison members from the European Space Agency (ESA) and the CECC Telecommunications
Group, and correspondence members in Switzerland.

Component family volumes of the PPL are being published and updated progressively, and their
availability is reported elsewhere in this leaflet.

Members of the equipment industry and component industry involved in defence projects are
invited to use the PPL and to send any comments on the list or on the scheme, in general, to their
national representatives.

Figure 7-1
7-5
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Why is MUAHAG Publishing a PPL?

(1) It saves time and money as well as making good logistic sense for the designers and manufacturers of
European Military equipment to use electronic components that are readily available from European Compuo-
nent Manutacturers.

(2) It 1s equally good logistic sense for European military authorities to procure the electronic components
that they require to service their equipment from European sources.

(3) It is good quaiity and reliability sense for both manufacturers and military users to buy qualified and
assessed CECC specified components.

(4) Maximizing the military usage demand for the preferred products should lesd to economics of scale in
manufacture, increasing user pressure for price reductions.

Who Needs to Know About and Use the PPL?

(1) Military procurement authorities.
(2) Military equipment designers, production engineers, and component-buying departments.

(3) Engineers and buyers having similar responsibilities for equipment that normally incerporates military-
8 y 3 g ) 3
grade electronic components.

{4) The component industry’s marketing organization because it will indicate likely military preferences in
new technologies.

Is the PPL Available?

(1) The PP'L is being published in separate volumes for each major component family.
(2) The following volumes have been published:

Vol 0. Introduction

Vol 1. Capacitors

Vol 2. Resistors

Vol 3. Connectors

Vol4.  Magnetic Components
Vol 5. Relays

Vol 6. Piezo-Electric Devices
Vol 7. Integrated Circuits

Vol 8 Switches

Vol 9. Discrete Semiconductors
Vol 10, Opto-Electronic Devices
Vol 11. Filters

Vol 12. Microwave Components

These volumes may be purchased from the General Secretary, CECC, or from the Suppoit Services (PI'L)
(See membership list for addresses and telephone numbers.)

(3) The following volumes are being prepared:

Vol 13. Servo Components
Vol 14. Sensors

Vol 15, Batteries

Vol 16. Printed Wiring Boards

Figure 7-1
7-6
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8

CONFORMITY ASSESSMENT

8.1 Conformity Assessment: Philosophy
and Terminology in the United States and
Other Countries

In many countries, certifying the confor-
mity of products and services toaset of one
or more standards improves the flow of
product- or service-related information
between the manufacturer/supplier and
thebuyer/consumer. Certificationcanalso
enable exporting countries to secure access
to foreign markets. Certification can have
a major impact on trade.

Certification systems, in most parts of the
world, are operated directly or indirectly
under the auspices of the national stan-
dards body, which is generally also the
member body of ISO. In the United States,
standards development took a different
path, and the U.S. system is structured very
differently from most other countries. Asa
partial result, the term certification has,
until very recently, had a different mean-
ing in the United States, as has the term
conformity assessment.

The term conformity assessment was de-
veloped by the ISO Committee on Certifi-
cation (CERTICQO), which was later re-
structured as the ISO Council Committee
on Conformity Assessment (CASCO). The
term was developed to better describe the
expanding activities that now comprise
what was known internationally as certifi-
cation. Conformity assessment includes
such activities as testing; inspection; cali-
bration; certification; quality system man-
agement evaluation and registration; and

the related accreditation of laboratories,
certification programs, and quality system
registration programs.

To appreciate the extent of conformity as-
sessment, it is helpful to review a bit of
history in order to better understand the
differences between the earlier definition
and use of the term certification by the
United States and other countries.

In 1946, the American Standards Associa-
tion (ASA), ANSI's predecessor, established
an autonomous sectional Committee Z34
in accordance with ASA board policy. In
1947, Committee Z34 stated in its Z34.1
standard, American National Standard
Practice for Certification Procedures, that

“certification is employed in this
document broadly to include any
representation of approval, en-
dorsement, recommendation or
listing. This American Standards
Practice sets forth the approved
procedure to be followed in certi-
fications to the public represent-
ing by any means or terminology
conformance of a product, article,
commodity, orservice withappli-
cablestandardsbased onadequate
and independent sampling and
examination by an impartial and
competent agency.”
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By introducing the concept of an impartial
and competentagency other than thebuyer
or seller, the Z34.1 standard established a
role for animpartial third party in certifica-
tion. This role included (1) testing or in-
spection to ascertain initial conformity to a
standard(s); and (2) periodic sampling and
retesting to assure continued product con-
formity.

Recently, industry and others have come to
formally recognize that assurance of con-
tinued product conformity depends not
only on periodic sampling and retesting,. It
also depends on the effectiveness of a
supplier’s quality management system.
Among the more recent international stan-
dards have been those in the ISO 9000
series for quality management. These ge-
neric standards could ultimately replace
the U.S. industry interpretation of the cur-
rent ANSI standards that address quality
system requirements. This topic is dis-
cussed in more detail later.

In 1969, a reactivated Z34 Committee fur-
ther defined certification in the United States
with the publication of American National
Standard Practice for Certification by Pro-
ducer or Supplier, Z34.2. This standard
defines a procedure whereby certification
of a product’s or service’s conformity to
designated specifications or other criteria
can be administered by the supplier or
producer of the product or service (a proce-
dureoften known as self-certification). This
standard defines certification as “the pro-
cedure by which a product or service is
certified.” Initial testing or inspection is
left to the supplier; and continuing evi-
dence of product conformity is based on a
required, but mostly undefined or generic,
quality control/assurancesystem. Asnoted
above, however, industry may come to use
the 1SO 9000 standards to interpret such
quality system requirements.

In October 1982, OMB issued Circular A-
119, Federal Participation in the Develop-
ment and Use of Voluntary Standards.
Under its term, the Secretary of Commerce
is charged with coordinating and imple-
menting the circular’s terms. The Federal
Interagency Committee on Standards< Policy
(ICSP) is the coordinating mechanism to
advise the Secretary in implementing
policy. In 1987, at the urging of [CSP, ANSI
Z34.1, American National Standards for
Certification—Third Party Certification
Program, was revised. The purpose of the
revision was to harmonize the standard
with the 1984 Guidelines for Federal Use of
Private Sector Third Party Certification
Programs developed by ICSP. The later
document was published in response to
certain obligations that the U.S. Govern-
mentundertook insigning the international
Agreement on Technical Barriers to Trade.
This agreement,}! popularly known as the
GATT Standards Code, or just the Stan-
dards Code is administered under the Sec-
retariat of the General Agreement on Tar-
iffs and Trade. The 1984 guidelines define
certification as “the procedure by which
written assurance is given thata productor
service conforms to a standard specifica-
tion.”

The 1987 version of Z34.1 represents the
current U.S. private-sector definition of cer-
tification. However, GATT defines cer-
tification in Annex 1 Terms and Their Defi-
nition for the Purpose of This Agreement
differently. The GATT definition is based
upon the 1991 edition of the ISO/1EC Guide
2 - General Terms and Their Definitions
Concerning Standardization and Related
Activities. Section 13.5.2 in the guide de-
fines certification as the “procedure by
whichathird party gives writtenassurance
thata product, process or service conforms
to specified requirements.”

However, there are certain differences be-
tween the ISO/IEC Guide 2 definition and
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thatused in GATT. A:defined in ISO/IEC
Guide 2, certification covers products, pro-
cesses, and services. GATT deals only with
technical regulations, standards, and con-
formity assessment procedures pertaining
to products or related processes and pro-
duction methods. Standards, as defined by
ISO/IEC Guide 2, may be mandatory or
voluntary. For the purpose of GATT, stan-
dards are defined as voluntary, and techni-
cal regulations as mandatory. Standards
prepared by the international standards
community (particularly ISO/IECand ITU)
are based on the principle of achieving
consensus among all interested parties on
the requirements contained in a standard.
However, GATT also covers international
standardsand related documents notbased
on consensus. Potential differences in the
meaning of such terms as certification and
conformity assessment as used in various
documents and requirements should be
carefully considered, as such differences
can seriously affect the interpretation of a
document. For example, CERTIFICAT—
Product Certification European Directory,
published by AFNOR (the French stan-
dardization body), lists more than 5,000
certified products, 300 certification sys-
tems, and 700 certification bodies related to
existing mandatory or voluntary certifica-
tion in Europe alone.

As noted above, ISO/IEC Guide 2 defines
certification as the “procedure by which a
third party gives written assurance that a
product, process or service conforms to
specified requirements.” The ISO/IEC
Guide 2, therefore, defines certificationas a
third party (not a supplier or buyer) func-
tion. Further, the self-certification process
described in ANSI Z34.2 is defined in sec-
tion 13.5.1 of ISO/IEC Guide 2 as
“supplier’sdeclaration: Procedureby which
a supplier gives written assurance that a
product, process or service conforms to
specified requirements.” To avoid misin-
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terpretation, ISO/IEC Guide 2 added the
following note to this definition: “In order
toavoid any confusion, theexpression ‘self-
certification” should not be used.”

For purposes of GATT, conformity assess-
ment procedures consist of any method
used (directly or indirectly) to determine
that the relevant requirements in technical
regulations or standards are fulfilled. Asso
defined, conformity assessment procedures
would include procedures for sampling,
testing, and inspection; evaluation; verifi-
cation and assurance of conformity; ac-
creditation; quality system evaluation and
registration; and various possible combi-
nations of these procedures.

Theoverall challenge to the United States—
to align its definitions and thinking in con-
formity assessment with current interna-
tional concepts—remains. The latest revi-
sion of ANSI Z34.1 has been harmonized
with international documentation, includ-
ing the 1991 version of ISO/IEC Guide 2. If
approved, the term certification will mean
action by a third party defined in the annex
to ISO/CASCO 179 as a “person or body
that is recognized as being independent of
the parties involved, as concerns the issue
in question. Note - Parties involved are
usually, supplier (‘first party’) and pur-
chaser (‘second party’).” This definition
will require a change in the U.S. view of
what certification means. It will also modify
thelong-held U.S. philosophy, largely based
on ultimate legal responsibility, that certi-
fication can be performed by a supplier or
a buyer.

8.2 Conformity Assessment in the
United States

An overview of conformity assessment in
the United States reveals thatitis much like
the pluralistic standards development sys-
tem. The U.S. process for providing assur-

e
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ances of conformity with standards and
specifications has been based largely on
agreements. Agreementsbetween firstand
second parties or on regulatory definitions
of what constitutes an acceptable method
of certification have been the norm.

Unlike most other countries, the regulation
of various aspects of public health and
safety in the United States is a function left
by the U.S. Constitution toindividual state
governments. Only when specific aspects
of health or safety are the subject of federal
preemption legislation does the federal
government assume responsibility. When
this situation occurs, safety and health re-
quirementsbecome nationalinscope. Even
when such requirements are nationally
regulated, states sometimes can and do
impose additional requirements. When
regulations address safety and health-
related products and services, both federal
and individual state requirements must be
met.

State adoption of voluntarily developed
safety and health standards and codes is
commonplace. States also frequently re-
quire that, when appropriate, evidence of
product, article,commodity, or service com-
pliance to a standard be established by
third party certification programs. Often,
certification programs conforming to ANSI
Z34.1 criteria are mandated. State-man-
dated reliance on independent third party
certification programs to assure initial and
ongoing compliance of products and ser-
vices has been common among the states,
and through state delegations to local gov-
ernments. While state governments have
relied on third party certification, evidence
of conformity on the national level (in both
regulated and non-regulated areas) has
been dominated by the acceptance of (1)
supplier declarations of conformity (self-
certification); (2) acquisition programs de-
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signed to duplicate, in whole or part,
thirdparty certification programs; or (3)
evaluations conducted by federal agencies.

Until recently, third party certification was
primarily used in the United States to dem-
onstrate compliance with state and local
government-mandated use of voluntary
codes. State and local adoption of the Na-
tional Electrical Code is the paramount ex-
ample. More recently, mandatory use of a
third party in various facets of conformity
assessment is increasing as a requirement
for participationinbilateral or international
trade. Such participationrequirements may
in the near future require U.S. third parties
to gain some form of international accep-
tance, even for those third parties that are
recognized by state and local government
mandated programs. Such challenges to
generally accepted U.S. conformity assess-
ment procedures created by international
trade demands must be considered in light
of theireffecton the U.S. industrial system’s
competitiveness.

8.3 Notes

1. The United States is one of many signa-
tories to this internationally binding agree-
ment, which covers most product areas,
though it currently excludes services.

2. The Standards Code requires that each
signatory provide an inquiry point to an-
swer all requests for information about tech-
nical regulations, standards, and rules of
conformity assessment. The U.S. inquiry
point is the Standards Code and Informa-
tion Program of the NIST Office of Stan-
dards Services. An annual GATT Stan-
dards Code Activities is published by the
Department of Commerce.

3. This is a Draft - Rearrangement of ISO/
IEC Guide 2 Sections Concerning Confor-
mity Assessment, prepared by CASCO
Working Group 5, which is to be reviewed
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for possible incorporation into the overall
revision of Guide 2.

4. See NBSIR 87-3608, Index of Products
Regulated by Each State, Maureen
Breitenberg, Editor, U. S. Department of
Commerce, NIST, Office of Standard Code
and Information, Gaithersburg, MD 20899.

5. See NBS 739, Directory of I'ederal Gov-
ernment Certification Programs and NBS
744, Directory of Private Sector Product 1
Certification Programs, Maureen
Breitenberg, Editor, U. S. Department of
Commerce, NIST, Office of Standard Code

and Information, Gaithersburg, MD 20899.
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CONFORMITY ASSESSMENT IN
THE DEPARTMENT OF DEFENSE

9,1 Introduction

Every conformity assessment procedure,
including those described in international
documentation, has been or is being used
by DOD in its procurement functions. The
DOD is the world’s largest buyer (second
party) of products and services. Require-
ments for all DOD-procured products and
services are developed either directly by
DOD or are adopted from the vast number
of technical specifications and standards
documents developed by the private sec-
tor. In addition to developing its own
product qualification and certification pro-
cess, DOD has also adopted national and
international conformity assessment docu-
ments, such as ANSI Z34.1 and ISO 9000,
forappropriate contractual application use.

The DOD certification process is carried
out under the quality assurance functions
of DOD’s Defense Logistics Agency (DLA).
The DLA performs such functions foritself,
the National Aeronautics and Space Ad-
ministration (NASA), other federal agen-
cies, and foreign governments. Its work
force of 8,000 quality assurance personnel
coverssome 17,000 contractor facilities that
have contracts requiring DLA certification.

Based on many years of quality assurance
experience, DLA has developed confor-
mity assessment methods that mitigate the
repetitive use (with attendantcosts) of such
procedures as sampling, testing, and in-
spection. The development of the Quali-
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fied Product List (QPL)isanexample. Once
the DOD certification process is complete,
productscanbe purchased from those listed
ona QPL without need for further certifica-
tion procedures. The Qualified Manufac-
turers List (QML), another quality assur-
ance procedure, involves auditing a
supplier’s quality management system to
determine if it adequately maintains the
standard. Once a manufacturer has been
placed on a QML, its products may be
purchased without further certification.

Programmatic innovations like the QPL
and QML allow DOD components, such as
the Defense Electronics Supply Center
(DESC), to develop unique programs. The
DESC’s Standardized Military Drawing
Program (SMDP)isanexample. The SMDP
is a standardized document described in
DOD STD-1000. It is used to describe and
procure highly reliable commercial elec-
tronic parts as they are introduced into
military systems. Atpresent, itislimitedto
Federal Supply Class (FSC) 5962 (microcir-
cuits). The SMDs eliminate the need for
original equipment manufacturer (OEM)
source/specification control drawings
(SCDs). As the second party or purchaser,
DODestablishes the conformity assessment
requirements and bears much, if not all, of
the costs associated with such certification.
However, in the case of DESC's electronic
products, DLA has established an annual
administration fee for all manufacturers
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and laboratories participating in the DOD
Product Certification and Qualification Pro-
gram. The administration fee will recover
DLA costs associated with this program.

Internationally, when certification is de-
fined as a third-party function, many con-
formity assessment procedures are identi-
cal to, or comparable with, those devel-
oped with and adopted bv DOD. The
exception is that the procedures be con-
ducted by an independent third party.

For instance, the ISO 9000 Standard Series
on quality management and systems has
evolved from standardsinitially developed
by DOD. A certification of conformance
(registration) to one of the three quality
system models defined in the ISO 9000
series is issued by a third party that regis-
ters (certifies) the conformity of a
manufacturer’s quality system. The qual-
ity system models in the ISO 9000 Standard
Series are not product specific. They apply
to all types of manufacturers and service
industries.

Comparable DOD QMLs are more prod-
uct specific, but the two major differences
between these conformity assessment pro-
cesses are as follows:

(1) The auditors or assessors using the ISO
9000 standards are impartial professionals
chosenby the conformity assessmentbody.
Under the QML process, the auditors or
assessors are DOD quality assurance per-

sonnel or other specialists acceptable to
DOD.

(2} The cost of 1SO 9000 certification is
borne by the manufacturer whose costs are
then shared by customers. The DOD bears
most of the cost associated with the QML
process.

The rapid development of European and
international standards, and perhaps more
importantly, the associated conformity as-
sessmentrequirementand procedures, such
as testing and quality system registration
programs, are focusing attention on the
challenges presented by the varying certifi-
cation approaches of the United States and
the European community.

in his book, The Engineering Standard: A
Most U ful Tool, Albert L. Batik writes:
“The last element of quality is the conform-
ance to specifications. It is the degree to
which the product meets the predetermined
standard for this performance, manufac-
ture, and design. Under traditional meth-
ods of quality control, itis the inspection of
the product that focuses attention to this
one element alone. Because there exists the
concept that the more inspections the bet-
ter the quality, executives assume that bet-
ter quality means higher costs. Notso! In
fact, the higher the level of quality, gener-
ally speaking, the lower the cost of produc-
tion; provided it is done correctly. It defi-
nitely does not mean more inspections.”1

For DOD, the challenge will be greater
because of the need to maintain an indus-
trial base capable of providing quality prod-
ucts while acquisition requirements are
declining. This decline may make the con-
ceptofharmonizingappropriate DOD qual-
ity system assessment requirements with
international systems of quality assessment
extremely attractive tomany DOD contrac-
tors. Harmonizing quality system require-
ments can provide entry to foreign markets
and can reduce the cost of producing prod-
ucts that currently must meet multiple sets
of requirements and undergo an assort-
ment of assessment processes. Harmoni-
zation can also enhance the use of dimin-
ishing DOD acquisition personnel and re-
sources.
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The challenge of harmonization and mu-
tual recognition of product qualification
and certification processes between the
United States and the European Commu-
nity (particularly in DOD product acquisi-
tion areas) has reached a critical stage.

9.2 References

1. The Engineering Standard: A Most Useful

col, Albert L. Batik, BookMaster /El Rancho
Publishers, P.O. Box 159, Ashland, OH
44805.
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NATO STANDARDIZATION AGREEMENT,
STANAG 4093

Introduction

For 10 years, NATO has fielded complaints
that protectionisticrequirements fromU.S.,,
Canadian, and European industries are
being included inlocal standards and speci-
fications.

As a result of work of the NATO AC 301
standards group, a NATO procedure for
product qualification and certification was
developed. Its full title is NATO Military
Agency for Standardization—Standardiza-
tion Agreement 4093, commonly known as
STANAG 4093. The agreement coveis the
Mutual Acceptance by NATO Member
Countries of Qualifications of Electricaland
Electronic Components for Military Use.
In effect, it may be a model for reciprocal
agreementsamong trading partnersinother
areas as well. Actions required by the
STANAG include the following;:

» Use of technically identical specifications
and standards by both nations involved in
a reciprocal agreement on products to be
listed in qualified products lists (QPLs).

* Elimination of discriminatory technical
requirements written into national specifi-
cations and standards and QPLs in a man-
ner that constitutes technical barriers to
trade.

* Compatibility of quality assessment pro-
cedures and test methods applied in vari-
ous countries for product qualification and
certification.
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» Avoidance of excessive, redundant, re-
petitive plantsurveysand auditsand prod-
uct retesting for qualification acceptance of
foreign-made products in some nations.

* Fair cost charges for technical experts
senttoNATO countries toconductrequired
initial audits of production and test facili-
ties and to assess quality assurance pro-
cesses employed by foreign manufacturers
seeking qualification of their products.

* Reciprocal posting of the QPLs in both
countries of all products conforming with
the same national specification and stan-
dards.!

If a foreign company’s product conforms
withaU.S. specification and islisted on the
U.S. QPL, all U.S.-made products listed on
that same QPL must then be listed on the
QPL of the foreign national. The applicable
U.S. specification must be accepted by the
Foreign National Qualification Authority
as an approved specification for defense
supply procurement purposes. Products
conforming to that specification will be
approved for inclusion in the national pre-
ferred parts list.

This listing or acceptance process is mu-
tual; thatis, when a U.S.-made product is
qualified to a foreign national specification
and listed on the foreign QPL, all foreign-
made products listed on that same QPL
must then be listed on the applicable U.S.
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QPL. The applicable foreign specification
must be accepted by DOD as an approved
specification for defense supply procure-
ment purposes. A recent example of such
an agreement is the Novation of Standard-
ization Agreement Between EOLAS - The
[rish Science and Technology Agency and
the Department of Defense of the United
States of America for Reciprocal Qualifica-
tion of Products Manufactured in Either
Country, Ireland or United States.?

While STANAG 4093 was developed to
apply to military-use products procured
by NATO nations, its concept and proce-
dures may suggest some basic conditions
that could be negotiated bilaterally or in-
ternationally to reach similar agreements
in nonmilitary-use product areas. Other
NATO standardization agreements and
allied publications have been developed to
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establish acceptable levels of uniformity in
industrial quality assurance methods prac-
ticed in the various NATO nations. These
documents may prove useful if they are
adopted and implemented by EC members
of NATO in a manner that minimizes EC-
92 standardization and conformity assess-
ment challenges. In any event, the NATO
experience provides important guidance
on the complex issues raised by the assess-
ment and certification of conformity.

10.2 Notes and References

1. DOD Response to the EC-92 Standards
Challenge, by S.P. Miller, OSASD(PR) MM-
SPD, 9 October 1991.

2. Prepared by S.P. Miller, OASD (P&L)
PR-MM-SPD, 19 June 1992.
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ACCREDITATION

11.1 Introduction

While the subject of accreditation is often
included in discussions of testing/inspec-
tion, product certification, and quality sys-
tem assessment, the challenges of EC-92 to
the U.S. industrial base and through it to
DOD'’s acquisition program, warrants a
separate discussion. As defined in section
13.7 of ISQ/IEC Guide 2, accreditation is a
“procedureby whichanauthoritativebody
gives formal recognition that a body or
person is competent to carry out specific
tasks.” One such procedure is laboratory
accreditation.

In the 1980 ISO report, Principles and Prac-
tice of Certification, eight types of third
party, product certification systems in
world-use were identified. Section 14.1 of
ISO/IEC Guide 2 defines a certification
system as a system that has its own rules
of procedure and management for carry-
ing out certification of conformity.

In the 1980 ISO report, all certification sys-
tems involved an element of testing as a
necessary means of proving a product’s
compliance with the specification. The re-
port noted that it is “fundamental to the
integrity of any of these systems that the
testing laboratories be competent.”

The [SO/IEC Guide 2 uses the term labora-
tory to mean testing laboratory and, in
section 16.1, defines laboratory accredita-
tion as the formal recognition that a testing
laboratory is competent to carry out spe-
cific tests or specific types of tests.

The formal means by which a testing labo-
ratory may bejudged competentis through
laboratory accreditation. Accreditation of
other types of conformity assessment bod-
ies or systems (such as quality system reg-
istration) provides similar types of authori-
tative assurance that those bodies are com-
petent to carry out specific conformity as-
sessment tasks.

The importance that the European Com-
munity (and most of the world) places on
accreditation is indicated by the establish-
ment of the European Organizaticn for
Testing and Certification, which will be
discussed in more detail later. The EOTC is
the focal point in Europe for all
nonregulatory questions relating to con-
formity assessment. The FOTC is com-
posed of suppliers, purchasers, and users
of goods and services whose goal is to
establish mutual confidence among parties
concerned with conformity assessment is-
sues. They seek to realize this goal by (1)
promoting and implementing of mutually
acceptable criteria and procedures for as-
sessing the technical capabilities of confor-
mity assessment organizations; and (2) us-
ing criteria and procedures that assuie the
continued performance and competence of
these organizations. The EOTC and its pri-
vatesector counterpartsinthe United States,
as well as the EC and U.S. Governments,
will be expected, by the nature of testing
and certification, to use accreditation as a
tool to promote mutual confidence in each
other’s conformity assessment systems.
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This process will ultimately lead to the
development of mutual recognition agree-
ments between the European community
and the United States.

Throughout the history of laboratory ac-
creditation and, to a lesser extent, the ac-
creditation of certification bodies and pro-
grams, a considerable amount of national
and international documentation has de-
veloped on which to base mutual recogni-
tion agreements. The quality system regis-
tration and the accreditation of its regis-
trars as competent to assess the conformity
of a manufacturer’s quality system with
ISO 9000 standards and related require-
ments is not as well established.

Section 13.6 of ISO/IEC Guide 2 defines
registrationasaprocedureby whichabody
indicates relevant characteristics of a prod-
uct, process or service, or particulars of a
body or person, inan appropriate, publicly
available list.

Procedures for the registration of quality
systems and for the accreditation of regis-
trars are rapidly developing at both na-
tional and regional levels. Quality system
registrars (and, to a lesser extent, the
accreditors of those registrars) are making
extensive use of the memorandum of un-
derstanding (MOU). Because of growing
interest in ISO 9000 quality systems man-
agement registration, international docu-
mentation that can be used as the basis for
establishing mutual recognitionagreements
is likely to be developed in the near future.

11.2 European Organization for Testing
and Certification (EOTC)

The EOTC is an example of the importance
Europe, and most of the world, places on
accreditation by an authoritative body.
Founded in 1990, it is the focal point in

Europe for all nonregulatory questions re-
lating to conformity assessment. It was
created by a memorandum of understand-
ing between the European Community, the
European Free Trade Association, and
CEN/CENELEC.

The EOTC is also an example of the com-
plex and multiple aspects of testing and
certification accreditation. As the Product
Certification European Directory records,
there are some 300 certification systems
and 700 certification bodies currently oper-
ating in one or more of the 18 countries of
the EC/EFTA.

The EOTC is composed of suppliers, pur-
chasers, and users of goods and services.
Its goal is to establish mutual confidence
between parties. These parties are con-
cerned with conformity assessment issues
relating to the facilitation of free circula-
tion, throughout Europe, of goods and ser-
vices that conform with technical capabili-
ties, operational performance and mainte-
nance of competent operators.

The ultimate effect of EOTC is to enable
industry to secure from one source the
testing or certification needed for accred-
ited entry to the whole European market.
Once technical specifications, such as in-
ternational or European standards, have
been agreed upon, a product or service will
only need tobe tested or assessed once tobe
accepted in the wider European market.

The EOTC'’s governing structure consists
of the following;:

e A council.

* Specialized committees that are disci-
pline-oriented such as calibration, testing,
certification, quality assurance and inspec-
tion. (Areas not covered by EC directives,
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are managed by the MOU-created Euro-
pean Committee for Quality System As-
sessment and Certification, which is re-
sponsible for input on ISO 9000 standards.)

¢ Sectoral committees such as the Euro-
pean Committee for Information Technol-
ogy Certification.

e Agreement groups such as CECC Cali-
bration Laboratory Accreditation System,
European Fire and Security Group, and
International Instrumentation Evaluation
Group.

* A supporting administrative infrastruc-
ture.

The EOTC council establishes overall policy
and business strategy; specialized com-
mittees provide advice for implementing
basic CEN/CENELEC technical instru-
ments; sectoral committees define their
field of competence; agreement groups
design and maintain rules for mutual rec-
ognition agreements or for European certi-
fication systems. Each committee fosters
mutual recognition agreements in
nonregulated areas through its agreement
groups.

Other European bodies have developed
documents and agreements in conformity
assessment that support or supplement
EOTC activities. The European Accredita-
tion of Certification (EAC) organization is
one suchagreement. Itisbased onan MOU
signed in May 1991. The EAC membership
is open to one national accreditation body
from each European country, or one coor-
dinating committee representing the coun-
try in which more than one national body
exists. The objectives of EAC are to
strengthen market confidence in programs
operated by accredited bodies; to foster
collaboration in pursuit of a European sys-
tern of assessment and accreditation; and

to promote harmonization of the opera-
tions of participating bodies based on rel-
evant standards. The EAC is obligated to
identify for CEN/CENELEC the updating
needs of the EN 45000 series—certification
criteria standards.

The EOTC and other bodies and agree-
ments are essentially aimed at harmoniz-
ing different, unregulated national prod-
uct requirements. For regulated products,
the EC Commission is developing a series
of technical harmonization directives. No-
tified bodies are tl.e qualified organiza-
tions designated by EC members to carry
out conformity assessment procedures set
out in the directives. Notified bodies are
themselves in conformity with EN 45000 i

standards and other requirements set out
by the EC.

The European Community is also develop-

ing a document entitled Mutual Recogni- L
tion of Tests and Certificates, Inside and

Outside the EEC, which will become the

basis for negotiating agreements. A Work-

ing Document on Negotiations with Third

Countries Concerning the Mutual Recog- i
nition of Conformity Assessment is an EC

Commission document providing mutual

recognition criteria. Notified bodies status

and mutual recognition agreements are the

linchpins for product and service imports d
to Europe after 1992.

There are a few international certification

and approval schemes that allow one

country’s tests or certification to be recog- ®
nized in Europe and worldwide. These a
schemes are in the electrotechnical area. 1
The two principal ones, the Scheme of the

IECEE for Recognition of Results of Testing ‘
to Standards for Safety of Electrical Equip- L d
ment (CB Scheme) and The Worldwide

Electronic Component Certification Sys-

tem (IECQ), are discussed in 11.3.

11-3 ®
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11.3 The IECQ System and the
CB Scheme - International Conformity
Assessment

The ICEQ is a third party certification sys-
tem for electronic components. It is sup-
ported by 25 member countries of the IEC.
Each country has a national organization
consisting of a National Authorized Insti-
tution (NAI) and a National Standards Or-
ganization (NSO). Each must operate within
the IECQ rules and agree to recognize all
[ECQ approvals of manufacturers,
distributersand testlaboratories, and [ECQ
component certification.

Currently, 20 countries have either a Na-
tional Supervising Inspectorate (NSI) ap-
proved under IECQ or use the NSI of an-
other participating country. Certifying
countries are responsible for all approvals
and the implementation of procedures that
have been established to certify individual
component types. The approval of manu-
facturing facilities is a prerequisite for com-
ponent certification.

An [ECQ-approved manufacturer or inde-
pendent test laboratory is one that has
demonstrated that its organization and fa-
cilities are adequate to meet the require-
ments of the system. It also complies with
the requirements of ISO 9001 or 9002, or
ISO/IEC Guide 25 for test laboratories.
(Currently, the requirement is to have a
quality management system that complies
with ISO 9001 or 9002 subject to IECQ veri-
fication audit, as opposed to certification
by a third party registrar.The IECQ, which
became operational in 1982, is available to
manufacturers and users of electronic com-
ponents worldwide. Once a manufacturer
holdinganapproval hasdemonstrated that
a component has achieved the prescribed
quality, quality conformance is established
and the relevant products may be deliv-

ered under an [ECQ Certificate of Confor-
mity.

Aninternationally available Qualified Prod-
uct List (QPL), which also lists all approv~
ed companies, is provided by CODUS*
The CODUS also provides a rehabxlnty pre-
diction facility for allcomponent types U.S.
Military Handbook 217, Issues Dand Eand
HRD 4. Additionally, all IECQ specifica-
tions can be accessed from the spe-
cifications list and in microfilm (see IECQ
publication entitled A Guude to the World-
wide Electronic Component Certification Sys-
tem). The IECQ system has the same pur-
pose as NATO'’s STANAG 4093.

The CB Scheme was originally operated by
the International Commission for Confor-
mity Certification of Electrical Equipment
(CEE). It was integrated into IEC in 1985 as
the Scheme of the IECEE for Recognition of
Results of Testing to Standards for Safety of
Electrical Equipment (CB Scheme). It is
administered by the Committee of Certifi-
cation Bodies. (See IEC publication IECEE
02, second edition 1992-05, Rules and Pro-
cedures of the Scheme of the IECEE for
Recognition of Results of Testing to Stan-
dards for Safety of Electrical Equipment CB
Scheme).

The CB Scheme is based on mutual recog-
nition (reciprocal acceptance) by its mem-
bers of test results for obtammg certifica-
tion or approval at the national level by the
various national certification bodies. It is
intended to reduce obstacles to interna-
tional trade arising from different national
certification or approval criteria. Participa-
tion of the various certification bodies
within the scheme is intended to facilitate
certification or approval according to [EC
standards.

When national safety standards are not
yet completely based on IEC standards,
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declared national differences are takeninto
account. However, the operation of the
scheme presupposes that national safety
standardsarereasonably harmonized with
corresponding IEC standards. Use of the
schemeisintended to promote theexchange
of information necessary to help manufac-
turers around the world obtain certifica-
tion or approval at the national level.

The operating units of the scheme are the
accepted national certificationbodies. They
runCBtesting laboratoriesand areaccepted
according to scheme rules. The scheme is
based on the use of CB test certificates,
which provide evidence that representa-
tive specimens of the product have suc-
cessfully passed tests to show compliance
with the relevant [EC standard. A supple-
mentary report providing evidence of com-
pliance with declared national differences
in order to obtain national certification or
approval may also be attached to the CB
test certificate. The certification body must
be prepared to recognize CB test certifi-
cates as a basis for approval at the national
level for one or more categories of prod-
ucts.

These two systems, both intended to result
in the acceptance of products for national

distribution, have vast differences. The
IECQ system qualifies electronic compo-
nents to be equally acceptable within the
participating countries of the system with-
out further review or discrimination. The
CB Scheme provides regulated product
safety test results that must be accepted as
the basis for an application for national
product safety approval. The scheme may,
therefore, be more accurately described as
an international testing laboratory accredi-
tation program rather than a product certi-
fication program.

Notes

1.Close cooperation between IECQand the
European system of CECC, under the au-
thority of IEC and CENELEC -espectively,
has the ultimate objective of asingle, world-
wide system for quality-assessed electronic
components. Theavoidance of duplication,
exchange of information, parallel voting,
and joint development of new standards
are principal interests.

2. For more information, contact CODUS
Ltd., 196-198 West Street, Sheffield, S14ET,
Great Britain.
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CONCLUSIONS AND RECOMMENDATIONS

Conclusions

Research into the potential impact of EC-92
standards and conformity assessment pro-
grams on U.S. defense acquisition and in-
dustrial competitiveness has been con-
ducted. Based on knowledge of current
European planning, operating practices,
and regulations and on comparisons with
similar U.S. systems, it has been generally
concluded that the objective of global stan-
dardization is more readily attainable.

Europe and the United States have been
engaged in an inseparable, multinational,
competitive program of technicai standards
development and the application of these
standards to trade and commerce since the
end of World War II. Both sides have held
important but temporary advantages de-
pending on the strength and viability of
various industrial sectors.

During the years, the growing importance
of barrier-free trade and the advent of
strong consensus systems for international
standards development have evened out
the advantages and brought the competi-
tors to the negotiating tables of the world’s
leading international standards forums.

Three organizationslead the way: SO, IEC,
and one largely intergovernmental group—
ITU with its International Telephone and
Telegraph Consultative Committee
(CCITT). There are many more groups but
none have developed the strong infrastruc-
ture and appeal to both government and

industry to seriously challenge these three.
Europeand the United States have evolved
systems for developing standards to meet
national, regional, and international re-
quirements. In Europe, it is the tripartite
European Standardization System,
compring CEN, CENELEC, and ETSIL In
the United States, it is the decentralized
voluntary standards system that operates
internationally through the programs and
structure of ANSIL.

Both regional groups have concluded from
40 or more years of standards participation
that it should be their common goal to
develop standards that do notbecome tech-
nical barriers to trade. They have also con-
cluded that harmonization and consensus
acceptance of standards have been most
effective when conflicting views and dif-
fering methodologies have come together
to find global solutions to problems.

Conformity assessment—the process by
which a party may determine whether a
product or service meets the requirements
of standards that, in turn, have proved
effective in regulatory as well as voluntary
application—constitutes the major chal-
lenge to defense acquisition management.
National security, environmental protec-
tion, public health and welfare, and all
forms of safety (personal and product) are
at stake.

Itisimportant to realize that quality assess-
ment is highly complex and controversial,
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with less likelihood that differences be-
tween the U.S. system, which relies to a
greatextenton manufacturers’declarations
of conformity, and the European system,
where the prevailing mode is third party
assessment, will soon be resolved. The
review of conformity assessment in gen-
eral, its application in the United States and
in the Department of Defense have led to
several conclusions:

* A better understanding and appreciation
of the basis and application of conformity
assessmentin Europe and the United States
is needed.

* National standards bodies, the military,
and all standards participants should be
encouraged to develop and improve global
quality standards. Their adoption and ju-
dicious use willenhance international trade.

* A major boost to unification and ad-
vancement of quality management stan-
dards would occur if the Defense Depart-
ment and other federal acquisition systems
would adopt and mandate use of the ISO
9000 standards.

The final conclusion of the investigation is
that the United States is competitive with
Europe. It has assumed its rightful leader-
ship in participation and support and is
encouraging U.S. adoptionof international
standards.

The EC-92 is but a prologue to the future of
global standards and conformity assess-
ment. The United States appreciates what
Europe has done to unify its markets. This
effort should be encouraging to everyone
engaged orinterested ininternational trade.
Defense Acquisitionand Management will
playakey role in the development of global
standardsand conformity assessment. This
source book will ease entry into the field.

12-2

Recommendations

The study of the CEC’s standards and con-
formity assessment programs in support of
its EC-92 integrated market has naturally
led to comparison with U.S. systems. The
critical questionbecomes: Why can the two
not get together and adopt a global ap-
proach? This question is important in the
field of standards for acquisition, and abso-
lutely critical in conformity assessment.

Chapter nine, Conformity Assessment in
the Department of Defense, clearly states
the functions and requirements of DOD's
traditional approaches and compares the
rapid acceptance of the ISO 9000 Quality
Management Standards. Also introduced
are the challenges presented (to trade) by
the varying certification approaches taken
by the United States and the European
community.

For DOD, the challenge is even greater. It
must have an adequate industrial base to
supply future needs, even as acquisition
requirements are declining. This decline
will make the conceptof harmonizing DOD
quality system assessment requirements
with international systems (which can pro-
vide entry into foreign marketplaces) ex-
tremely attractive to DOD contractors. Such
harmonization can result in lower costs
and more effective use of diminishing re-
sources.

It is recommended that the research and
consulting resources of the Defense Sys-
tems Management College bring together
the Defense Logistics Agency’s quality
assurance functions with those of ISO 9000
Quality Management Systems tobegin har-
monizing quality requirements.

[t became apparent from the research thata
critical point has been reached in develop-
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ing and utilizing an electronic data base on
standards and standards development ef-
forts. Unfortunately, theexisting database
developments are split between the mili-
tary and voluntary systems in the United
States. Neither sector has the financial
resources to put in place a system to inter-
face withothers, such as the European Com-
munities Commission.

Proposals have been made, the latest in a
report by the Congressional Office of Tech-
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nology Assessment, that federal financial
support might be proper. Data are needed
by all sectors. The private sector is cautious
about this approach.

It is recommended that the Defense Sys-
tems Management College conduct stud-
ies and seminars with interested and af-
fected parties in an effort to develop con-
sensus approaches to electronic data base
development and use.




AAMI
AATCC
ACEC
ACET
ACOS
ACTPN
ADA
AFBMA
AFNOR
AHAM
AlA
ANSI

AP

ARI

ASA
ASHRAE
ASME
ASQC
ASTM
AWS

BSI

BSR

CA
CASCO
CBEMA
CCITT
CEC
CECC
CEN
CENELEC
CERTICO
CGA

CIC
COPANT
COPOLCO
CpPsC
DESC
DIN
DLA
DOC
DOD
DSMC
EAC
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Glossary of Acronyms

Association for the Advancement of Medical Instrumentation
American Association of Textile Chemists and Colorists

IEC Advisory Committee on Electromagnetic Compatibility
IEC Advisory Committee on Electronics and Telecommunications
IEC Advisory Committee on Safety

Advisory Committee for Trade Policy and Negotiations
American Dental Association

Anti-friction Bearing Manufacturers Association

Association francaise de normalisation

Association of Home Appliance Manufacturers

Aerospace Industries Association

American National Standards Institute

Allied Publications

Air-Conditioning and Refrigeration Institute

Acoustical Society of America

American Society of Heating, Refrigerating & Air-Conditioning Engineers
American Society of Mechanical Engineers

American Society for Quality Control

ASTM (formerly the American Society for Testing and Materials)
American Welding Society

British Standards Institution

Board of Standards Review

Conformity Assessment

ISO Council Committee on Conformity Assessment
Computer Business Equipment Manufacturers Association
International Telephone and Telegraph Consultative Committee
Commission of the European Communities

CENELEC Electronic Component Committee

European Committee for Standardization

European Committee for Electrotechnical Standardization
ISO Specialized Committee on Certification

Compressed Gas Association

Consumer Interest Council

Pan American Standards Commission

ISO Council Committee on Consumer Policy

Consumer Product Safety Commission

Defense Electronics Supply Center

Deutsces Institut fur Normung

Defense Logistics Agency

Department of Commerce

Department of Defense

Defense Systems Management College

European Accreditation of Certification
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EC
ECE
ECSA
EDIG
EEC
EFTA
EIA
EOTC
ETSI
ExSC
FCC
FDA
FsC
GAMA
GATT
GSA
HFS
HIMA
HUD
IAC
ICSP
IEC
IEEE
INFCO
INTELSAT
IPEG
ISA
1ISO
ISONET
ITSTC
ITU
JAR
JSG
JISC
JPG
JSA
JTC-1
MOU
MUAHAG
NAPM
NASA
NATO
NBBPVI
NEMA
NFPA
NFPA
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European Community

Economic Commission for Europe

Exchange Carriers Standards Association
European Defense Industry Group

European Economic Community

European Free Trade Association

Electronic Industries Association

European Organization for Testing and Certification
European Telecommunications Standards Institute
Executive Standards Council

Federal Communications Commission

Food and Drug Administration

Federal Supply Class

Gas Appliance Manufacturers Association

General Agreement on Tariffs and Trade

General Services Administration

Human Factors Society

Health Industry Manufacturers Association

U.S. Department of Housing and Urban Development
International Advisory Committee

Interagency Committee on Standards Policy
International Electrotechnical Commission
Institute of Electrical and Electronics Engineers
ISO Council on Information

International Telecommunications Satellite Organization
Independent European Program Group
Instrument Society of America

International Organization for Standardization
ISO Information Network

Information Technology Steering Committee
International Telecommunications Union

Joint Aviation Regulation

Joint Coordination Group

Japanese Industrial Standards Committee

Joint Presidents Group

Japan Standards Association

ISO/IEC Joint Technical Committee 1-Information Technology

Memorandum of Understanding

Military Usage and Harmonization Advisory Group
National Association of Photographic Manufacturers
National Aeronautics and Space Administration

North Atlantic Treaty Organization

National Board of Boiler and Pressure Vessel Inspectors
National Electrical Manufacturers Association

National Fire Protection Association

National Fluid Power Association
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NISO
NIST
NSWMA
OEM
OMB
OSHA
PASC
PPL

QML
QPL
REMCO
RMA
SAE

SCD
SDO
SEIA
SMDP
SMPTE
STANG
TC

TIA

T1
USDA
UL
USNC
USTAG
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National Information Standards Organization
National Institute of Standards and Technology
National Solid Waste Management Association
Original Equipment Manufacturer

Office of Management and Budget
Occupational Safety and Health Administration
Pacific Area Standards Congress

Preferred Product List

Quality Control

Qualified Manufacturers List

Qualified Product List

ISO Council on Reference Materials

Rubber Manufacturers Association

Society of Automotive Engineers
Subcommittee

Source/Specification Control Drawings
Standards Developing Organizations

Solar Energy Industries Association
Standardization Military Drawing Program
Society of Motion Picture and Television Engineers
Standardization Agreements (NATO)
Technical Committee

Telecommunications Industries Association

Accredited Standards Committee on Telecommunications

United States Department of Agriculture
Underwriters Laboratories

United States National Committee
United States Technical Advisory Group
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ANNEX A

CEN
ANNUAL REPORT 1991

President's Foreword

Last year was crucial in the development of
CEN and the evolution of European Stan-
dardization. During 1991, CEN announced
a strategy for the future designed not only
to meet the high expectations of the market
place for timely, quality standards, but also
to provide a basis for trade between mem-
bers of the Single Market and its trading
partners worldwide.

Significant progress has been made in in-
creasing efficiency and output and in en-
suring that all sectors of industry play a
major and strategic role in determining the
content and priorities of a standardization
programme fully integrated within the in-
ternational framework. The year also
marked the first wider-based CEN General
Assembly where many interested parties
were represented, including our partners
from Central and Eastern Europe whom
we welcomed for the first time as Affiliates
of CEN.

Altogether, I believe that this annual re-
port demonstrates CEN’s commitment to
transparency of information, at the service
of the new Europe of the nineties. My sin-
cere thanks to all CEN members, Central
Secretariat staff, and the many thousands
of experts whose contributions have made
this possible.

The Role of CEN

Technical specifications ensuring compat-
ibility between products, appropriate lev-

els for their safety, quality or efficiency and
the test methods needed to establish con-
formity to these specifications have so far
been set by National Standard Bodies,
sometimes very differently from one coun-
try to another, sometimes in an equivalent
manner thanks to international coopera-
tion, notably within the framework of ISO,
the International Organization for Stan-
dardization.

However, a major part of these national
documents is gradually being replaced by
a unique set of several thousand European
standards forming a coherent technical
background for the internal market, to the
benefit of all involved in the European
economic area.

The CEN is the European organization re-
sponsible for the planning, drafting and
adoption of these standards (with the ex-
ception of those pertaining to the two sec-
tors of lectrotechnology and telecommuni-
cations), through procedures which guar-
antee respect for the following principles:

* Openness and transparency: all inter-
ested concerns take part in the work
programme;

 Consensus: standards are developed on
the basis of voluntary agreement between
the interested parties;

¢ National commitment: formal adoption
of European Standards is decided by a
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majority vote of CEN National Members
binding on all of them;

» Technical coherence at the European and
national level: standards form a collection,
which ensures its own continuity for the
benefit of users.

1. Development of European Standards in
these areas is entrusted respectively to
CENELEC - The European Committee for
Electro-technical Standardizationand ETSI
- The European Telecommunica-tions Stan-
dards Institute.

1991: A Year of Change for CEN

Last year was in many aspects the begin-
ning of a new era for CEN:

¢ Output of approved documents more
than doubled compared to the same period
in 1990, with 219 publications and, even
more significant, 759 documents entering
the enquiry stage of procedure, a figure for
the first time consistent with the total size
of the work programme, which reached
6553 items by the end of the year;

* The central role of CEN for voluntary
technical harmonization in Europe was
highlighted in the debate which followed
the publication by the Commission of the
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European Communities of its Green Paper
on standardization;

* As a regional standardization organiza-
tion, CEN found its place in the interna-
tional arena, demonstrated by the signa-
ture in Vienna of a wide-ranging coopera-
tion agreement with ISO, the International
Organization for Standardization, and the
constitution within the Central Secretariat
of a Third Countries Unit for the manage-
ment of cooperation programmes agreed
between the EC and EFTA and a number of
countries in the field of standardization,
quality, certifica-tion and metrology;

* A new structure for the Central Secre-
tariat was adopted in 1991 to reinforce the
priority given to the manag ment of the
technical programme, whilst strengthen-
ing the appropriate infrastructure for im-
proving transparency of information and
availability of publications.

I would like to thank all the staff of the
Central Secretariat for their efforts which
achieved significant progress in productiv-
ity during the year.

Jacques Repussard
Secretary General
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CEN ORGANIZATION

Standardization
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Technical

Standardization
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Overall Management of the CEN
Technical Programme for Standardization

On 25 April 1991 the Administrative Board
of CEN approved a Strateqy for the Develop-
ment of European Standardization, making a
clear commitment to achieve a style of
management which would fulfill the ex-
pectations of the economy (including pub-
licauthorities) in terms of quality and rapid
availability of standards, transparency of
procedure-particularly at the program-
ming level, and rationality in the use of
scarse expert resources, taking also into
consideration standards activity at the in-
ternational level.

Major decisions toward the implementa-
tion of this strategy were adopted in the
course of 1991, although their full effect
will only appear from 1992 onward:

The Structure of CEN

Associated European
Organizations*

General Assembly « - - ~

- — - Administrative Board

Joint
Presidents B
Groups

-3

Technical Board

| Technical Sector Boards : I

Technical Board

Cisor B

]

i Technical | | Technical European

. Committees Committees | ~ "|organizations
Sl o v in laison

{73 = bodies served by CEN Central Secretariat
*In 1992, CEN 15 being opened to direct participation
from representatives of social and economic partners

* the management of programmes, sector
by sector, will be very largely delegated to
Technical Sector Boards (or rogramming
Committees), composed of national del-
egations including representatives from
manufacturers and users/consumers, and
delegations of representative interests of
the economy at the European level;

* the conditions of cooperation between
CENand ISOat theinternational level were
significantly upgraded by the signature, in
June 1991, of the Vienna Agreement, now
gradually cominginto force, with the prom-
ise of much shorter delays for the uniform
implementation in Europe of those inter-
national standards that the European
economy sees fit for its own use;

¢ coordination with CENELEC and ETSI
for the management of ‘grey zones' be-

How Standards are Prepared

Nationat CEN Members Proposed mandate
and European organizations {CEC, EFTA}

Technical Board
decision

150 CENTC
c'gﬁ,’gén reference document prEN

final draft

EN

M

National standards (NS) - EN...

final draft final draft
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tween the three organizations was strength-
ened through the adoption of the principle
of the ‘five modes approach’ clarifying in
different possible configurations the respec-
tive responsibilities of the three bodies;

* following an audit early in 1991, mea-
sures were introduced toimprove the qual-
ity and efficiency of the administration of
the standards programme: a Technical Di-
rectorate was created to coordinate admin-
istration at the Central Secretariat level; a
system of 'progress sheets’ was introduced
to improve the reliability of information
exchanged between Central Secretariatand
technical secretariats in the Member coun-
tries; the number of technical officers re-
sponsible for the different sectors in the
Central Secretariat under the authority of
the four Heads of Division was increased
from 11to 15. Training seminars were orga-
nized in several sectors in order toimprove
the awareness of participants in C "N work

about the facts, doctrine and rules of Euro-
pean standardization;

* several actions aimed at developing elec-
tronic communication of data and texis
between the Central Secretariat and the
National Members of CEN were launched,
some of them in cooperation with ETSI and
CENELEC (the RISE project for text com-
munication via satellite);

* measures, tobe effective from April 1992,
were taken to ensure that the official text of
European Standards would be effectively
made available, in the three language ver-
sions, fromthe Central Secretariatand from
the National Members no later than three
weeks after the date of ratification. In addi-
tion, actions were taken by most National
Members to ensure the proper operation of
timely procedures for national publication
transposing the European Standard in ac-
cordance with CEN's rules of procedure.

CEN Sectorial Organization (end 1991)

AECMA
Technical Board ECISS
(BT) EDIFACT
EWOS
I [ ] 1 T
CEN/BTST CEN/BTS2 CEN/BTS3 CEN/TAG/T
Building Healthcare
& civil Mechanical & Information
engineering engineering environment technology
CEN /PC3 CEN /PC4 CEN /PC5 CEN /PC6 Joint PC
Gas Food Transport Water cycle Rail
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Standards in the Mandated Programme

A mandate is a procedure whereby CEN
agrees to draw up a European Standard,
generally for use in the context of EC har-
monized technical legislation (directives)
at the request of the Commission of the
European Communities and EFTA who
also usually offer financial support for the
work. The number of standards currently
being developed under this procedure rep-
resents 20 percent of the total work
programme of CEN. The table shows the
rate of execution, at the end of 1991, of the
specific programme linked to community
legislation.

SeT w9 T Qo
32§ 6 g2v o5
EZ3"s8 88 =3
zZ§ <€ <5 £8
73 g @ o
E =2
i
0o
Pressure 42 byend 1993 12 12
vessels
Safety 5 by end 1992 4 1
of toys
Construction 753byend 1995 7 127
Safety of 107 byend 1994 2 19
machinery
Personal 98 byend 1992 16 72
protective
equipment
Medical 36 by end 1992 0 12
devices
Gas 54 by end 1993 6 7
appliances
Iron and 126 by end 1994 45 13
steel

Mechanical Engineering

Safety of Machinery

1991 saw a slow but steady increase in the
publication of draft standards in the field of
machinery safety in suppoit of the EEC

Directive.

Some fundamental European standards
were adopted, the most important being:

EN 292-1 Safety of machinery - Basic concepts,
general principles for design

Part 1: Basic terminology, methodology

Part 2: Technical principles and specifications

Both are 'type A’ standards, namely fun-
damental safety standards that can be ap-
plied to all machinery. They arc essential

for designers and manufacturers of ma-
chines giving an overall fraiiework and
guidance to enable them to make machines
that are safe for their intended use and
conform to European legislation.

Pressure vessels and tanks

Two standards were adopted in support of
the related Directive: EN 286 Simple unfired
pressure vessels designed to contain air or ni-
trogen

Part 1: Design, manufacture and testing

Part 2: Pressure vessels for air braking and
auxiliary systems for motor-vehicles and their
trailers

Related areas have seen several supporting
standards adopted in the fields of welding
(about 20) and non-destructive testing,
some of them mandated.
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Iron and Steel

The European Committee for Iron and Steel
Standardization (ECISS) adopted 16 man-
dated European standards out of a total of
42, mostof thembeing already implemented
by the majority of Members. A fourth
CEC/EFTA mandate was granted to the
Committee covering 32 items out of a
programme of 40.

Gas Appliances

The gas appliances mandate (60 items) saw
progress with the publication of three stan-
dards and numerous drafts.

Packaging

Through the disbandment of five Technical
Committees in the field of packaging and
the creation of TC 261, Packaging, animpor-
tantand wide-ranging activity was reorga-

nized covering both primary packaging
and distribution and transport packaging
in all materials including aspects related to
environment such as recycling and
degradability.

Transport

There was ahuge development of activities
inCEN/TC 256 Railway applications in good
cooperation with CENELEC and other Eu-
ropean professional bodies within the Joint
Programming Committee Rail-ways. Two
new technical committees were created
which dealt with the transport of danger-
ous goods.

Aerospace

24 new European Standards were ratified
in the aeronautical field (originating from
AECMA - European Aerospace Industry
Association)and mandates signed with the

©
Engineering Ué %
g S
> ©
o b 12]
. , . O Q prd
Technical Sector Board 2 : Engineering 2 w
Machinery 32 408 8
Pressure vessels and tanks 11 119 1
General engineering 3 122 39
Iron and steel 23 247 45
Gas 18 150 4
Transport 7 75 2
Non-ferrous metals 4 128 4
Others 41 589 10
AECMA 1872 139
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Commission for a second programme of
standardization for products, materials,
testing methods and procedures for the
construction, maintenance and use of air-
craft and space vehicles, including engines
and equipment.

Building and Civil Engineering

The CEN'’s Construction sector covers 60
Technical Committees in which 2,500 work
items are being developed as ENs, 80 per-
cent of which are test methods, the rest
being technical specifications for building
products.

Technical Sector Board 1 Building and Civil
Engineering (formerly PC1) controls the ma-
jority of the committees and the Technical
Board work on generic materials (plastics,
textiles, pipes). The activities related to
water supply and waste water are under
theresponsibility of the Programming Com-
mittee Water Cycle, PC6.

1) 1991 saw significant progress in the field
of EUROCODES (design rules for struc-
tures). The combination of efforts of CEN/
TC 250, the Commission, EFTA and the
Central Secretariat led to the conclusion of
the first part of the mandated programme.
Part 1 of EUROCODES 2 and 3, dealing
with the design of concrete and steel struc-
tures were circulated to CEN Members.

2) Another major development was the
issue of 23 prENs (draft standards) pre-
paredby CEN/TC 104 Concrete. These docu-
ments are intended to provide support the
EUROCODE 2 and will help designersand
contractors in the drafting and execution of
projects for construction works. The CEN
enquiry procedure will allow the ENs to be
adopted by the end of 1992.

Standardization is mostly developed in the
context of the recent Construction Prod-
ucts Directive, covering the products/ma-
terials/ equipment installed in buildings

Technical Board

PC6 TCs gechgi;:al Sector

Water Plastic pipes Bof"l‘é_ 4 civil

Cycle etc. uilding and civi
engineering

Others

: g:aos?;:ts TC 250 Technical

« fire Eurocodes Committees

* mandates
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and civil engineering works. The scope of
the directive reaches tar beyond conven-
tional construction products.

Future ENs conforming to mandatesagreed
between CEN and the CEC/EFTA in this
area will be recognized as 'Harmonized
Standards,” allowing products to bear the
‘ce’ mark. So far 13 mandates cover work
on general test methods for acoustics, re-
sistance to fire, and thermal properties of
construction products and components.
Further mandates are being negotiated on
floor coverings, glass inbuildings and roof-
ing membranes.

Healthcare, Environment, Personal
Protective Equipment and Food

Healthcare

1991 saw increased growth in CEN's
healthcare sector in response to the adop-
tion or development of several EEC direc-
tives in the medical devices area.

A number of important 'horizontal’ stan-
dards wereissued under mandateas prENs
or using the primary questionnaire proce-
dure. These included draft standards for
quality systems for medical devices, meth-
ods and guidance on the validation routine
control of sterilization procedures, a speci-
fication for medical alarm signals, clinical
investigation of medical devices, and bio-
logical testing of materials and devices. As
a part of the fight against the spread of
AIDS, the CEC/EFTA issued a mandate to
CEN to prepare European standards for
condoms. Inresponse, prEN enquiries were
launched in December 1991 on a standard
in nine parts covering a specification for
latex rubber condoms for consumer use
with seven supporting test methods and a
specitication for packaging and labeling,.

A9

16 TCs 345 work items 33 ENS

Environment

Two mandates were signed between CEN
and the CEC. The first related to a stan-
dardized method of measurement for di-
oxins and porous emission inexhaust gases
and the second a reference method for the
calibration of automatic measuring equip-
ment for HCL.

3 TCs 99 work items 16 ENs

The CEN Technical Board created a Work-
ing Group on Lnvironment with an advi-
sory role to assess the needs for future
European standardization.

The groups 'programme’ covers two main
types of possible CEN activity, one directly
related to the standardization processitselt
and the second to a more general impact.

Personal Protective Equipment (PPE)

An important package of prENs was
launched in 1991 for personal protective
equipment which covers approximately 78
percent of the standards foreseen by the
first group of mandates which cover the
following: respiratory protective devices,
eye protective equipment, head protection,
hearing protectors, protection against falls
from heights, foot and leg protectors and
protective clothing.

7TCs 174 work ttems 31 NS
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Food

A Programming Committee (PC4) was cre-
ated to investigate needs for standardiza-
tion in three different areas: methods of
analysis, codes of practice, and definitions
ardspecifications. A preliminary question-
naire was launched on a document pub-
lished by the European organization of fruit
and vegetable processing industries
(OEITFL) which gives definitions and speci-
fications for canned fruits and vegetables.

2 TCs 31 work items 0 ENs

Information Technology

Following the work done at international
level on base standards and progress in
functional standardization, programmes
aimed at satisfying the needs of important
user sectors were launched in:

Healthcare

Banking

Transport

Geographic information

Notable progress in 1991 was achieved in
theareaof healthcareinformatics. The Tech-
nical Board approved a work programme
of 51 items guided by CEN/TC 251 Medical
informatics. Contracts providing funds for
the development of standards were issued
by the CEC/EFTA in the shape of 15 order
vouchers, proving their support for the
selected priority items.

TCs 5

(with 120 work items)
Total number of work items 300
ENs and ENVs 90

Information technology

Open systems

I ) ] 1
Advanced I Basic standards
manufacturing A;;;;Igg:?n (CEN Central
technologies (AMT) Secretariat)

function standards

Character sets and coding
(CEN/CLC/ITAWWG/CSC)

Access to PAD
(CEN/CLC/ATMWG/xxx)

Ergonomic aspects of AMT
(CEN/CLC/AMTWG/ERG)

Exchange of Product Data
(CEN/CLC/AMT/WG/STEP)
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Medical informatics

{CEN.TC 251)

Architecture Machine readable cards
L EWOS {CEN/CLC/ITWWG/ARC) (CEN/TC 224)

Standards Parts Library Bar Coding

(CEN/CLCNTMWG/LIG) (CEN/TC 225)

Road transport informatics

{CEN/TC 278)

Geographic information

(CEN/TC 287)
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This Technical Committee decided to work
on ENs and ENVs for, among others, a
vocabulary of health-care informatics, in-
terchange of clinical laboratory informa-
tion, medical imaging and related dataand
computerized electrocardiography.

Out of the standards published in 1991, EN
28583 adopts a common interface which
enables the interchange between two pri-
svstems of mwessages tor financial
rransactions originated from a bank card.
it exemplifies the worldwide harmonmiza-
sonwhich makes lite caster for users of the
banking svsten

(\'thc

The ENV 41204 is a prestandard which
enables two electronic systems to make file
transfers using the open systems intercon-
nection (OSI) connection-mode.

In functional standardization for informa-
tion system interconnection, the alignment

efforts made by EWOS (European Work-
shop for Open Systems) with the North
American and Asian workshops bore fruit
with a first st of commonly approved texts
directed to both the 1ISO/IEC process and
CEN formal adoption mechanism.

For nisers. standardization in road trans-
port informatics was initiated (CEN/TC
278), and a work programme drafted in
cooperation between CEN, CENELEC and
LTSI Standardization ingeographicintor-
mation was also launched (CEN /T 287
and will impact on numerous domains;
¢y, cartography, tansport, and resotrce
and urban planniny,

Sales and distribution

In 1991 the CEN Central Secretariat estab-
lished a new directorate to manage the
sales and distribution of CEN publications,
the governance of CEN copyright and in-

Statistics for 1991

Info Pro

National work programme
European work programme
international work programme

ICONE
National standards inplementing
European standards

National standards implementing
international standards

Total

7798 notifications *

5846 notifications *

in the second part of 1991 CEN began to
set up a new database to host the ISO
work programme. This is expected to be
operational in early 1992.

* not including figures for the electrotechnical sector

4974 (including 390 implementing

C

ENELEC and CECC standards)

4195 (including 703 implementing IEC
standards)
9169 entries
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tellectual property rights, as well as the
development of conferences on European
standardization.

Sales and distributionin 1991 embraced the
traditional CEN publications; i.e., Cata-
logue, General Technical Report, Catalogue of
National Implementations of European Stan-
dards, List of Draft Standards, Memento and
the CEN/CENELEC Review. A new publica-
tion, The CEN Technical Programme was de-
veloped, with the participation of the Infor-
mation Unit, and launched during the year
to a good reception in most of the CEN
member countries and abroad.

This publication, which will be issued
againin1992inanimproved format, helped
CEN more than double its sales revenue.

In the field of intellectual property rights
(IPR), a new document, CEN/CENELEC
Memorandum No. 8, was adopted by CEN
and CENELEC to offer more detailed guid-
ance to technical committees in particular,
the doctrine itself remaining identical to
that followed by ISO/IEC.

After the decision of CEN to improve the
availability of European standards, mea-
sures have been introduced, both at the
National and Central Secretariat level, to
reduce to three weeks the delay between
the formal adoption of an EN and its actual
commercial availability.

Preparatory actions have also been carried
outto make, from 1992, the European Stan-
dard available from the Central Secretariat,
(for European or international organiza-
tions only, since CEN does not intend to
develop in its Central Secretariat a costly
commercial infrastructure, which would
duplicate those existing at each National
member body level).
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Finally, generous copyright arrangements
were agreed with the new Affiliates stan-
dards organizations of eastern Europe, in
order toencourage the diffusionand imple-
mentation of European standards in the
countries concerned.

The Information Procedure and ICONE

The Information Procedure (InfoPro). Direc-
tive 83/189 lays down a procedure for the
provision of information in the field of
technical standards and regulations.

The aim is transparency from the begin-
ning of the standardization process in or-
der to curb the development of
nonharmonized national standards liable
to lead to trade barriers, and to promote a
concerted effort at the European and inter-
national level.

For this purpose, a Central Unit in CEN/
CENELEC set up in 1985 a bibliographic
database, compiled from the work
programmes of international (ISO, 1EC),
European (CEN, CENELEC) and national
standardization organizations. Mainte-
nance of the database is ensured through a
notification procedure from standards or-
ganizations to the Central Unit. The ICONE
(Index Comparatif des Normies en Europe) is a
database listing all European and interna-
tional standards along with information
about their implementation at the national
level.

This project, also started in 1985, was de-
signed to help small and medium enter-
prises (SMEs) to overcome the obstacles
posed by the existence of more than 50,000
national standards, and became part of the
SPRINT initiative. The costs of these two
systems are partly covered by Community
and EFTA funding.
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However, in 1991 the Commission ex-
plained its wish to revise Directive 83/189
to achieve a lightened procedure focusing
on new work initiatives and more open
participation in the national standardiza-
tion process. The CEN and CENELEC were
invited to think about this matter, includ-
ing the consequences as far as funding of
the system was involved.

The Third Countries Unit of CEN

As Europe with the arrival of 1993 attracts
a growing amount of interest, it goes with-
out saying that if standardization is impor-
tant to the western European economy, it is
no less important to other economies inter-
ested in trading with the EC/EFTA.

The CEN, answering the growing number
of enquiries and requests for technical as-
sistance about European standardization
and related matters from third countries,
especially central and eastern Europe, and
the need to coordinate such activities, set
up at the end of 1990 a special Unit in its
Central Secretariat in order to:

* Act as a point of contact for enquiries
about European standardization;

e Provide basic information for countries
not within CEN, including matters related
to international standardization;

* Launch calls for tender for projects of
technical cooperation instigated by the
CEC, EFTA, or any potentially interested
institution, and further organize a pre-se-
lection of candidates according to proce-
dures guaranteeing openness and trans-
parency.

This Unit works in close cooperation with
the EC/EFTA services, the standardization
organizations, CENELEC, ETSI, and the
European Organization for Testing and

Certification (EOTC). It has started to es-
tablish a databasc of experts qualified in
standardization, certification, metrology
and quality assurance (EN 29000 - EN
45000).

In 1991, the Third Countries unit provided
expertise for EC/EFTA sponsored techni-
cal assistance programmes, notably the
PHARE programme, in the following coun-
tries:

Algeria
Programme for technical assistance in the
field of quality assurance

Bulgaria, Czechoslovakia, Hungary,
Poland, Romania
Regional programme on quality assurance

Hungary, Poland
Assistance withtheimplementationof stan-
dardization and certification programmes

Israel
Cooperation project on standardization

Malta
Upgrading of standards laboratories

Mexico

Programme for strengthening standards
and certification system, and product qual-
ity improvement

Tunisia
Programme for technical assistance in the
field of standardization

Together with the creation of the status of
Affiliate (for Central and Eastern Europe
countries), the Unit’s activities demonstrate
the will of CEN and its partners in stan-
dardization and linked disciplines to help
all countries better understand the contri-
bution of these systems to the European
cconomy, improve their knowledge and
upgrade national systems to the European
level, now recognized worldwide.
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Certification and Conformity of European Standards

The Development of the CENCER Certification Sys-
tem

CEN operates a European system of certification of
product conformity to European standards, which
includes the European CENCER mark.

This system can be implemented in those areas where
industry shows an interest for such voluntary opera-
tional procedures. Until 1990, the main applications
were limited to language programs in the IT area and
to thermostatic valves for central heating equipment.
1991 saw further developments of this certification
system, when new agreements were reached between
interested parties in the building/construction sector
for the setting up of the CENCER scheme for vitrified
ey pipes, glue-laminated timber, heat exchangers,
radiators, concrete pipes and ceramic tiles (although
the system for tiles will be restricted to mutual recog-
nition of test results).

CEN policy on certification and conformity to Euro-
pean Standards

* The very large increase in the production of Euro-
pean Standards needed for the implementation of EC
Directives, which includes specifications for the as-
sessment of conformity in view of ‘ce’ marking, led
CEN todecide in 1991 to ¢stablish a new policy for the
drafting of these specifications, hitherto under the
rosponsibility of the specialized ‘CCC” groups, this
task will in the future be given to Technical Commit-
tees and new guidelines to this effect have been pre-
pared.

* With regard to the general role of CEN in voluntary
certification, the situation is as follows:

* CEN will seek the formal recognition by the Euro-
peanOrganization for Testing and Certification Agree-
ment groups it operates in the CENCER system;

* A strategic study has been launched to investigate
the following question:

What policy should CEN adopt in the field of product
marking and certification, beyond the cxisting
CENCER approach, in order to promote European
Standardization, and to answer the emerging market
needs for marks of conformity to standards that can

operate throughout the European market?

Finance

The largest part of the costs of European
standardization is borne directly by the
employers of the experts who prepare and
participate in the consensus-forming pro-
cess of technical committees, working
groups, task forces, etc. However, there is
no true record of such costs and to date no
comprehensive European-based study of
them.

A further element of the costs is that in-
curred directly by the national standards
organizations, which provide the secretariat
for most of the technical committees and
their subordinate working structures and
which operate the CEN procedures (enqui-
ries, votes, implementation and transla-
tion where needed of adopted European
standards). A fraction of these costs is
covered by contracts between CEN, the
Commission of the European Communi-
ties and the EFTA Secretariat for work cor-
responding to the execution of ‘mandates’;
i.e., mostly preparation of standards for
use in the framework of Community legis-
lation.

The smallest part of the costs is incurred in
the form of the operation of the Central
Secretariat of CEN, amounting in total to 5
M ecu (not including EWOS).

These costs are covered as shown in the
figures on the next page.
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CEN MEMBERSHIP FEES (1985 - 1991) k ecu

1 07 1
1232

s

1985 1986 1987 1988 1989 1990 1991

REPARTITION OF THE FINANCING OF THE
CENTRAL SECRETARIAT (1991)

membership fees, 33% sales and miscellaneous, 8%

EFTA support to
standardization, 6%

other CEC/EFTA support
{(information procedure,
third countries...), 22%

membership fees, 33%

S~

REPARTITION OF THE COSTS OF THE
CENTRAL SECRETARIAT (1991)

technical standardization
activities, 50%

certification,
third countries, 5%

promotion and sales, 9%

general administration, 23%

data processing, database, 13%
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CEN's Europear Standards

Newsletter

Catalogue
List of Draft Standards

Memento

Document N525

General Technical Report

The Technical Programme

CEN/CENELEC/ETSI Bulletin

Memoranda and
Internal Regulations

INFORMATION

CEN’s Main Publications

Documents adopted by CEN are mainly
given the status of European standard, rec-
ognizable by the designation EN...CEN
also publishes pre<: :ndards (ENV), har-
monization documents (HD) and reports
(CR). These documents are available, as
transposed national standards, from Na-
tional CEN Members. European, interna-
tional or foreign organizations may also
obtain European standards and the publi-
cations listed below from the CEN Central
Secretariat.

Every two months
List of approved documents
Annual

Information on Members, Technical Sector
Boards, Technical Committees, etc., Asso-
ciated Bodies and organizations in liaison.
Annual

National implementation of approved
documents. Annual

Lists, for cach technical committee, docu-
ments issued and work items in progress.
Annual

Comprehensive survey of CEN’s work
programme by sector with background in-
formation. Annual

Lists of standards adopted, drafts issued,
principle decisions of main policy-making
bodies, mandates received, and citations in
the Official Journal of the European Com-
munities. Manthly (except August)

Standing documents concerning policy,
principles and procedures
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How to Take Part in CEN’s Work

The programme of CEN is public and can
be found from available documents. Re-
quests for further information or participa-
tion in the work must be addressed to the
Member of CEN whichis the National Stan-
dards Body of the country concerned or
CEN Central Secretariat.

In addition, more than 125 European orga-

nizations (listed in the Memento) havebeen
granted a liaison status with CEN in order

to help the mutual exchange of information
between CEN and professional bodies or
associations also interested in standardiza-
tion. Finally, draft standards are always
submitted to a public enquiry stage and
announced in the official Bulletins of CEN
and all national CEN Members. Resulting
comments are sent to the responsible tech-
nical body of CEN for the preparation of
the final text submitted to formal vote.
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ANNEX B

CENELEC
ANNUAL REPORT 1991

What is CENELEC?

CENELEC is the European Committee for
Electrotechnical Standardization, a non-
profit-making international organization
made up from the National Electrotechnical
Committees of 18 countries in western Eu-
rope. Sixteen of these national committees
are also members of the International
Electrotechnical Commission (IEC), with
which CENELEC has a close, working rela-
tionship. The CENELEC, which has been
established under Belgian law, has three
official languages: English, Frenchand Ger-
man.

Although CENELEC itself was formed in
1973, National Electrotechnical Commit-
tees (NECs) had been grouping together in
the interests of European standardization
since the late fifties, developing alongside
the European Economic Community. In
1959, two years after the Treaty of Rome
was signed, the NECs of Belgium, France,
Germany, Italy and the Netherlands
grouped together to form CENELCOM,
the European Committee for the Coordina-
tion of Electrical Standards in the Common
Market countries.

During the 1960s, CENELCOM collabo-
rated with CENEL, the European Commit-
tee for the Coordination of Electrical Stan-
dards, which consisted of the NECs of the
UK, Austria, Denmark, Norway, Portugal,
Sweden, Switzerland, and the two organi-
zations worked side by side until the end of
1972, when CENEL was disbanded and its
members joined CENELCOM to form a
new organization with the name of
CENELEC.
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Words From A Parting President...

“Last year was a year of both consolidation
and change - and I do not see this as a
paradox.

"Consolidation related to resources and
agreements. A new Secretary General
settled in, staff responsibilities were more
clearly defined and we occupied more
practical offices in Brussels which repre-
sentreal value for money. New agreements
with our standards partners, the Interna-
tional Electrotechnical Commission (IEC),
the Committee for European Standarization
(CEN) and the European Telecommunica-
tions Standards Institute (ETSI), were made
to work.

"We made major internal changes to wel-
come affiliates from “third” countries, the
emerging democracies of Central and East-
ern Europe. We made timely progress to
involve our European economic and social
partners more closely in our work. We
established the European Electrotechnical
Sectoral Committee (ELSECOM) for certi-
fication and testing. And we improved
public relations and document circulation.

"Such changes were made possible by con-
solidation within CENELEC some years
ago, through the sound administration of
our predecessors and those loyal servants
still working in the organization. To be
successful, agents for change must build
on tried and tested formulae of the past.




Standards and Trade in the 1990s

"The role of these agents is to assess the
present, to interpret and forecast the needs
of the future, and, through strategy and
plan-ning, to harness resources to make
progress through change.

"l hope I do not appear complacent, as
someone whohashad many sleepless hours
of worry in the service of CENELEC, when
I say that I think CENELEC is now clearly
denonstrating its relevance.

"Over the past year we have developed a
sound strategy and business plans. They
have been warmly welcomed by our mem-
bers, partners and staff and will be imple-
mented next year as indicative documents
for the future, the results of which will be
judged subjectively and through published
efficiency indicators.

T hope that the reader of this annual report
will conclude that CENELEC has had a
year of both effective consolidation and
major change, and that we have been an
open-minded and adaptiveinstitution. For
if the reader should draw such a conclu-
sion, it would be a fitting end to my two-
and-a-quarter years as president of
CENELEC. Of course, everything has been
made possible by all the hard-working
members and our staff, and I thank them
warmly for their work, which has been
dedicated and relevant.

"Finally, all the modern technology that
supports the standardization processis use-
less without people. An individual in work
can facilitate or hold back.

"As a system involving thousands of ex-
perts both professional and voluntary, we
face possibilities for incomprehension, ob-
duracy, willful misunderstanding and
misreporting. These can delay, frustrate
and cause uncertainty and anxiery, and we
need to counter such negative influences.

"My personal answers are to be certainas to
what we have to do, tobe determined todo
it, to be prepared to work for it in an open
way through teams of people and always
tc .y to find fun in our work-even at times
when that scems impossible!

"With my best wishes to you all for the
future, Ileave you in the excellent hands of
Dr. Enrico Comellini. He will have my ful-
lest supportand friendship during the next

7’
hwo yoars.

— Gordon Gaddes.
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Standardization

Excitement is running high throughout
CENELEC and its 250-plus technical bod-
ies as the organizationapproachesa superb
milestone thanks to more than 30 years of
dedicated cooperation between the Na-
tional Electrotechnical Committees of west-
ern Europe.

Early in 1992, perhaps even in January
before this 1991 Annual Report reaches the
desks of standardizers, manufacturers, en-
gineers, consumers and users alike,
CENELEC will have published more than
1000 European electrotechnical standards
~a major contribution to the development
of the internal market which becomes a
reality at the end of this year. But, of course,
1000 is not enough! Our work continues
unabated, a pursuit of uniformity and ex-
cellence within that uniformity.

Last year saw some major steps forward in
electrotechnical standardization. Perhaps
the most important development in recent
years came to fruition in 1991 with the
introduction and success of the two new
[EC/CENELEC Cooperation Agreements.
They came into operation at the start of last
year, although the final texts were only
ratified in October by both the IEC and
CENELEC. By the time of the 70th Techni-
cal Board (BT), in Brussels in December,
their implementation was highly visible.

The two agreements concern “parallel vot-
ing,” a system of concurrent 1EC/
CENELEC action designed to speed up
and make more efficient the standardiza-
tion process without affecting the ethos of
consensus, and the common planning of
new work, designed to encourage the pub-
lication and adoption of international stan-
dards, prevent work overlap and ensure
the rational use of resources.
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There was swift and significant progress
concerning the agreements during 1991. By
the end of the year, 10 European Standards
(ENs) had been ratified at the same time as
the corresponding International Standards
were accepted at worldwide level, thanks
to the new parallel voting procedure. As far
as the common planning of new work was
concerned, CENELEC had introduced 17
new work-item proposals with a view to
transferring them to the international fo-
rum if IEC can undertake the work in the
required time period.

At an earlier BT, the 69th in London in
September, the key decision was taken to
start the conversion of CENELEC's exist-
ing Harmonization Documents (HDs) into
ENs as quickly as possible. The ENs are
more suitable to the demands of the inter-
nal market as their texts, unchanged, have
the status of national standards in member
states. As CENELEC currently has 695
HDs, compared with 290 ENs, this conver-
sion is an important step.

Further steps were taken to enhance the
decentralization of the standards-making
process, allowing national committees to
participate more in the work of other coun-
tries, through modification of the Vilamoura
Procedure. This Procedure has been re-
fined on the basis of a full year’s experi-
ence, to enhance efficiency and take into
account the IEC/CENELEC Co-uperation
Agreements.

Following the 68th BT in Brussels in June,
the Procedure was split into two. Part One
pertains to new work, Part Two to revi-
sions ot existing national standards. The
notification procedure for new work is
now more thor ugh, with additional ques-
tions and involvement of the relevant
CENELEC Technical Committee during the
ational committees’ three-month reply pe-
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riod, while revisions have been markedly
simplified.

The first BT of 1991, again in Brussels in
March, wasdominated by anindepth analy-
sis of the problems encountered in the
clectro magnetic compatibility (EMC) stan-
dardization area. The discussions led to o
cleariv detined policv onthe standards that
need to be pre pared. relating e the marns
dolos concerning e o implementaten

drc BN Dhiroctve o tte Copany

rechnicad x\\“”“i‘u't,‘ ENRTEIATNFRES T AR 1
IMSTANCe. A farge toimber of partes
nvoived: manufacturersotavery difteroit
nature, vsers, generation and distributien
entities, laboratories, publicauthorities and
scientific consultants. Their backgrounds
and economic interests are quite different,
and they rarely act in a coherent manner at
international level.

Alarge numberof organizations, especially
concerned with standardization or
prestandardization, are involved in addi-
tion to CENELEC, CEN and ETSI, and in-
side these organizations often exist differ-
ent technical bodies with their own views
and concepts.

These differences are manifest at a time
when there are verv strong legal implica-
tions and financial consequences of non-
compliance with standards covered by the
EMC Directive. Thus, it was deemed vital
tolay outaclear synopsis, for the benefit of
all these different parties and organiva-
tions, of the principles by which this work
should be corvied out; through cooperation
with the [EC and (in the information tech-
nology fHieid) ETSL using paralll voting as
rauch as posaible, with flexible application

of the difterent tvpes of EMC standards
where appropriate.

The World Context

Undernocircumstancescan CENELEC toj-
erate, aswe tast head into 1992 <etting the
roundations for the mternal market. a " Fors
tross Burope tesa Farope ondy tor Dare

N N
AR RN

Yy Y
R

]
¥
LIRS

Phrooph the THC CENETRC Cocporataes
Avreements, more of which can be read
eisewhere on these pages. we behieve the
mternational dimension to CENFLECS
work In electrotechnical standardization
has  never been stronger. Through our
regular meetings, information exchange
system and correspondence with, for ux-
ample, ANSI, the American National Stan-
dards Institute, and the Japanese standards
institutes, we keep non-Europeancompeti-
tors well informed on developments in Eu-
ropean electrotechnical standardization.

In Brusselsin November, last vear, we held
the fifth in a series of meetings between US
and European interests. Leading figures in
CENELEC and CEN metsome 25 represen-
tatives of American organizations under
ANSI leadership. These friendlv discus-

stons reinforced a common unde r&tandm},
ofthe primacv of internationat standardiza-
tion and there was a general satisfaction
with the transparency of Furopean stan-
dardization processes to the rest ot the
waorkd,

Onur resulls speak volumes tor onr itent,
Frohtvomne percentet the electrotechnical
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standards produced by CENELEC by the
end of 1991 were identical to, or based
heavily on, IEC results. This compares with
85 per cent at the end of the previous year
— a small but significant increase.

So whv base our work in a world context,
rather than focus solely on rapidiy devel-
oping a comprehensive network of “home-
grown” standards tailor-made to favour
European designers, engineers and pro-
ducers inanincreasingly competitive mar-
ketplace?

The answer lies with European customers
and marufacturers themselves. According
to the basic law of the market, European
customers will demand access to products
and services of the right quality at the right
price, whatever their origin. European
manufacturers also are plainly realizing
that thev can maximize their profitability
only by competing in world markets.

The CENELEC's European members can
make an important contribution to world-
wide standardization by convincing their
non-European colleagues around the IEC
table to incorporate IEC results in their
national standards portfolios.

Western Europe

While mindful of the absolute necessity to
fight any attempt to create a protectionist
“Fortre:  Lurope,” it is necessary for the
three European standardization bodies,
CENELEC,CEN and ETSI, tocommitthem-
selves o the strongest possible relation
ship ofconsultation, cooperationand agree-
ment on the wayv forward in establishing
the Furopean Standardization System.

An important step in this direction was the
conterence, “Present and Future Develop-
ments i Furopean Standardization,” in

Luxembourg in December. Some 140
people, widely representative of western
Europeaninterests, attended this construc-
tive event at which the three standards
organizations were able to demonstrate
major changes they had made to adapt to
market demands.

It 15 necessary for all three bodies to con-
tinue to demenstrate their policies of open-
ness, including the processes of regular
consultation with their economic and so-
cial partners, and to show that they are co-
operating togetherin aloose formof tripar-
tite alliance, bearing in mind the interna-
tional dimension mentioned eartlier.

The CENELEC, CEN and ETSThave estab-
lished usctul coordinating mechanisms to
prevent the overlapping of their work and,
as new work occurs, to allocate it where
necessary in a fair and technically logical
way.

These mechanisms include threejoint com-
mittees: the Joint Presidents” Group for co-
ordinating common keyv policy orientations,
defining basic principles and allowing a co-
ordinated dialogue withthe CECand EFTA;
the Joint Coordination Group, a “court of
last resort” where issues of work overlap
between the three orgamizations still await
solution; and the Information Technology
Steering Committee, which identities rel-
evant parts of complex standardization in
the information technology field and as-
signs them accordingly

The CENFLEC, forits part,is committed to
openness withinwestern Furope aswellas
concerned enough to improvets transpar-
ency to the rest ot the world Consultation
Should also be with consumers and users
and one of the jovs of the Luxemboury,
conference was to sec representatives of
these groups ~tand up, be counted and
speak from the toor
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The participants in the Luxembourg con-
ference, whichincluded senior officials from
the CEC and EFTA, stressed that industri-
alists should be thoroughly involved in the
development of standardization strategies
and that decision-making should be kept
close to the market.

Eastern Europe

Last vear saw CENELEC open its arms to
National Electrotechnical Committees from
the emerging Central and Eastern Euro-
peandemocracies, anhistoricstep. We have
acted swiftly, but judiciously, in this re-
spect, although it must be stressed thatour
western European member committees
have been working for decades with these
new affiliates in the context of tiwe IEC.

The ftirst three of our five new affiliates—
Crzechoslavakia, Hungary and Poland-
were present as observers at the CENELEC
General Assembly at Toulouse in October,
their applications having been accepted at
Copenhagen six months earlier. They con-
tributed to the Toulouse Assembly imme-
diately by making official statements to the
I8 CENELEC member committees. How-
ever, as vet, as affiliates they haveno voting
pOwWer.

The Toulouse Assembly accepted a further
two applications for affiliate status with
CENELEC, from Romania and Turkey. No
doubt we will be receiving more applica-
tions in the immediate future as the face of
Furope changes and CENELEC, as an in-
wrnational standardization body, contin-
ues to embrace and reace to these changes
without any unnecessary delay.

With CENELEC Memoranda 16 and 17, on
“third” countries and affiliate statas, rati-
fried by the General Assembly in
Copenhagen, we now have the machinery
and criteria in place to assess quickly all
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future applications ontheir respective mer-
its as they arise.

Certification

Monumental and radical progress was
made in the field of testing and certification
during 1991, the climax being the creation
by CENELEC of a sectoral committee for
electrotechnology.

The ELSECOM (the European ELectro-tech-
nical SEctoral COMmittee for testing and
certification) was tinallv given the green
light at our General Assembly in Toulouse
in November.

Such was the market need for coordination
of existing and future mutual recognition
arrangements, in the field of electrotech-
nology and electronics, that special sex-
sions were devoted to certification matters
at both 1991 General Assembly mectings.

The constitution of the new sector comnut-
tee has been specially designed to retlect
the interests of manufacturers, users and
third parties such as certifving bodies and
testing laboratories. It will respond to per-
ceived market needs for conformity assess-
ment and mutual recognition in the whole
field of electrotechnology, including elec-
tronics.

CENELEC has applied to the Council of the
European Organization for Testing and
Certification (EOTC) for recognition ot
ELSECOM, and has the intention of work-
ing very closely with the FOTC in the tu
ture with respect to the work of our new
offspring.

It ELSECOM was the cream of the vear,
there also was plenty to enjov in the nulk
Theworkofthe CENFLEC Marks Commit-
tee s beconming mdreasing v successtul
Coverage of the CENFLEFC Certibication
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CENELEC
IN FIGURES
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CENELEC
IN FIGURES

THANKS to its skillful team of technical
experts, standardizers and administra-
tors, CENELEC can display on these pages
a record of impressive success.

We are nearly at an imgortant landmark - 1000
turopean standards! It shouid be reached early in
1992. At the time of writing, we have 22,717 pages
of standards. in 1991, CENELEC completed 3 record
year. We published nearly 3,500 new pages - a
magnificent achievement!
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CENELEC is a standardization body consisting of
European members. But we believe that our work
shouid be firmly set in a worldwide trading con-
text. For that reason, we are delighted to report

that 89 per cent of our output is now identical to,
or heavily based upon, 1EC resulits.
j An important future trend concerns contributions
: te our finances. We will become iess and less
reliant on taxpayers’ money via the EC and EFTA.
Instead the large majority of our funds will be sup-
plied by our own members, the 18 National
Electrotechnical Committees of Western turope.
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Coverage of the CENELEC Certification
Agreement was extended to three new par-
ticipants-in Luxembourg, Spain and the
United Kingdom-and the Marks Commit-
tee is currently discussing two further new
draft certification agreements, on electrical
components for household appliances and
lighting fittings.

The three new participants tothe CENELEC
Certification Agreement mean it now has
20 signatories, from 17 countries. The suc-
cess of the CCA in industry also is shown
by a steady growth in the number of notifi-
cations of test results delivered. More than
4,000 have been delivered to date and over
6,000 recognized. A similar steady increase
occurred in the number of licences issued
to European cable manufacturers through
the HAR Agreement for low voltage cables
and cords.

New initiatives for mutual recognition of
certificates and test reports for electrical
products expanded under the CENELEC
umbrella throughcut Europe. The certifi-
cation agreement on active medical de-
vices, EMEDCA, settled its basic rules of
procedure and made a first attempt at a
common test report form on the basis of the
harmonized European Standard (EN).

Two key new agreements were signed: for
low-voltage industrial equipment
(LOVAG) and for high voltage electrical
power equipment (STLA). And the coordi-
nating committee for testing and certifica-
tion in Electromagnetic Compatibility
(EMC) set up an important working group
to study the possiblities of preparing acom-
mon report form for EMC testing of all
electrical equinment.

Finally, CENELEC, as a signatory to the
Memorandum of Understanding that es-
tablished the EOTC, helped with the for-
mation of the EOTC Council and its Advi-
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sory Committee. We gave special assis-
tance in preparation of the Rules of Opera-
tion of the Council, the Guidelines for the
Recognition and Publication of Agreement
Groups and the Guidelines for EOTC
Sectoral Commit!

CECC'’s Year

Crucial progress has been made by the
CENELEC Electronic Components Com-
mittee (CECC) in tackling the challenging
task of documenting and specifyving char-
acteristics, and technical requirements, for
the rapidly expanding range of electronic
components.

April was a month worth celebrating at
CECC’sFrankfurtoffices, whenitissued its
first European Standard, EN 123 000, a
generic specification for printed boards.
We expect all existing, higher-order CECC
Specifications to become ENs by the end of
next year and, further, that all new ones
will be issued as ENs from now on.

The CECC cemented ties with manufactur-
ers and users last vear, with the creation of
several new working forums. A Joint Au-
tomotive Working Group was established
in June in conjunction with the European
component manufacturers’ technicalbody,
CEMEC. The group which consists of rep-
resentatives of the European car manufac-
turers, equipment manufacturers and elec-
tronic component manufacturers, will prob-
ably become a new CECC User Group in
due course.

Long-standing and successful contacts be-
tween the European Organization for Civil
Aviation Electronics (EUROCAE) and
CECC bore fruit with the setting up of the
Civil Aviation Users Group (CAUG). This
new body will benefit, in terms of economy
in costs and resources, civil avionics equip-
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ment manufacturers and users, as well as
the electronic components industry.

Another important CECC liaison which
continues to grow stronger by the day is
with the European Association of Aero-
space Equipment Manufacturers
(AECMA), the body that represents the
interests of constructorsof aircraftand aero-
space vehicle constructors. A joint forum
has prepared a draft Memorandum of Un-
derstanding (MOU), which will be the ba-
sis forcommon activities in the standardiza-
tion of electronic components for aerospace
applications.

Recognizing their common interest in elec-
tronic components standardization, CECC
and ETSI have held discussions to ensure
adequate liaison takes place between their
respective technical committees. A coop-
eration agreement on fibre optics has al-
ready emerged from these discussions.

Other progress in CECC'’s standardization
field included the setting up of a special
task force to develop new specification
methods which will be simpler, more flex-
ible and more closely aligned to current
industrial practice.

And, in October, CECC published what is
likely to become the first global standard in
the important area of protection of electro-
static-sensitive devices, Basic Specification
CECC 00 015.

The worldwide interest being shown in
this specification (orders have already ex-
ceeded even very optimistic expectations)
indicates the strength of demand for inter-
national standards in this field and con-
firms that CECC is once again leading the
way. [tisintended that thisstandard should
become the basis of a new IEC publication
in the near future.
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Last year, CECC clearly strengthened its
position in the strategically important Eu-
ropean marketplace for electronic compo-
nents. Evidence of this progress canbe seen
in the encouraging rise in Qualification
Approvals, up to 2642 by the end of 1991.

The CECC national authorities have al-
ready issued 157 Capability Approval Cer-
tificates throughout Europe-aconsiderable
step forward in the acknowledgement and
acceptance of the CECC system, and a com-
pliment to this more modern approach to
product assessment.

There is a growing interest in the CECC
svstem, especially among equipment manu-
facturers and smalland medium-sized com-
ponent manufacturers. This is shown by
the enormous increase in enquiries about
CECC, more than 150 percent, received by
the General Secretariat. Between January
and November, more than 260 companies,
asking for detailed information on the Eu-
ropean Standardization and Quality As-
sessment System and the procedures for
CECC approval, were replied to world-
wide.

Responding to this growing demand from
users and manufacturers, CECC is also
pursuinganalternative method of approval
incorporating the latest and most modern
principles and techniques in quality de-
velopment. “Technology Approval” will
allow continuous product release through
rapid technology extension and swift in-
troduction to the marketplace,

General Assembly

The important decisions in CENELEC are
made at the twice-vearly General Assem-
bly (AG), where delegations from the mem-
bers vote on recommendations and pro-
posalsdrafted by Central Secretariat under
theirinstruction. Last vear, the two General
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held in Toulouse, at theend of October, and
Copenhagen, in May.

Nearly 100 items were processed in the
plenary sessions at Toulouse, in less than
two days. As time progresses, our General
Assembly meetings seem to become more
and more efficient. It is difficult to know
how Toulouse can be bettered in future in
this respect, but of course we will certainly
be trying!

However, a CENELEC General Assembly
is no longer a purely internal matter. Ob-
server status has been granted to a range of
interested organizations, from the Interna-
t‘onal Electrotechnical Commission to the
EC and EFTA, and European-level repre-
sentatives of manufacturers, users and con-
sumers. Inaddition, at Toulouse, CENELEC
members welcomed statements during the
plenary session from colleagues in the other
two main European standardization orga-
nizations CEN and ETSI, from the IEC,
from representatives of our new affiliates
in Czechoslavakia, Hungary and Poland,
and from the European Commission and
the EFTA Secretariat.

Virtually all the decisions we make on these
occasions seem so important, that it is dif-
ficult to give any priority of order to those
listed on these pages. One of the first steps
taken at Toulouse was to add two new
affiliates, the National Electro-technical
Committees of Romania and Turkey. Dr.
Enrico Comellini of Italy was elected presi-
dent to succeed Gordon Gaddes on 1 Janu-
ary 1992 for a period of two years. A similar
term of office was given to Edward Johnston
of Ireland elected vice president to replace
Dr. Comellini. It is impossible to thank
Rudolph Winckler enough for his years of
wonderful workin the service of CENELEC.
He has left the CENELEC adminstrative
board now, replaced automatically by Mr.
Gaddes as immediate past president.

As far as standardization was concerned,

B-16

the General Assembly agreed on a crucial
statement regarding the international con-
text of CENELEC's work; European stan-
dardization in the electrotechnical field
should be identical to IEC work, thus im-
plying theimplementation of IEC results as
the only National Standard for a given
subject. The systematic conversion of all
existing HDs into ENs was endorsed. An
important new CENELEC Memorandum,
No. 18, on Standardization and Intellectual
Property Rights was approved, as were the
basic principles and procedures for the es-
tablishment of cooperation agreements
between CENELEC and potential feeder
organizations.

A monumental decision was taken during
the Certification Session of the Assembly,
probably the last special session on cer-
tification to appearon an AG agenda as
a result, when members decided to estab-
lish, within CENELEC, the European
Electrotechnical Sectoral Committee for
Testing and Certification (ELSECOM). The
new committee will perform the necessary
coordinating functions in the field of test-
ing and certification for electrotechnology,
includingelectronics, and is currently seek-
ing recognition from the European Orga-
nization for Testing and Certification
(EOTC). Gordon Gaddes was appointed
acting chairman of ELSECOM.

The AG in COPENHAGEN followed hot
ontheheels ofaCENELEC/IEC Seminarin
Berlin in March, at which the principle of
affiliation to CENELEC of so-called “third
countries” was jointly accepted. Thus, the
Copenhagen AG undertook to do all that
was necessary to accommodate future af-
filiatesasrapidly as possible. A draft Memo-
randum, No. 16, on third countries was
ratified, providing access toCENELEC, and
a second draft Memorandum, No. 17, de-
fined the conditions which had to be met

L-———-——-—-—-—__——-—.-“_—-—_w
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toratfiliation to CENELEC. Once these draft
Memoranda had been accepted, the AG
immediately agreed applications for affili-
ation from the Czechoslovakian, Hungar-
ian  and Polish committees for
electrotechnical standardization.

Important changes in our Articles of Asso-
ciationand Internal Regulations were made
affecting the election and terms of office of
president and vice presidents, the tasks of
the secretarv general, the pavment and
ratio of members’ contributions, thechange

B-11

in the registered office of CENELEC and a
widening of attendance at future AGs.

A substational part of the Copenhagen ple-
nary session was given over to discussing
relations between CENELEC and the CEC
and EFTA. The CEC representatives talked
frankly about the “post-Green Paper” pe-
riod, in particular the theme of the new
partnership between regulators and
standardizers aiming at closer cooperation
in setting priorities and more openness,
particularly in the certification domain.
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The New President

“lwould like to thank the whole CENELEC
community for electing me as President; it
will be both a great honour and a demand-
ing task.

"I am receiving, from my predecessor and
friend Gordon Gaddes, the responsibility
of a healthy and vital organization, the
activity and efficiency of which must be
expanded and increased vet further in the
future.

"This need to expand is due to the demands
of Europeanindustry, thesocial sector, gov-
ernments and the forces at the basis of our
constituency the National Electrotechnical
Committees of the member countries. All
these bodies demand fresh standards, a
key factor in promoting trade, technical
and economic progress in the exciting years
ahead.

“Standards are needed urgently and, when-
ever possible, internationally because Eu-
ropean industry wishes to compete fairly
inthe international market. They havetobe
of a good quality ard based on the largest
possible consensus. which is the best guar-
antee of their widspread implementation.

"These are very demanding requirements,
but the thousands of earnest people who
work in the CENELEC Technical Commit-
tees, Sub-Committees, Task Forces, Work-

ing Groups and in the Central Secretariat
are just the kind of people able to meet the
most difficult challenges, as our history
clearly shows.

“In achieving these objectives, we are open
to cooperation from the other European
standard bodies, with whom we relateon a
permanent basis in the framework of the
Joint Presidents Group and other forums
such as the Joint Coordination Group.

"We also cooperate with other European
organizations, whoare able to contribute to
the standarization process by setting pri-
orities and preparing standards. We are
open as always to the most fruitful co-
operation with the [EC.

"The CENELEC is considered an impor-
tant partner by the Commission of the Eu-
ropean Communities, which, through our
cooperation, is able to establish essential
requirements in the Directives, relving on
voluntary standards for detailed technical
requirements. We have the capacity and
ambition to work even more with the CEC
in the future.

“Proud of our past, we look forward to the
future, confident of reaching all our funda-
mentally-necessary and expected goals.

"To a successful and exciting 1992!"

— Dr. Enrico Comellini
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A Final Word

“I predicted, in my contribution to the 1990
Annual Report, that 1991 would be an ex-
citing vear for CENELEC. It has certainly
proved to be so!

"Many highlights are recorded elsewhere
in this Report, but two of them have been,
for me personally, particularly significant.
The first was the remarkable speed with
which we were able to put into effect our
agreements with our worldwide partner,
the [EC, through close cooperationbetween
the secretariats of the two organizations in
overcoming the inevitable teething-
troubles. The second experience, the
memory of which I shall long treasure, was
the readiness with which we welcomed
our new affiliates from Centraland Eastern
Europe into the CENELEC family. It will be
a pleasure and a privilege to work with
them.

"During the year, CENELEC hasbuilt upon
and developed its contacts with otherorga-
nizations and institutions. This has given
me the pleasant opportunity to strengthen
friendships with members of the Commis-
sionservicesand EFTA secretariatand with
my fellow-standardizers, in particular those
in the secretariats of the [EC, CECC, CEN
and ETSL

“As well as these “external” events, 1991
saw a continuation of the solid success of
our standards production—more pages
published and more drafts circulated than
in any previous year. The thousands of
contributors to this process—chairmen, sec-
retaries, convenors, delegates and experts,

and their National Committees—can be jus-
tifiably proud of this achievement. All whe
benefit from electrotechnical standardiza-
tion, that is all the citizens of Europe, owe
them a debt of gratitude for their labours.

"Turning to the Central Secretariat, | can
state with confidence that my colicagues
have, without exception, worked enthusi-
astically and hard - some of them, indeed,
harder than it is reasonable to expect. Thev
have the real satisfaction of doing a worth-
while job, and of doing it well. There s o
high level of morale and (almost alwavsiia
lively sense of humour. It is an honour to
leadsucha outstanding team, and I thank
them sincerely for their lovalty and un-
stinting support. Towards the end of the
year, we were joined by a highlv-qualified
PR and Information Officer. It will be his
task to work, with the National Comnut-
tees, to increase awareness of CENELEC
its capabilities and achievements. We et
come himand wishhimwellinhiswork, or
which this Annual Report is an cariy ov-
ample.

A last, personal remark. My first full vear
as Secretary General seems to have passed
very quickly. It has been challenging and
exciting and, above all, enjovable. This i«
due, in particular to the friendshup and
guidance of the President and to the under-
standing and supportofmvwite My pgrate-
ful thanks arc humbly otfiered toboth ot
bosses.”

-— Stephen P.A. Marriott
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CENELEC MEMBER NATIONAL
COMMITTEES

AUSTRIA

Osterreichisches Elektrotechnisches Komitee
(OEK)

beim Osterreichischen Verband fur
Elektrotechnik (OVE) Eschenbachgasse 9

A - 1010 WIEN

Tel: Int+43 222/587 63 73

BELGIUM

Comite Electrotechnigue Belge (CEB)
Belgisch Elektrotechnisch Comite (BEC)
28 Galerie Ravenstein, b 2

B - 1000 BRUXELLES

Tel: Int+32 2/51200 28

DENMARK

Dansk Elektroteknisk Komite (DEK)
Strandgade 36

DK - 1401 KOBENHAVN K

Tel: Int+45 31/57 50 50

FINLAND

Finmsh Electrotechnical Standards Associa-
uon (SESKO)

P.O. Box 134

SF - 00211 HELSINKI

Tel: Int+358 (/69631

FRANCE

Union Techmque de I'Electricite (UTE)
Cedex 64

F- 92052 PARIS La Defense

Tel: Int+33 14691 11 11

GERMANY

Deutsche Elektrotechnische Kommission im
DIN und VDE (DKE)

Stresemannallee 15

D - 6000 FRANKFURT/MAIN 70

Tel: Int+49 69/6308-0
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GREECE

Hellenic Organization for Standardization
(ELOT)

Acharnon Street 313

GR - 11145 ATHENS

Tel: Int+30 1/201 5025

ICELAND

The Icelandic Council for Standardization
(STRI) Technuiogical Institute of Iceland,
Keldnaholt

IS - 110 REYKJAVIK

Tel: Int+354 1/68 70 00

IRELAND

Electro-Technical Council of Ireland (ETCD),
ESB Office

Parnell Avenue. Harold’s Cross

IRL - DUBLIN 12

Tel: Int+353 1/54 58 19 - 54 58 20

ITALY

Comitate Elettrotecnico Italiano (CED
Viale Monza 259

[-20126 MILANO

Tel: Int+39 2/25 77 31

LUXEMBOURG

Service de I'Energie de I'Etat (SEE)
¢/oa SNCT - HB.P. No. 23

L - 5201 SANDWEILER

Tel: Int+352/44 20 302

THE NETHERLANDS

Nederlands Elektrotechnisch Comite (NEC)
Kalfjeslaan 2 Postbus 5059

NL - 2600 GB DELFT

Tel: Int+31 15/690 390

NORWAY

Norsk Elektroteknisk Komite (NEK)
Harbitzalleen 2A, Skoyen Postboks 280
N-02120SLO 2

Tel: Int+47 2/52 69 50
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PORTUGAL

Instituto Portugues da Qualidada (IPQ)
Rua Jose Estevao, 83A

P - 1199 LISBOA Codex

Tel: Int+351 1/53 98 91

SPAIN

Asociacion Espanola de Normalizacion y

Certificacion (AENOR)
Comite Electrotecnico Espanol
Avenida de Brasil 7-9

E - 28020 MADRID

Tel: Int+34 1/556 76 64

SWEDEN

Svenska Elektriska Kommissionen {(SEK)
Kistagangen 19 Box 1284

S -164 28 KISTA STOCKHOLM

Tel: Int+468/750 78 20

SWITZERLAND

“omite Electrotechnique Suisse (CES)
Postfach

CH - 8034 ZURICH

Tel: Int+411/38491 11

TINITED KINGDOM

British Electrotechnical Committee (BEC)
British Standards Institution (BS]H

2 Park Street

BG - LONDON W1A 2BS

Tel: Int+44 71 629 9000

CENELEC AFFILIATES:

National Committee

of CZECHLOSLOVAKIA, HUNGARY,
POLAND, ROMANIA, TURKEY.

CENTRAL SECRETARIAT:

Rue de Stassart 35, B-1050 Bruxelles.

Tel: Int+3225196871 - Fax: Int+32 251969
19 - Tx: Int+46 (0) 17 2210097 - Ttx: +206 2
210097

CENELEC
COMITE EUROPEEN DE NORMALISATION ELECTROTECHNIQUE
RUE DE STASSART 35, 1050 BRUXELLES
TEL:(+322)519 6871 - FAX: 51969 19
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ANNEX C

THE CECC SYSTEM FOR ELECTRONIC
COMPONENTS OF ASSESSED QUALITY

Introduction to the System

The CENELEC Electronic Components
Committee (CECC) System for electronic
components of assessed quality became
operational in 1973 following discussions
which were instituted in 1970. Its object is
to facilitate international trade by the har-
monization of the specifications and qual-
ity assessment procedures for electronic
components and by the grant of an interna-
tionally recognized Mark, and/or Certifi-
cate of Conformity. The components pro-
duced under the CECC System are accepted
by all member countries without further
testing.

This object is achieved through two sepa-
rate but closely associated organizations:

» the CECC, being a committee of the
Forderverein fur Elektrotechnische Normung
(FEN)e. V¥

s the ECQAC (Electronic Components
Quality Assurance Committee).

There are currently 15 countries participat-
ing in the CECC System (see list at the end
of this publication).

Approvals

Under the CECC System any company
which meets a specified set of stringent
requirements may be approved to manu-
facture i distribute electronic components

of assessed quality in conformity with in-
ternationally recognized specifications
based on IEC and 1SO Standards.

These specifications may be generated
jointly by international technical expert
groups or may be of national origin, devel-
oped by national standards bodies or by
oneor more manufacturers or usersof com-
ponents to meet either a custom-built or
volume market demand.

Distributors who are recognized as fit to
stock and distribute components produced
and released under the CECC System may
be granted Distributor Approval.

Independent test laboratories with appro-
priate facilities and procedures may alsobe
granted approval within the Svstemtocarry
out tests on components.

The Product

All electronic components supplied with a
registered Mark or Certificate of Confor-
mity have been subject to rigid inspection
for quality conformance and a comprehen-
sive schedule of tests and acceptance re-
quirements, under the surveillance of an
independent inspectorate.

The Advantages of the CECC System

The CECC System provides awiderquality
components market for vendors and pur-

* Association for the promotion of electrotechnical standardization.
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chasers alike, but there are many other
benetits, for example:

ethe assurance of a component of consis-
tent quality

» the scope for multisourcing from simi-
larly qualified suppliers in different coun-
tries

» Certified release of each delivery
* Improved traceability

* Reduced vendor appraisal and goods
inwards inspection

* Improved reliability
¢ Reduced total life costs

¢ Simpler purchasing and contractual re-
quirements

* Increased conridence in supplier and
product

¢ The availability of qualified components
insmall quantities from approved distribu-
tors.

A range of over a million individual CECC
approved componenttypes, covering many
different technologies, from resistors to
connectors, and from integrated circuits to
printed boards, ensures that the System
can satisfy the demands for availability,
quality, reliability and cost effectiveness of
industries dealing with widely varied ap-
plications, including such divergent re-
quirements as those of aerospace and tele-
communications, defence and household
equipment.

The Customer

A potential customer has ready access to
informationon all CECC approved compa-

o

nies, all published specifications and every
approved electroniccomponent in produc-
tion under the System through

¢ Published documents (especially the
Qualified Products List, CECC 00 2{ 3())

¢ The CODUS Datakank
* The Technical Indexes Ltd Microfile.

Additional Benefits for Component Manu-
facturers

The manufacturer of components also ben-
efits through economies of scale and inde-
pendent third party surveillance, ensuring
recognition in all member countries. He
can be confident that his CECC-certified
components will be acceptable to the grow-
ing quality-conscious market for the appli-
cation of electronics technology.

The Flexibility of the CECC System

Animportant aspect of the CECC System is
its ability to respond rapidly to the require-
ments of customers. It enables equipment
makers to negotiate with their suppliers
the manufacture of components to agreed
specifications which precisely meet their
needs. There are presently two types of
quality assessment procedure in use:

¢ Qualification Approval which is the ap-
proval granted to an individual compo-
nent or range of components which meets
the requirements given in a Detail Specifi-
cation published within the System

¢ Capability Approval whereby a compo-
nent manufacturer obtains approval for a
technology of which the boundaries have
been precisely defined. Such approval is
valid for all components produced within
that technology and is applicable to cus-
tom-built products, devices made in short
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production runs and standard catalogue
items.

The CECC System also includes special-
ized methods for quantifying the manufac-
tured quality, Assessed Process Average
(APA) (see CECC 00 014) and the Parts Per
Million approach (see CECC 00800), which
have beenintroduced in response to indus-
trial demand.

The System's flexibility is designed to al-
low it to keep in step with technology and
developing concepts and techniques.

System Organization

The CECC System is governed by a Man-
agement Comnmiiice (CD), whiclt is consti-
tuted of representatives of the National
Authorized Institutions (ONH) and of Us-
ers” Advisory Groups, and is regulated by

Rules of Procedure administered through
national bodies by the General Secretariat
in Frankfurt.

Implementation of the System’s rules is the
responsibility of member countries, cach
represented by an ONH.

Inspection and surveillance is undertaken
by the relevant National Supervising
Inspectorate (ONS).

The international coordination of ONS ac-
tivities is undertaken by the independent
body ECQAC.

-
Information

Detailed information on any aspect of the
CECCSystemisobtainable fromeither vour
ONH or ONS or from the CECC General
Secretariat (see list hereafter).

CD = Comite Directeur du CECC/CECC Management Committee
ONH = Organisme National Habilite/National Authorized Institution
ONS = Organisme National de Surveillance /National Supervising Inspectorate
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JUNE 1991

Recognizing the urgent need for the har-
monization of European technical require-
ments as an essential element of the Single
European Market of 1992 and bevond, the
CENELEC Electronic Components Com-
mittee (CECC) has initiated action to estab-
lishiits electronic component specifications
as European Standards (ENs).

In consequence, it is intended that existing
higher-order CECC Specifications will be-
come ENs by the end of 1992, Most new
CECC dratt specitications will in future be
submitted automatically for voting as pro-
posed ENG.

The issue of ENs by CECC will place an
obligation onall CENELEC countries (i. e.,
Al IS EC and EFTA members) to recognize
them as national standards and to with-
draw contlicting national specifications.

CECC has thus taken a vital step
toward 1992 by paving the way
tor tull Furopean harmonization
e awe fetd of Electronic Compo-
nents

* [asting CECC Specifications: Subject to
theagreement of CENFLEC member coun-

-

EN STATUS FOR
CECC ELECTRONIC
COMPONENT

SPECIFICATIONS .

tries, all basic, generic, sectional, blank de-
tail and some detail specifications will be
progressively republished as ENs.

* New draft CECC Specifications: These
willbe treated as draft European standards
from the outset and published as ENs,

* CECC Specifications accorded EN status
willbe prefixed with the digit 1 without the
appellation 'CECC’. And these are listed in
CECC00 300: CECC Publications and their
related National Documents.

viz | EN 123 000 : Generic

Specification: Printed Boards, to be pub-
lished shortly, whichisidentical with CECC
23 000.

* Toavoid delay in the publication of ENs,
some specifications will be issued in only
twolanguages (usually Fnglishand French)
to begin with. In this case the English ver-
sion will be implemented in Germany as
the national standard. If necessary, drafts
may also be circulated in two languages
only during preparation of the specifica-
tion.
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For further information please consult: or contact: CECC General Secretariat,
Gartenstrasse 179,
CECC 00 200: Qualified Products List D-6000 Frankfurt 70,
Tel.: Int.+{(49) 69 6391 71
CECC 00 300: CECC Publications and their Fax.: Int.+{49) 69 6394 27

related National Documents

CECC 00 3C1. List of CECC Specifications
and Related Detail Specifications

C-5
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The CECC (CENELEC Electronic Compo-
nents Committee) has recently issued its
"Qualified Products List"~-CECC 00 200 Is-
sue 1/1992. Once again, thisdocumentcon-
tains essential information for purchasers
of clectronic components. For example:

¢ Alistofallefectroniccomponents granted
qualification approval (2,622 entries) to-
gether with product and manufacturer
codes and assessment levels

* A list of all capability approvals granted
under the CECC System (161 entries) with
statements of the approved fimits of capa-
bility

* A cross reference index between compo-
nent tvpe numbers and respective CECC
specification numbers to which they are
approved

* A hist of all European manufacturers ap-
proved under the CECC System (255 en-
trics)

electronic components

a a a A
S o G G G

CECC 00 200:
"Qualified Products List"
An essential tool for
purchasers of

* A list of all European distributors ap-
proved under the CECC System who dis-
tribute the componenis histed in this QPL
(125 entries)

* A list ot all European test laboratories
approved under the CECC System which
have tested, or are testing, components
listed in this QPL (36 entries).

The CECC 00 200 is published three times a
vear and can be obtained, also on a sub-
scription basis, from the National Autho-
rized Institutions of the CECC. For further
information please contact:

CECC General Secretariat
Gartenstr, 179

£ - 6000 Frankturt/Main 70
Tel: Int+(49) 69 6391 71
Fax: Int+(49) 69 6394 27
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Forderverein fur Elektrotechnische Normung e,V

FEN Secretanat. & CECC General Secretanat

: Cenelec Electronic Components Committer

> Ganenstraie 179 73> D000 FrankfurtyNM 70

Tel: ot + (39696391 71 Fax: [ot + (49696394 27 Tx.: 4032175 cecc d

National Authorized Institution (ONH)
Organisme National Habilité (ONH)
Nationale Autorisierte Stelle (ONH)

AUSTRIA Dr # Starker
Osterreichischer Verband fur
Elekwrotechmk (OVE)
Eschenbachgasse 9

AI010 VIENNA

Te! [nt.+ 143) 222 587 6373
Fax fat+ {43y 222 567 40y
Tix 2222603 =neve

BELGIUM Mrs M Debelic
Comute Eiectrowechmigue Belge
Galene Ravenstem 28 ( Boite 2
B-10X¥) BRUSSELS

Tei lne + (3212 8120028
Fax Iat « 13212 502 492}
‘Auerntion of CEB)

DENMARK M7/ {lstad

Dansk Elehwroteknisk Komute
Suandgade 36 -

DK 1401 COPENHAGEN K
Tel Tne«t45) 31 §75 0S¢
Far Irt+ (4531 574 350
T via 16600 fotex di

At Danelkomiute, Copenbagen

FINLAND Mr [ Lomaia

Finmish Electrotechrcal Standurds
Association (SESK()

PO Box |14

SF a1 HELSINKI 21

Tei Int» (35X 006961

Fax [nt» (3SBV 0 6925470
Ty 123877 seu sf

FRANCE Mr } Benowt

Umon technque de FElectrione

Parteipanion frangmse au CECC

F 22082 PARIS La Défense Cddex 61

Tel nt+ (333136407 11 Jtor
Int+ 33146497 3103
cdirect fine)

Fax Tnts (3 14789 45 47

Ta cefute 60814

Tix 1 478%4908

GERMANY Mr K Orix

Deutsche Elektotechnische Komnussion tm
DIN und VDE (DKE! Suesemannailee 15
1.6000 FRANKFURTMan 70

Tet int « 1491 69 A3K. 240

Fax Int e (49169 631 2925

T 412471 vdez d

T AYGTON dked

IRELAND Mr 8 Abbou

FEOLAS The Insh Science and
Technology Agency

Glasnevin

fRL DUBLING

Tet Int « £353) 1 370 101 Ext. 2294
Fax Int+ 3511 379 620

Tx 12501 vlas e

TALY Mr £ Camagru
Cormilate Eletootecnico italiano
Viale Monza. 259

{20126 MILAN

Tel Int + 13932 28773
Fax int «130) 225772202
IR 2207 cenal

NETHERLANDS 3 H £ van Doornum
Nedetiands Elektowechnisch Comie
Nederlands Normalisate msuituut (NND
‘Kalfiesiaan 2)

P (1 Box 5059

NU 2006 GR DELET

Tei Inie (3131 5690 3
Tx W44 nmonl

Fax [nt.+ {3131 5690 190
Tix 24 173059 snm

NORWAY Me B Odepdrd
Norsk Elektroteknsk Komite
PO Box 25

Skovern

NAOII2OSLO2

el Ing s (4732 S2TAYSH

Fax tat e 1471 1 S26 043

Tx T7206 nenck n

PORTUGAL

[nsututo Portugués da Qualidiade

Rua José Estevio, 83A

P 1199 1 1SBOA CODFX

Tel.  dnt» 1351 21 S2197% <2317
ar S23 759

Fax Int+ 3515152000

Tx. 13042 quaint p

SRAIN

New Sparush Member
1o be determined

SWEDEN Mr B Spayren
Svenska Elekinska Kommussionen
Box 1284

S 16428 KISTA STOCKHGL M
Tel.  Int.+{46)8 750 7820

Fax Int.+ (46} 8 751 8470

Tx. 8126725 sckeinorm

Tix. 8126725 sekelnorm

SWITZERLAND Mr A4 Chroten
Schweizenscher Elckirotechni brer
Verein (SEV)

Postfach

CH 8034 ZURICH

Tel Int.e (A1) 1 WA DU

Fax Int.+ (4111 S5) 426

Tx 81743 sev ¢h

UNITED KINGDOM Mr 67 4 fanses
UK Electromc Components Py
Council

Electrical Deparument

Briush Standards Insutution

2 Pask Street

GB LONDON WIA 2BS

Tel. Int » 134V 71 624 5000

Fax Int + (44) T} A29 080A

Tx 26693 bulon g
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October 1990

The CECC (CENELEC Electronic Compo-
nents Committee) has taken an important
step to harmonize its requirements with
the procedures of the 1ISO 9000 (EN 29 000)
and EN 45 000 worldwide and European
standards. These standards-described in
full in the annex to this Press Release-are
now widely accepted as the fundamental
method for the assessment of quality sys-
tems in respect of industry and services.
They havebeenimplemented in the United
Kingdom in BS 5750.

The decision of the CECC to publish a new
CECC Rule of Procedure, CECC 00114 Part
I*, covering the relevant requirements of
1SO 9000/ EN 29 000 and EN 45 000 means
that:

o CECC approvals will in future be fully
compatible with the agreed international
and European approach to quality systems
assessment

¢ There will be a significant reduction in
the duplication resulting from similar as-
sessments carried out by various agencies
against equivalent requirements

C-

CECC
EMBRACES
ISO 9000/ EN 29 000

* The achievement of CECC approval will
be greatly simplified forcompanies already
holding appropriate approval against rel-
evant ISO 9000/EN 29 000 requirements.

CECC 00 114 Part I*, also identified as
CECC Rule of Procedure 14 Part [, is al-
ready published. With immediate effect, it
is available for use in granting new or re-
vised approvals under the CECC System.
In consequence, all CECC approvals will
be aligned with this new Rule of Procedure
by 1 January 1993, to coincide with the
establishment of the Single European Mar-
ket.

*CECC 00 114 Part I “Quality Assessment
Procedures-Approval of Manufacturers
and Other Organizations.” For further in-
formation on this publication and its im-
portant consequences, please contact:

CECC GeneralSecretariat, Gartenstrasse 179,
D - 6000 Frankturt 70, Germany Tel.:
Int.+(49) 69 6391 71 or Fax_: Int.+(49) 69 63
94 27

Additional general information on the
CECC Systemy may be obtained from the
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enclosed copy of CECC 00 500: “Introduc-
tion to the System.”

The ISO 9000 series of international stan-
dards has been published with identical
content as the EN 29000 series of European
stand-ards, with the following titles:

EN 29 000 (ISO 9000) Quality management
and quality assurance standards-Guide-
lines for selection and use

EN 29 001 (ISO 9001) Quality Systems-
Model for quality assurance in design/
development, production, installation and
servicing

EN 29 002 (ISO 9002) Quality Systems—
Model for quality assurance in production
and installation

EN 29 003 (ISO 9003) Quality Systems—
Model for quality assurance in final inspec-
tion and test

EN 29 004 (ISO 9004) Quality management
and quality elements-Guidelines

The EN 45 000 series of European stan-
dards establishes the requirements for cer-
tifying bodies, testing laboratories, and
suppliers, and consists at present of the
following publications:

EN 45 001, General criteria for the opera-
tion of testing laboratories

EN 45 002, General criteria for the
asssessment of testing laboratories

EN 45 003, General criteria for laboratory
accreditation bodies

EN 45011, General criteria for certification
bodies operating product certification

EN 45012, General criteria for certification
bodies operating quality system certifica-
tion

EN 45013, General criteria tor certification
bodies operating certification of personnel

EN 45 014, General criteria for suppliers’
declaration ¢f conformity
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October 1991

The CECC (CENELEC Electronic Compo-
nents Committee)r has recently publhished
the new Basic Spm‘if‘xmtmn CEHCU 0D 07
Drotection ot Electrostatic Sensitive Devices
- Part I General Requarements, which is
likelv tobecome the tirst global standard in
this important area. A wide iange ot inter-
osts throughout the electronics industry
nas already adopted the dratt version of
CECC 00 013 and orders and enquiries
from EFurope, North America, Asia and
Australia for the standard have exceeded
Ml expectations The interest being shown
i CECC 00 015 indicates the strength of
demand for international standards i this
Held and confirms once again that CECC s
icading the wav

The CECC Basic Specitication 00 015 de-
tnes those precautions which are neces-
~ary tor product protection, describes how
to incorporate these precautions into work
areas and products, and provides recom-

a 8
O O

0

"« a £
G O O

PROTECTION OF
ELECTROSTATIC SENSITIVE
DEVICES.
WORLDWIDE RECOGNITION
FOR NEW
CECC SPECIFICATION

mended work practices. The Basic Speaiti-
cationalso addresses desien considerations
and various quality issuesindluding check-
g and auditing. Further specialized top-
s and areas will be added to the Speci-
fication in the next few months Part 1]
will cover protection in Jow humidity ar-
vas; Part HEwill address clean room condi-
tions; and Part IV will cover protection in
high voltage areas.

For turther information please contact

CECC General Secretariat,

Mr. Froak Grachen

Gartenstrasse 179,

[2-6000 Frankturt 70, Germany

Tel:  Int.+{(49)69 6391 7Tor Faxc Int «(49)
6Y 639327
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Cernelec Eiectronic Components Commitiee ( :l ( :C

PROTECTION DES PRODUITS
SENSIBLES AUX DECHARGES
ELECTROSTATIQUES

REGLES GENERALES

, PROTECTION OF ELECTROSTATIC
SENSITIVE DEVICES

GENERAL REQUIREMENTS

Argeiates

i REENRH e e T

SCHUTZ VON ELEKTROSTATISCH
GEFAHRDETEN BAUELEMENTEN

CECC 00015/1

ALLGEMEINE ANFORDERUNGEN -




Standards and Trade in the 1990s
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Lo Commission ot the Furopean Comimu-
nities CECT STANDARDIZATION and
representativesot CEN CENELEC i Brus-
selsrecentlvsigned astandardization Man-
datemn BrusselstorCHOCICENELEC Rlec-

tronic Components Conumittee) projects,
This mandate has the full support of the
[

i

A Secretariat,

ftvovers the preparation ot a set ot Furo-
pean Specitications swithin the CEOC Svs-
tem tor electronic components of assessed
quabty intended toruse withsnequipments
tor intormation technology and telecom-
muniations apphcations

CECand EFTA sevinformation technology
andiclecommunicationsasanarca ot grow-
me importance tothe whole Furopean Leo-

DOTTHIE soe e,

Intormation techinology and telecommuni-
\(mem\w;mpnwntmuu‘pumt('d”,';dt~\.\1ri~
ctvoob clectronic components tor which

aQ £
O O

aQ
O O

CEC/EFTA JOIN
FORCES IN CECC
I'T AND TELECOMS
STANDARDIZATION

manufacturers demand a quality assured

SOUrde,

Harmontzed specitications avoid technieal
divergences and permit the interchange-
abilitv ot equipment.

This Mandate s already bomy applied
the tollowing arcas ot CECCO Work and

-

gives prominence to Capabilitv Approval:

3 - Fived Capacitors
4 - Resistors
9 - Integrated Circuits
16 - Relavs
17 - Presoctectns Deviees
20 - semiconductor and iguid Crestad
Optoclectronic Devives
24 - Blectromechanicar Switches
26 - Fibre Optic and Hybrid Connectors

For turther mtormation see Crvstal Opio-
clectromic attached intormation brodhuare
Devices CECC 00 A0 “Coaide to the Svs-
tem” or contact the CHOC 17 Dot
Franktort, Tob Int ol non3ul 71 Telex: 40
32475 coce d: Tav oo 63w 27
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CECC WG 3:
CECC WG 4:
WG 4 A:
WG4 B:
WG4 G

WG4 D:
CECCWG5:
CECCWG7:
CECCWGO9:

CECCWG1L:
CECCWG 12
CECCWG 12 A:
CECCWG 14:
CECC WG 16:
CECCWG17:
CECC WG 18:
CECC WG 20:
CECC WG 21:
CECCWG22:
CECCWG23:
CECC WG 24:
CECC WG 25:
CECC WG 26:
CECC WG 27:

CECC WG 28:

CECC WG-
CECC WG-
CECC WG-

CECC WG-QAD:

CECC WG-

CECC WG-SMT:
CECC WG-ESD:

CECC

CECC - Working Groups

Capaators
Resistors
Fixed resistors
Potentiometers
Thermistors
Varistors
Semiconductor Diodes & Transistors
Rectifier Diodes & Thyristors
Semiconductor Integrated Circuits
Electro-Optical Devices
Magnetic Components: Magnetic Wound Components
Magnetic Components: Ferrite Cores
Space-Charge Controlled Tubes
Relays
Piezoelectric
Microwave

Control & Selection

d‘@pwomo: Electronic Devices
S Circiilts

Fibre Optic Connectors

Passive components for fibre optics
(excluding connev.ors, mechanical splices and inserts)
Optical fibres and optical fibre cables
(excluding image ii'ahﬁrussxon types)
CHAD

Data Base e

Publicity Coordmanon

Quality Assessment Procedures
Reliability

Surface Mount Technology
Electrostatic Sensitive Devices

CECC - User Groups

Telecommunication Users Advisory Group

CECCM.UAHAG.: Military Usage And Harmonisation Advisorv Group

CECC CAUG:

Civil Aviation Users Group

C-13
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ANNEX D

EUROPEAN TELECOMMUNICATIONS
STANDARD INSTITUTE

In June 1987, the European Commission
published its Green Paper on the Develop-
ment of the Common Market for Telecom-
munications Services and Equipment. It
argued that a pan-European telecommuni-
cation infrastructure with full interoper-
ability was the only basis on which a com-
munity-wide market for communications
equipment and services could thrive.

With the coming of the Single European
Market, not just the telecommunications
industry, but users in all walks of life and
in all businesses were growing to depend
on the development of an integrated com-
munications network.

The CEC recommended the establishment
of an organization to set telecommunica-
tions standards for the whole of Europe
and to accelerate the process of technical
harmonization. As a result, in 1988 the
European Telecommunications Standards
Institute (ETSI) was born.

Bringing Down Barriers

The ETSI is an open forum bringing to-
gether the most highly qualified experts in
Europe to work on common problems.
Drawing on administrations. public net-
work operators, manufactu: . rs, users, ser-
vice providers and research bodies, the
organisation involves all interested parties
so that its output is technically correct and
widely acceptable.

Anindependent, self-funding organization
located in Sophia Antipolis in the south of

D-1

France, it has a small, highly quained per-
manent staft gathered from all parts ot
Europe, butthroughout the continentnearly
2,000 technical experts are working on spe-
cific technical projects.

The ETSIs task is to set uniform telecom-
munications standards for Europe which
will be adopted by cach individual coun-
try, thus linking national networks and
services and ensuring interoperability of
equipment. Pan-European telecommuni-
cations systems are now becoming a real-
ity, and the benetits are alreadv being telt
by manufacturers who are experiencing,
increased market potential and by users
who are enjoying reduced costs and
improving facilities and services.

The ETSI's remit is the whole ficld of tele-
communications and the related areas
of broadcasting and office information
technology, in cooperation with the Euro-
pean Broadcasing Union and CEN and
CENELEC respectively.

The ultimate goalis harmonised communi-
cations standards between all the countries
of Europe. And by so doing, ETSI mav also
help establish telecommunications stan-
dards world-wide.

Benefiting Both Manufacturer and User

In the past, standards in Europe were st
nationally or regionally, with the result
that interoperability has been severelv re-
stricted. Each country has gone its own
way withequipmentdevelopmentand ser-
vices, producing systems that do notreadily
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interlink.

This has meant the communications manu-
facturer has been denied the economic ad-
vantages of producing for the whole Euro-
peanmarket, and the creation of new inter-
naticnalservicescarried over the telephone
lines has been frustrated. For the user,
communication across Europe has become
unnecessarily time consumning, inefficient
and costly, particularly for businesses ex-
changmg large quantities of data.

But, by setting standards that are accepted
throughout Europe, ETSI is opening up
new opportunities for manufacturer and
user alike.

Nowhere could this have more significant
effect than in the field of pan-European
digital mobile telephones. The recent gen-
eration of mobile cellular telephones em-
braces a wide variety of equipment and
transmission systems. National markets
mean that, in most cases, products only
work where they are made and sold, and
manufacturers cannot achieve large-scale
production economies.

But, when common standards have been
agreed, the people of Europe will be able to
telephone anywhere within theboundaries
of Europe using their individual equip-
ment. There will be a more uniform tariff-
ing system, and equipment producers will
compete on the quality of their products
rather than on their geographical location.

This is just one example of an area where
ETSI's work is already benefiting both
manufacturers and users throughout the
continent.

A Process of Wide Consultation

The ETSI has pioneered a new approach
to standards making. Traditionally, tele-

communications standards were set ex-
clusively by administrations. But, recog-
nizing the advantages of involving all in-
terested parties, ETSI membership is open
equally to publicnet-work operators, manu-
facturers, users, private service providers
and research bodies.

Members may participate individually or
within groups. Companies can join as par-
ent companies or subsidiaries or both.

In addition, invited representatives from
other bodies involved in telecommunica-
tions may attend the general and technical
assemblies as observers with the right to
speak but not to vote. The EC Commission
and the EFTA Secretariat have the special
status of counsellors.

By consulting those involved atevery stage
of telecommunications from R & D through
to the end-user, ETSI ensures that stan-
uards do not enter the market already
flawed. And because the consultative pro-
cesses are thorough and comprehensive,
once agreed within ETSI, new standards
are being adopted quickly by the national
standards organisations of Europe.

Inthisrespect, ETSI foreshadowed the 1990
EC green paper on standardization which
recommends wider participation by all in-
terested parties in the standards-making
process.

The green paper urges industry to give a
higher priority to standardization-sound
policy already recognised by ETSI Mem-
bers; the growing confidence of manu-
facturers in ETSI's work has been reflected
by their incrensing percentage of the mem-
bership and by the number of manufactur-
ers taking up the responsibility of commit-
tee chairmanship within ETSI.
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Membership

The number of members has grown steadily
since ETSI was established. There are now
approaching 300 members representing the
leading European telecommunications in-
terests.

The geographical coverage is wide, with 23
countries currently represented:

Austria Luxembourg
Belgium Malta

Cyprus The Netherlands
Czechoslovakia Norway
Denmark Poland

Finland Portugal

France Spain

Germany Sweden

Greece Switzerland
Iceland Turkey

Ireland United Kingdom
Italy

In addition, a growing number ot non-
European invited representatives attend
ETSIassemblies; forexample from Austra-
lia, Canada, lIsrael, Japan, Korea, New
Zealand and the United States. The ETSI
has created a new category of associate
member to provide opportunities for the
reciprocal exchange of information with
organizationsoutside Europe; and Austra-
lia is the first to take advantage of this new
mechanism. By developing these interna-
tional links, ETSH will help pave the vay
toward world-wide standardization.

The Preparation of Standards

The Single Market in Europe will only be-
come a complete reality when common
technical standards have been developed
at a European rather than a national level.
Such action ensures:

® Free interaction among national net-
works and services

Administrations

Research Bodies, Public Service
Providers & others 4.09%

Users
8.55% &

Public Network Operators
14.87%

10.41%

Manufacturers
62.08%
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* The portability of equipment across na-
iional boundaries

* The strengthening of the position of Eu-
ropean R & D, manufacturers and opera-
tors within world telecommunications mar-
kets.

But, the choice of the best standard is a
delicate matter.

First, ETSI's Technical Assembly decides a
three-year rolling work programme and
sets time scales and priorities, and techni-
cal Committees, composed of the most
highly qualified experts in each field, work
on individual problems. Where a particu-
lar standard is especially complex or ur-
gent, project teams can be set up to bring
together the best experts from Europe to
work full-time on the creation of draft stan-
dards, achieving solutions within arapidly
accelerated time scale.

Once agreed by the appropriate technical
committee, each of which is responsible for
a different area of telecommunications, the
ETSs (European Telecommunications Stan-
dards) or, where further development is
needed, I-ETSs (Interim European Telecom-
munications Standards) are sent out for
public enquiry to the national standards
organizations throughout Europe. When
the standards are adopted, they become
effective on a voluntary basis, but national
governments may make them mandatory
or the EC may issue a directive, thereby
making them enforcable throughout Eu-
rope.

It is a principle of ETSI’s operation that it
never works inisolation. Thus, it will never
set a new standard without regard to what
is available internationally. Sometimes
parts, or even the whole, of existing stan-
dards will be adopted if they are the best

D-4

solution, thus increasing technical harmo-
nization beyond the boundaries of Europe.

At the time oi going to press, more than 50
ETSs have been adopted. About 200 more
are in the pipeline, in the process of public
enquiry or the subsequent technical evalu-
ation, and an efficient production line of
new standards has been created.

One of ETSI’s early priorities was in the
area of mobile services. In particular, the
creation of more than 100 ETSs was recog-
nized as necessary to define the pan-Euro-
pean Digital Cellular Network and allow
the operation of mobile digital telephones
throughout the continent.

In addition, experts are working on some
200 ETSs to allow the new Integrated Ser-
vices Digital Network (ISDN) to operate on
a commercial basis across Europe.

The potential hazards incurred in the pro-
liferation of electronic equipment and elec-
tromagnetic compatibility have been high
ontheagenda. The appropriate operational
structure has been agreed upon and work
is underway.

All of ETSI's committees have very active
calendars. Meetings are held at ETSI head-
quarters and throughout Europe on an al-
most daily basis to ensure that the tight
schedules are adhered to and new stan-
dards are available to meet the market re-
quirements.

ETSI

The headquarters of ETSI, located in the
high-tech International Activities Park in
Sophia Antipolis in the south of France, are
home to the director, the deputy director,
the staff of the Secretariat and the project
teams.

L I—
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Many of the Technical Committee and Sub
Technical Committee meetings are held at
ETSI headquarters and, at the invitation of
members, in many parts of Europe.

Sophia Antipolis lies just north of the Nice-
Aix motorway near Antibes and the jour-
ney from the nearest international airport,
atNice, takes about ten minutes by helicop-
ter and about half an hour by road.

The ETSI's work load has increased signifi-
cantly since its inception, as the need for
new standards to meet the pressing de-
mands of the Single Market has multiplied.
As a result, ETSI was obliged to embark on
anew phase of development with an exten-
sion toits headquarters, provided by France
Telecom, to accommodate the additional
staff now needed to fulfill its expanded
role.

The Making of a European
Telecommunications Standard

A standard is a document that contains
technical specifications laying down the

characteristics required of a product, such
as levels of quality, performance, safety or
dimensions.

It includes the requirements applicable to
the product, regarding terminology sym-
bols, testing and test methods, packaging,
marking or labelling.

A standard must be approved by a recog-
nized standards body for repeated, or con-
tinuous, application.

Compliance with a standard is not compul-
sory.

The need for a European Telecommunica-
tion Standard (ETS) is initially raised either
by an individual, a company, or by one of
the standards bodies, and is decided at the
ETSI Technical Assembly. At this point the
project becomes part of the ETSI Work
Programme.

Most of the technical work in the ETSI
Work Programme is carried out by one of
ETS),
Route des Lucioles,

Sophia Antipotis,
France.

GRASSE

{a ANTIBES

MEDITERRANEAN

Postal Address
Tmew|  ETSI
AR BP 152-F-06561 Valbonne Cedex.

n' NICE
France.

b Telephone +33.92944200
Fax +33-93654716
Telex 470 Q40F

International
Activities Park

Route des Luciies
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the 12 ETSI technical committees (TCs), Each standard is managed within the ETSI

each of which deal with a different area Secretariat by atechnicaleditor, who works
of the telecommunications field. They will in close contact with the technical commit-
specify the standard’s scope, its exact title tee concerned. The technical editor is re-
and delegate experts responsible for pro- sponsible for the editorial aspects of the
ducing the draft standard. These experts document, while the technical responsibil-
usually will meet under auspicesof a ity remains with the technical committee.

Sub Technical Committee, an Experts’” or a
Rapporteurs’ grouporan ETSI projectteam.  The Public Enquiry

Once the draft of the standard has been  The next phase in the ETSI standards ap-

approved by the relevant technical com- provals-procedure is the public enquiry.

mittee, it is sent to the ETSI Secretariat, Once a draft standard has been approved

which co-ordinates the next steps in the by the appropriate ETSI technical commit-

ETSI standards approval procedure, that is tee, the ETSI Secretariat has four weeks to

the Public Enquiry and Vote. prepare and edit the document for this
phase.

The ETSI Standards Approval Procedure
The draft standard is distributed amongst

The following formal approval procedures 25 National Standards Organizations
are necessary to ensure that the draft stan- {NSQOs) in Europe for Public Enquiry. The
dards are really acceptable to all parties NSOs, in turn, distribute the drafts within
concerned; that is to network operators,  their countries to interested parties both
administrations, manufacturers, service ETSI members and non-members.

providers and users.
The NSOs are usually given 17 weeks to

The normal standards approval process transmit their national position and pro-
takes at least 46 weeks, but in special cases posed modifications to the draft, to the
this can be shortened. ETSI Secretariat. A public enquiry is con-

THE STANDARDS
APPROVAL PROCESS
= =
s & 2 3 3
e E =z G g
- € o [*] w o
T © Q @ = L = o
2q O Z = = 5 E S
.Eg ETB [ o E > g s g
8% g ¢ 5 3 5 s g 8
25 58 & 5 2 5 2 g 3
no _a O w wJ (403 [$ ¥} <C a.
ACToNS ETSI ETS| ETSI ETSI
...................... processing review processing evaluation
OTHER  Subtechnical Technical | | public | | Technical | Ioting! |
ACTIONS Committee  Committee Inquiry Committee
review
' 4 1 17-21 2 8 | 2 8 8 3
Weeks ' Weeks 'Weeks' Weeks ' Weeks 'Weeks' Weeks 'Weeks
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sidered valid if at least half of the N5Os
replied.

At the end of a public enquiry, ETSI has
two weeks to collate individual NSO com-
ments and dispatch them to the relevant
TC hairman and back to N5Os.

During the next eight weeks the modifica-
tions proposed are considered by the tech-
nical Committee. At this point technical
changes may be made to the draft. The
technical editor assigned to the draft stan-
dard, in turn, makes necessary cditorial
amendments to the document within two
weeks.

The Vote

The updated standard is now ready for the
next stage in the procedure, the national
vote.

A weighted national vote is carried out in
much the same way as a public enquiry.
The procedure lasts for eight weeks, after
which the NSOs notify ETSI of their na-
tional position.

The Secretariat processes and dispatches
results of the vote, sending them back to the
technical committee concerned and the
NSOs. A vote is only considered valid if at
least half of the NSOs have replied. A draft
is accepted when the percentage of positive
votes exceeds 71 percent.

If a document is accepted itis published
by ETSI as a European telecommunication
standard (ETS).

Ifadrafttails, the calculationis repeated for
European Community members and if 71
percent of community members’ votes
are favorable, the standard is adopted
within the European community.

In addition to ETSs, ETSI produces two
other tvpes of document. These are Interim
Europeantelecommunicationstandards (I-
ETSs) and ETSI technical reports (ETRs).

An [-ETS is so called because the standard
is a provisional solution and is tobe further
developed, or because it is an immature
draft that requires a period of trial. In gen-
eral, an I-ETS has a duration of three years.
After two years members are asked for
comments on the document and, following
this procedure, the ETSI Technical Assem-
bly will either convert the IETS into an ETS,
extend life of the document for two years,
replace the document with a new revised
version, or withdraw the IETS.

An ETR provides background comment or
guidance on matters pertaining to, but out-
side of the scope of an ETS oran I-ETS. The
ETRs do not under go the above proce-
dures of public enquiry and vote and are
published after they havebeen approved at
TC level.

ETSI, BP? 152-F-06561 Valbonne Cedex, France. Tel. +33-92944200 Fax +33-936547 16 Telex 470 040F

To obtain more information about ETSI, please complete this coupon or attach your business card and

send it to the STSI Secretariat at the address above.

Name

Position

Organization

Telephone

Fax




Standards and Trade in the 1990s

ANNEXE
CCITT INTERACTIONS WITH OTHER

STANDARDS ORGANIZATIONS

United States Department of State

Strategic Planning Group

United States Organization for the
International Telegraph and Telephone
Consultative Committee (CCITT)

Spring 1991

TASK FORCE OF THE
STRATEGIC PLANNING GROUP

Introduction

This report was commissioned by the Stra-
tegic Planning Group (SPG) which pro-
vides advice to the State Department, par-
ticularly regarding some areas of responsi-
bility assigned to the Bureau of Interna-
tional Communications & Information
Policy. The SPG asked the task force to
report on the interactions among CCITT
and other standards organizations.

During the course of the task force’s work,
it realized that it preferred to put the inter-
actions in the context of principles regard-
ing standards rather than deal with the
interactions in the abstract. Section | of the
report identifies principles which Task
Force members believe most upon people
involved instandards-developmentactivi-
ties could agree.

Sections H and [II describe some of the
interactions between CCITT and other stan-
dards organizations. The descriptions are

based on the documentation from the vari-
ous standards organizations as identified
in these sections,as well as the per-
sonal experience of members of the task
Force; also upon personal experience of co-
workers who are/have been involved in
standards development.

Section 1V lists conclusions reached by com-
paring principles with practice. It identifies
strong and weak correlation between prin-
ciples.

Immediately following each conclusion,
some recommendations are presented
that might improve the correlation in
weaker areas. The recommendations are
not intended to be exhaustive and perhaps,
should be supplemented with additional
recommendations. The task force would
welcome discussion-both on the recom-
mendations included, and additional ones
that others might like included.
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The annexes include material referenced in
the report and identification of the stan-
dards organizations mentioned.

Section |
Principles

The development of United States policy
for dealing with the management and ad-
ministration of telecommunications stan-
dards development in the international
arena, and the interests of the United States
telecommunications industry, are served
by establishing a set of somewhat idealized
objectives or principles as follows:

Principle 1: Telecommunications standards
shouid be “global standards.”

Asaiobjective, telecommunicationsissues
affecting international interoperability
should be covered by worldwide (global)
standards. This principle should be consid-
ered for all standards activities, including
those within the United States designed to
satisfy specific domestic applications but
related to, or subject, to global standards at
one or more interfaces.

Principle 2: All standards development
must be open to everyone with a direct and
material interest in the work.

Standards development undertaken by re-
gional standards organizations (including
those representing only one national body)
must be fully open in planning and execu-
tion. This openness applies to interests ex-
ternal to the standards body’s membership
and is a prime facilitator in the achieve-
ment of Principle 1.

Principle3: Standards development should
efficiently meet user needs.

Every effort must be made to assure that
standards development:

1. Be done in & manner that maximizes
coordination among standards organiza-
tions to minimize redundant effort.

2. Be done in a manner that facilitates
technological evolution and/or free and
open marketplace competition.

3. Be done in a manner that avoids abuse
and manipulation that may result in ineffi-
cient standards development.

4. Be done in a way that meets marketplace
needs in a timely manner.

5. Be done in a manner that contributes to
a unique global standard, while recogniz-
ing that multiple options may be necessary
in some instances.

Principle 4: Standards should be volun-
tary.

Compliance with nationaland international
standards should be voluntary, with ex-
ceptions such as safety noted. Unnecessary
application of mandatory standards can
limit technological evolution and /or com-
petition by limiting market entry into some
aspect of a field on which standards exist.
This does not minimize the fact that bilat-
eral (multilateral) agreements to
interoperate should use relevant published
or planned standards when appropriate.

Principle 5: Standards should support tech-
nical evolution

Continuing technological progress requires
that standards development permit the in-
troduction of new and innovative tech-
nology to meet and evolve the telecommu-
nications capability. For example, devel-
opment of new standards should not be
constrained by unyielding requirements
for backward compatibility. Marketplace
forces should berelied on where backward
compatibility is an issue.
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Principle 6:  Conformance testing should
be based on global standards

Conformancerequirementsincludedinany
certification program should be based on
the technical parameters and proceduresin
globalstandards. Developers of global stan-
dards should consider such use during the
development of the standards.

Principle 7:  Intellectual property rights
must be protected.

Whenever a technical standard is being
considered which is impacted by intellec-
tual property considerations, appropriate
intellectual property rights policies should
be followed. For example, when patent
rights are at issue for ANSI standards, the
American National Standards Institute
patent policy should be followed! Similar
patent policies or procedures exist in SO/
IEC and CCITT.?

Section 11

Standards Interaction: CCITT with 1SO/
IEC JTC1

The CCITT and the joint technical commit-
tee 1 (JTCD) of ISO/IEC are commonly rec-

ognized by telecommunications standards
participants as the most signiticant organi-
zations tor development ot global telecoms-
munications standards. Pictorial represen-
tations ot telecommunications standards
development flow * show these two for as
the nucleus of the standards development
universe with significant interaction be-
tween them. In the global telecommunica-
tionsstandards arena, the CCITT standards
interaction task force focused onlv on the
interaction between CCIT and JTC1

To understand interactions betwween the
two organizations, some background is
helptul. The CCITT as the non-radio stan-
dardselementofthe [TU, atreatvorganiza-
tion in operation since 1867, had been the
only signiticant global telecommumnications
organization until the early 19605 when
terminals connected to public networks be-
gan to be more complex.

The ISO/IEC has a broader standards mis-
sion than CCITT in that it is involved in
global standards in almost every facet of
current interest. However, an element of
ISO/IEC, labeled JTC1, is focused prima-
rily on information-related technology and
therefore, is the element this task torce
focused on in preparing this report.

1. See E-12 - ANSI’s Patent Policy.

2.Recently CBEMA, inits comments on the EC paper on standardization, which suggested
additional burdens be put on patent holders, said "Any rule which goes bevond the 150/
[EC requirement that a patent holder provides licenses under reasonable and nondiscrimi-
natory terms and conditions would be inappropriate.

3.5ee Annex “C” and “D” - Today’s Information - Telecommunications Standards Making
Architecture dated 13 May 1990 - A. Rutkowski of the ITU and Victorial Representation of
Telecommunications Standards Bodies.

4. There is considerable interaction between CCITT and CCIR; but, since they are both
under the ITU, their interactions will be reviewed as part of the overall study of the ITU
being conducted by the High Level Committee, and therefore the Task Force chose not to
focus on their interactions.
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In reviewing CCITT and 1SO/IEC/]JTCI rectives also underscore the importance of
documentation related to their interaction, cooperation.  Perhaps the most tangible
the task force found that CCITT had formu- evidence of CCITT/ T mupvmtiun is
lated recommendations as early as 1964, the “Informal Guide tor ISO/TECTTCT and
describing its area of standards preemi- CCITT Cooperation” whichwas developed
nence and recognizing an ISO/TEC role in by the Collaborative Group on Procedures
standards. Specitically, CCITT recommen- tor JTCT and CCITT Cooperation during a
dation A.20, collaboration with other in- meeting Julv 26-27, 198K,
ternational organizations over data trans-
missionwas approved during the 1964 ple- From all of the above, the Task Force con-
nary in Geneva. In essence this recommen- cludes that the interaction between CCITT
dation identifies public network functions; and JTCI, it carried outin the spirit of these
e.g., transmission, signaling and transmis- principles, would minimize duplication ot
sion, as in the CCITT domain. It implies etfort as well as the possibility of contlict:
that data terminal equipment (e.g., some ing standards.
data processing and office equipment) is in
the [SO/IEC domain and states that where Further, recent experiences indicate that
these domains intersect there shall be con- those involved in the work of CCITT and
sultation.® JTCI have identified “study questions,”
which have potential linkages between
Atthe 1980 plenary in Geneva, Recommen- them, and arranged for the experts to be
dation A.21, collaboration with other inter- aware of this and interact to minimize du-
national organizations on CCITT-Detined plication/contlict.
Telematic® Services, was adopted. This
recommendationdividesdomainsinaman- Although the task torce concludes that the
ner similar to A.20 and calls for similar proper principles are e place, and that
consultation with ISO/IEC. right-minded peoplewill mmimize unpro-

ductive work, it is aware that the roots of
At the 1988 plenary in \mlbournc CCITT CCITT membershipand JTCEmembership

adopted recommendation A .22, collabora- aredifferent. There are two clements of thas
tion with other international organizations historical difference. First, CCITT mem-
on information tcghn()]()}’\ This recom- bers tend to have a telecommunications
mendation calls for collaboration with JTC1 background swhereas JTCTmore oftenhave
on information technology and identities computer-oriented backgrounds. Second,
among the areas of mutual interest certain since the ITU, of which CCITT is a part.isa
interworking and open svstems intercon- treaty organization, ofticial representation
nection (OS]). is through governments, while JTCH is pri-

vate sector. The ANSI provides the official
The ISO/IEC/JTCI recognizes bencefits of representation for the United States in

coordination. The 1SO/15EC directives in- JTCT. These ditferences can cause the ap-
clude a section entitled “Cooperation with proaches of standards experts working in
other International Organizations” which CCITT tobe different trom those expertsin

specifically mentions CCITT. The JTC1 di- JTCL. For example, CCITT experts mav

5. See specific language in CCITT recommendation A20 sections (2) and (8)

6. "Telematic Services” include Videotex, Teletex, Facsimile.
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believe that the telecommunications net-
work should provide additional function-
ality to make it more generally available,
whereas JTC1 experts may believe that this
complicates their work in facilitating cer-
tain forms of information transfer.

It is suggested that U.S. experts, familiar
with both perspectives, be encouraged to
participate in both organizations or, at
minimum advocate open liaison between
the two organizations. The United States
(and others among more liberalized na-
tions) must take the lead in this area since
there continues to be tendency to function
with insufficient liaison.

Section 111
Regional Network Standards Activities

Currenily two regional” standards organi-
zations are preparing proposed contribu-
tions with respect to telecommunications
network standards for submission to
CCITT. They are the ANSI Accredited
Standards Committee (ASC), Committee
T1" - Telecommunications in the United
States, and the European Telecommunica-
tions Standards Institute in Europe.

Asin the case of global standards organiza-
trons, it will help the reader understand the
interactionbetweenCCITTand T1and ETSI
if some background is provided.

Before the AT&T divestiture in 1984, ma-
jority of the contributions submitted to the
U.S. National Committee for CCITT were

prepared by AT&T. These were, 1in turn
submitted atter discussion, modification
when necessary and approval, to CCITT as
U.S. contributions. It was recognized that
with divestiture of the Bell System, there
was a need to provide an alternative to
AT&T for formulation of standards at the
interfaces between local exchange carrier
networks and customer premises equip-
ment (CPE), as well as between networks.
From that recognition and considerable
industry discussion, Committee T1 was
created and accredited following ANSI pro-
cedures.

In non-wireline network areas such as
equipment performance, terminal equip-
ment, cellular radio, and data, other US.
standards bodies have assumed a de facto
regional role, notably the TIA sponsored
TR-8, TR-29, TR-30, TR-41, and TR-45 ASCs,
and the CBEMA sponsored ASC X-3, Infor-
mation Processing Committee. Another
standards body, which supplements otii-
ers described in this section, is difficult to
classify. It is the 802 committee sponsored
bv IEEE, a professional society. Its stan-
dards proposals on metmpohta narea net-
works are coupled with Broadband 1SDN
work in the USNC for CCITT. While some
TIA bodies are more closely identified with
[EC/1ISO and JTC1 or CCIR, TIA commit-
tees TR-29 (facsimile) and TR-30 (datatrans-
mission)are the primary U.S.expertgroups
providing input in their areas to the USNC
for CCITT.

Because ETSIH has a broader charter than
just network standards, several of these

7. Regional, as used in this context, is more of a designation related to informal influence
over a region with respect to tele-communications standards, largely based on economic
considerations rather than being based on multiple nation participation or any formal

authority.

8. Committee T1 works in the area of network structure and services, and is a leading ISDN

standards committee in North America.
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organizations have information inter-
change agreements with ETSI. Both T1 and
TIA havearranged for coordinatior »fstan-
dards efforts with ETSI at the technical
committee level.

Because of the commonality of many fea-
tures of the U.S., Canadian and many Car-
ibbean telephone networks, Committee T1
has some of the attributes of a regional
standardsorganization, in the sense of striv-
ing to help further compatible standards. It
was not conceived to serve much of North
America but, rather, ‘o replace a structure
which existed prior to the AT&T divesti-
ture. However, regardless of intent, it is
actively supported by representatives of
the telecommunicationindustry in Canada
as well as the United States and is, there-
fore, considered regional. Representatives
from Australia, Japan and Europe actively
participate in T1 meetings. Committee T1
works through the U.S. CCITT National
Committee in much the same manner as
other organizations had prior to its forma-
tion, in flowing network contributions to
CCITT. Canada and the Caribbean nations,
of course, have their own voice in CCITT
but, through the cooperation in Committee
T1, there is a better chance that particularly
U.S and Canadian positions will be co-
ordinated by the time they reach CCITT.

The ETSI was formed largely in response
to a trigger from outside the standards
arena. The European economic commu-
nity recognized that, if it was to operate
cohesively, itwould need standardized tele-
communicationsand encouraged a focused
effortto develop telecommunications stan-
dards for its members by chartering ETSI
in 1988. This newly chartered standards
body superseded activity whichhad largely

coordinated European telecommunications
activities previously, primanly by CEPT.
Although, becausce of its recent formation,
it has only completely approved 17 stan-
dards, it is expected that ETSI will seek
approval of its work for global status via
CCITT, on a case-by-case vasis. The ETSI
has been accepted as an Inwernational Or-
ganization member of CCITT. Currently,
however, a number of concerns exist: 1) It
appears that minority views within ETSI
are not being expressed at CCITT meetings
after ETSI reaches internal agreement; 2) In
at least one instance, ETS! sought prefer-
ential treatmentby submitting an untimely
contribution to CCITT; 3) CCITT accepted
the untimely submitted contribution; and
4) ETSI's draft intellectual property rights
procedureswould impose restrictions more
severe than those used in other standards
badies.

Although other network standards organi-
zations have in some cases been identified
as “regional,” e.g., TTC and TTA, they are,
to date, only permitting membership from
the country in which they are organized.
However, both TTC and TTA were involv-
ed in the first Interregional Telecommuni-
cations Standards Conference at
FredericksbirginFebruary 199011and T1C
wasata June follow-up meeting in Geneva.
Further and perhaps more important, they
are more uscrs of the output of the stan-
dards process from CCITT rather than con-
tributors.?

Two other European organizations should
be mentioned inorder tohave symmetry in
terms of information flow when compar-
ing Europeanand North Americaninputto
CCITTand ISO. They are ECMA and CEN/
CENELEC which provide substantial in-

9 TTC has expressed an interest in participating in the “upstream” process, i.¢., preparing

contributions to CCITT.
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put to JTC1. The Task Force did not focus
on them since they, like X3, TR8 and TR41
and ASC X12 work more through JTC1
than CCITT and therefore this paper does
not reflect heavily on their contributions to
standards work.

Onthe other hand, from a U.S. perspective,
it is fairly important to understand the
relationship between T1 and other stan-
dards providers since national resource in
the telecommunications field are finite and
duplicationand/or conflict would amplify
the demands on this finite resource. Liai-
sons havebeenestablished among T1, TR30,
TR41, X3, X12 and 802 although their effec-
tiveness varies. Nosubstantial duplication
or conflict was identified by the task force
but some overlap is recognized. However,
by the time their work reaches CCITT, most
of the overlap has been eliminate 1 by the
U.S. National Committee process, j iC1 or
the organizations themselves. During the
mid-1980s ANSI formed the Joint Tele-
communications Standards Coordinat-
ing Committee (JTSCC) to help improve
standards-making efficiency by reducing
redundancies. However, there has not
been a need for it to convene in the last few
years.

Section IV
Conclusions/Recommendations

There are several conclusions that might be
made regarding well interactions of CCITT
with other standards organizations align
with principles listed earlier in this report.
For each conclusion one or more recom-
mendations are made to strengthen U.S.
support of the principles.

1. Conclusion

A possible primary weakness of standards
making, as practiced by the North Ameri-
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cans and western Europeans, 1s that the
standards process is a field of competition.
Rather than confining competition to the
production of goods and services based on
agreed-uponstandards, the nations of these
two areas tend to compete to achieve inter-
national standardization of their own ver-
sion of a standard, sometimes without re-
gard to technical superiority. Competing
cffortsinvarious countries have resulted in
attempts to stall, delay or otherwise dis-
rupt progress of a standard, often for per-
ceived economic rather than technical rea-
SONs.

This competition within the standards pro-
cess may appear to be unfairly biased to
some participants. This, in turn, tends to
encourage generation of regional standards
which are, in some measure, in conflict.
This whole system has no technical arbiter
and sometimes tends to be a political con-
test with the two regions seeking support-
ers among 166 members of the ITU.

Recommendation

Although there has been recent progress
toward a more cooperative interaction
among CCITT and both JTC1 and regional
standards organizations, more might be
done if visible recognition were given to
individuals who further cooperationamong
standards organizations. This recognition
could be in the form of an award at a joint
government/industry conference. Annual
selection of one or two honorees from both
the private sector and the public sector
would underscore U.S. commitment.
Nominations might be completely open
with selection made by a joint industrv/
government committee. Since much of the
LS competitive positionin the global mar-
ketplace is in some measure dependent
upon the standards community operating
according tothe principlesidentified above,
people at  senior levels of industry and
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government should be involved in such a
conference.

2. Conclusion

There are cases where there may be con-
fusion which organization has jurisdiction
since technology inexorably overruns
boundaries. As this has occurred, coordi-
nating conferences have been scheduled to
mediate differences and establish new
boundaries. This type of activity has been
valuable and it is desirable to continue to
recognize its value. Another conclusion is
that so-called regional-standards organi-
zations have come into existence to address
specific needs; for example, greater speed
of standards development. These organi-
zations are working with CCITT and its
cooperating counterparts such as JTC1
to reduce duplication of effoit. Here, too,
written “guidelines” like “the Spirit of
Fredericksburg” are generally supportive
of the above principles; but continuing ef-
fort is needed to attain intended benefits.

Recommendation

A key recommendation is that the indus-
try/government partnership continue on
the course charted at Fredericksburg. This
includes the encouragement of direct in-
interactions among CCITT and regional
standards bodies in activities like coordi-
nation of work plans and schedules. It
means that “venue shopping” should not
be encouraged. Failure to gain favorable
response on proposals, over time has caused
pa-ties whose positions were notapproved
to seek alternative standards bodies that
might treat proposals more favorably. In
fact, they have encouraged formation of
new support groups. This proliferation of
standards-oriented organizations tends to
undermine mainstream work and dilutes
available resources. Therefore, we recom-
mend that new organizations be formed

only after careful research has been carried
out that ensures redundant organizations
are not formed.

3. Conclusion

Another conclusion as a part of this task
force’s work is that, in general, standards
bodies, particularly those interacting di-
rectly with CCITT, have written into oper-
ating principles guidelines seeking to mini-
mize inefficiency and jurisdictional con-
flict.

It therefore might be a logical conclusion
that action is needed to encourage mem-
bers of standards bodies to follow their
own guidelines. In part, failure to do so
may be lack of familiarity with their exist-
ence.

Recommendation

Regarding the observation that most stan-
dards organizations have written "rules"
supporting the principles, e.g., CCITT Rec-
ommendations A.20-22, ISO directives, but
that they aren’t always followed, it will
help if these "rules” receive greater public-
ity. As a step in that direction, some the
rules areincluded asannexes to this report.
Readers of this report are encouraged to
distribute them to others interested in stan-
dards activities. Further, members of each
standards body, as they become aware of
the "rules” need to insist they are observed
by other members.

4. Conclusion

With multiple standards organizations
working on closely related activities, it is
vital not only that they share information
but to do so in a timely manner. The more
open this communication becomes, the
more closely practice will correlate with
the principles in this report.
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Recommendation

The recommendation is that improvement
in communication among the interacting
standards bodies must occur if the prin-
ciples are to become fact. This was recog-
nized at Fredericksburg and was agreed to
among participants. However, a vital ele-
ment s thatall interested parties haveready
and timely access to meeting schedules,
working group papers, project summaries,
etc. Unless this access is via electronic tech-
nology, the volume of paper, the filing of it
and the searching through the paper for
information, would defeat the purpose of
sharing the paper. Since the CCITT is al-
ready on course to make electronic com-
munication of its material available, the
U.S. standards community should lend its
full support and commit resources toward
ensuring that databases and communica-
tions linkages are established.

In fact the U .S. standards communityhas
demonstrated its support of these activi-
ties by actively participating in the ad hoc
group of CCITT Resolution No. 18 study-
ing electronic document handling. 10 Sec-
retary General Tarjanne acknowledged
that the increased use of information tech-
nology will contribute to the ITU’s opera-
tions and enhance its effectiveness, and
will accelerate the standardization process
in a cost-effective manner. To ensure elec-
tronic communication is the rule and not
the exception, the U.S. standards industry
must continue to support and commit re-
sources for these purposes.

Having all information available electroni-
cally is only part of the improvement
needed. Agreementon prioritization of the

information to be shared needs to be
reached. The ETSI committees NAS and
NA® are attempting to do such a prioritiza-
tion with T1.

5. Conclusion

A final technical conclusion is that the
ISO/OSlseven-level hierarchicalapproach
to data communication can be a common
denominator in all facets of telecommuni-
cations. A consistent approach to work on
data, voice, image and video standards can
avoid technical misalignment that may oc-
cur when attempting to develop an inte-
grated standard.

Recommendation

Finally, we recommend that the industry/
government partnership continue to en-
courage rapid harmonization of general-
ized approaches tostandards development
between standards bodies such as the ISO/
OSI seven-layer model. These approaches
can include standards for transport of in-
formation and the operations systems
that directly support them, as well as gen-
eralized industry support systems. This
will smooth interworking among stan-
dards bodies and also improve efficiencies.

6. Conclusion

The influence of the regional standards
organizations has become such that, com-
panies desiring to participate in the corre-
sponding regional markets feel that it is
necessary to participate in their activities.

With formation of ETSI, whose goal is the
standardization of telecommunication

10. For example, MCI in October of 1990 agreed to supply the ITU with 3000 MCI mail
mailboxes,and as a grant of $1 million to cover the ITU members” usage.
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products and services across the EC, there
was a heightened concernabout "block vot-
ing.” While the task force recognized that
this could occur without ETSI’s existence, it
thought written rules to encourage "block
voting” were too inflexible in the context of
ITU standards making because of an ETSI
bylaw requiring ETSI members support
its standards in global standards-making
bodies. It is important to see substantive
changes in bylaws1! and also in behavior
that would reflect intent of the bylaw
change.

Recommendation

Monitoring of ETSI procedures/actions
needs to continue, and U.S. companies that
are members of ETSI need to point out
concerns during governance meetings. If
CCITT is involved, concerns should be
raised with the U.S. Government for action.
Most important may be the need for timely
dialogue before any "camp” makes an irre-
versible decision.

11. ETSI amended its bylaws in this area at its 9th General Assembly meeting in Nice on 20-

21 November, 1990.

E-10
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Acronyms Used in the Report

ANSI - American National Standards Insti-
tute

CBEMA - Computer and Business Equip-
ment Manufacturers Association

CCIR - International Radio Consultative
Committee

CCITT - International Telegraph & Tele-
phone Consultative Committee

CEN/CENELEC - European Committee
for Standardization/European Committee
for Electrotechnical Standardization

CEPT - European Conference of Postal &
Telecommunications Administrations

EC - European Community

ECSA - Exchange Carrier Standards Asso-
ciation

ETSI- European Telecommunications Stan-
dards Institute

IEC - International Electrotechnicai Com-
mission

IEEE - Institute of Electrical & Electronics
Engineers

ISDN - Integrated Services Digital Network

ISO - International Organization for Stan-
dardization

ITU - International Telecommunications
Union

JTC1 - Joint Technical Committee 1

JTSCC - Joint Telecommunications Stan-
dards Coordinating Committee

OSI - Open Systems Interconnection
SPG - Strategic Planning Group

TIA - Telecommunications Industry Asso-
ciation

TTA - Telecommunication Technology
Association of Korea

TTC - Telecommunications Technology
Committee (Japan)

USNC - United States National Committee
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ANSI PROCEDURES
FOR DEVELOPMENT
AND COORDINATION OF
AMERICAN NATIONAL STANDARDS

Appendix I — ANSIs Patent Policy

11. Inclusion of Patents in American Na-
tional Standards

There is no objection in principle to draft-
ing a proposed American national stan-
dard in terms that include the use of a
patented item, if it is considered that tech-
nical reasons justify this approach.

If the Institute receives a notice that a pro-
posed Amecrican national standard may
require the use of a patented invention, the
procedures in Sections 12 through I5 shall
be followed.

12. Statement from Patent Holder

Before approval of sucha proposed Ameri-
can national standard, the Institute shall
receive from the patent holder (in a form
approved by the Institute) either: assur-
ance in the form of a general disclaimer to
the effect that the patentee does not hold
and does not anticipate holding any inven-
tion whose use would be required for com-
pliance with the proposed American na-
tional standard or assurance that:

(1) Alicense willbe madeavailable without
compensation to applicants desiring to uti-
lize the license or the purpose of imple-
menting the standard, or

(2) A license will be made available to ap-
plicants under reasonable terms and con-

ditions that are demonstrably free of any
unfair discrimination

The terms and conditions of any license
shall besubmitted to ANSI for review by its
counsel, together with a statement of the
number of independent licensees, if any,
which have accepted or indicated their ac-
ceptance of terms and conditions of the
license.

13. Record of Statement

A record of the patent holders statement
(and a statement of the basis for consider-
ing such terms and conditions free of any
unfair discrimination) shall be placed and
retained in the files of the Institute.

14. Notice

When the Institute receives from a patent
holder the assurance set forth in 12(1) or
12(2), the standard shall include a note as
follows:

NOTE: The user’s attention is called to the
possibility that compliance with this stan-
dard may require use of an invention cov-
ered by patent rights.

By publication of this standard, no position
is taken with respect to the validity of this
claim or of any patent rights in connection

E-12
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therewith. The patent holder has, however,
filed a statement of willingness to grant a
license under these rights on reasonable
and nondiscriminatory terms, and condi-
tions to applicants desiring to obtainsucha
license. Details may be obtained from the
publisher.

I5. Responsibility for Identifying Patents

The Institute shall not be responsible for
identifying all patents for which a license
may be required by an American national
standard or for conducting inquiries into
the legal validity or scope of those patents
that are brought to its attention.

E-13
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Global Information Standardization
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ANNEXF

STANDARDS AND CERTIFICATION CRITICAL
TO AEROSPACE COMPETITIVENESS

Aerospace Industries Association
1250 Eye Street, N.W., Washington, D.C. 20005 (202) 371-8400
CONTACT: Alexis Allen (202) 371-8544

WASHINGTON, /. 'ril 30 - Today, in stan-
dardization as in other fields, the United
States is no longer the unquestioned world
leader, but a strong player among strong
rivals, according to an Aerospace Indus-
tries Assnciation (AIA) report, Impact of
International Standardization and Certifica-
tion on the U.S. Acrospace Industry.

The report concludes that aerospace com-
panies need to give international standards
and certification issues a higher prioriry. If
U.S. industry does not maintain an active
presence in international standards and
certification activities, the result will be
increasingly significantdifferencesbetween
U.S. standards and those of Europeand the
rest of the world, and an increasing like-
lihood that U.S. companies will be required
to meet standards thev had no voice in
setting.

“Traditionally, U.S. aerospace marketplace
leadership has beon supported by world-
wide acceptance of U.S. standards,” said
Don Fuqua, president of AIA. “Now that
standards from non-U.S. sources are gain-
ing international acceptance, the U.S. in-
dustry must act to ensure that standards,
testing, and certification do not become
trade barriers,” Fuqua concluded.

Thereportistheresultofacombined project
by AIA’s Civil Aviation, International, and
Technical and Operations Councils to as-
sess the impact of international standard-

ization and certification on the aerospace
industry,and recommend appropriate AIA
actions.

Standards.../2

The immediate issues of concernidentified
by the report are harmonization of airwor-
thiness requirements and certification of
quality systems to international standards
(ISO 9000 series). Additional concerns in-
clude supplier evaluation, international
design and product standards, and Euro-
pean regional standardization and metri-
cation.

The study recommends:

e[ncreased industry support for active par-
ticipationin international standardization/
certification arenas.

¢ Closer dialogue with European industry
on standards and certification issues.

¢ Harmonization of U.S. and international
technical requirements.

¢ Resolution of regulatory and contractual
issues related to 15O 9000 quality svstem
assessment.

e Communication of aerospace industry
concerns to appropriate U.S. government
agencies, professional and trade associa-
tions.
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e Enhanced industry awareness through
gathering and dissemination of informa-
tion by AIA.

Founded in 1938, AIA’s National Aero-
space Standards Committee (NASC) estab-
lishes technical standards for items de-
signed into aerospace products and used
in their fabrication. To date, approximately
3,000 national aerospace standards have
been developed by the NASC, constituting
the third largest group of U. S. voluntary
standards. The AIA also administers the
secretariat of the international standards
committee for aerospace, iSO/ TC 20.

The AIA is the trade association represent-
ing the nation’s manufacturers of commer-
cial, military and business aircraft, helicop-
ters, aircraft engines, missiles, spacecraft,
and related components and equipment.

-AlA-

attachment

P.A. Rel. 92-23
04.30.92
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Impact of International
Standardization and Certification
On the U.S. Aerospace Industry

AJA RESOLUTION ON INTERNATIONAL STANDARDIZATION

WHEREAS, An AIA study group has identified issues in international
standards and certification which can have negative impact on
U.S. products in the global marketplace.

Now, That industry participation in international standards and
THEREFORE ) . . . .

BEIT certification bodies should be increased to a level sufficient to
RESOLVED: promote U.S. industry interests and promote trade; and

To implement this policy, that AIA members make sufficient
company resources available to support participation in
international standards and certification bodies.

e ?erospace Approved by AIA Executive Committee
ndustries April 14, 1992

Association

F-3
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IMPACT OF INTERNATIONAL
STANDARDIZATION
AND CERTIFICATION ON
THE U.S. AEROSPACE INDUSTRY

EXECUTIVE SUMMARY

Today, in standardization as in other
fields, the United States is no longer the
unquestioned world leader, but a strong
playeramong strong rivals. Standards de-
veloped outside of the United States —
particularly in Europe or in international
standards organizations — are gaining
credibility and acceptance. Key examples
are the Joint Aviation Regulations (JARS)
developed in Europe, and the ISO 9000
series on quality systems developed by
the International Organization for Stan-
dardization. To the extent that these stan-
dards diverge from or conflict with U.S.
standards and practices, the U.S. can be at
adisadvantage in the world marketplace.

AIA established an inter-council project
to assess the impact of international stan-
dardization and certification on the aero-
space industry, and to recommend ap-
propriate AIA actions. Input was solicited
from the Civil Aviation, International, and
Technical and Operations Councils. The
projectgroup identified harmonization of
airworthiness standards and certification
of quality systems to international stan-
dards (i.e., the ISO 9000 series) as the
immediate priority concerns forindustry.
Additional concerns include supplier
evaluation, international designand prod-
uct standards, European regional stan-
dardization, and metrication.

The study concluded that in the future,
the U.S. aerospace industry will increas-

ingly be subject to technical requirements
which are determined internationally or
in Europe. Lack of awareness or respon-
siveness could result in added costs and
put U.S. products at a disadvantage. An
increased level of vigilance is required to
assure that standards, testing and certifi-
cation do not escalate into barriers to
trade.

The study recommends:

¢ Increased industry support for active
participation in international stan-
dardiztion/certification arenas.

* Closer dialogue with European indus-
try on standards and certification issues.

e Harmonization of U.S. and international
technical requirements.

¢ Resolution of regulatory and contrac-
tual issues related to ISO 9000 quality
system assessment.

¢ Communication of aerospace industry
concerns toappropriate U.S. government
agencies, professional and trade associa-
tions.

* Enhanced industry awareness through
gathering and dissemination of informa-
tion by AIA.

F-4
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APRIL 1992
IMPACT OF INTERNATIONAL STANDARDIZATION
AND CERTIFICATION ON
THE U.S. AEROSPACE INDUSTRY

Introduction

In the past, the aerospace industry around
the world has used mostly U. S. standards
in the design, manufacture, certification
and operation of aerospace products. This
worldwide acceptance of U.S. standards as
"de facto" international standards has per-
mitted aerospace products to be operated,
maintained and serviced around the world.
Customers for civil and military aerospace
products have benefitted from the result-
ing interchangeability, interoperability and
economies of scale. The U.S. marketplace
leadership has gone hand-in-hand with
worldwide acceptance of U.S. standards.

For many years, international standardiza-
tion has been a "back burner" issue for the
United States. As long as U.S. standards
wererecognied and used around the world,
international harmonization was nota prob-
lem.

Today, instandardization asin other fields,
the United States is no longer the unques-
tioned world leader, but a strong player
among strong rivals. Standards developed
outside of the United States—particularly
in Europe or in international standards or-
ganizations—are gaining credibility and
acceptance. Key examplesare the Joint Avia-
tion Regulations (JARS) developed in Eu-
rope, and the ISO 9000 series on quality
systems developed by the International
Organization for Standardization. To the
extent that these standards diverge fromor

conflict with U. S. standards and practices,
the United States can be at a disadvantage.

Recognizing the potential impact of inter-
national standardization and certification
on aerospace business, the AIA Technical
and Operations Council established an
intercouncil project to assess the impact
and to recommend appropriate AlA ac-
tions. The scope of the project was to ad-
dress concerns fromciviland military sides
of industry, including quality, trade and
materiel management. The following coun-
cils and committees participated:

Civil Aviation Council
Airplane Noise Control Committee
Commercial Customer Support
Committee
Manufacturing Integrity Committee
Propulsion Committee
Transportation Committee
International Council
Technical & Operations Council
Electronic Systems Committee
International Standardization
Advisory Group
Materiel Management Committee
Quality Assurance Committee
Technical Management Committee

The project group met October 24, 1991, to
review and validate issues identified by
survey. A subsequent survey was con-
ducted to update findings and recommen-




Standards and Trade in the 1990s

dations of the 1982 AIA study “Impact of
International Standardization Trends on
the U.S. Aerospace Industry.”

The project group identified issues of con-
cern to the aerospace industry in the areas
of standards and conformity assessment
(which includes quality system and sup-
plier certification and related issues). This
report provides a summary of the issues
and their potential impact on industry, fol-
lowed by recommendations for AIA ac-
tion.

Standards Issues

International Harmonization of Airworthi-
ness Requirements

The increasingly global nature of the civil
aviation industry has caused AlA to give
high priority to harmonization of air-
worthiness certification requirements
among nations. Certifying an aircraft to
national requirements unique to the coun-
try in which the aircraft is sold or operated
increases certification costs without neces-
sarily improving safety. The U.S. Federal
Aviation Administrationand the European
Joint Aviation Authorities recognize that
the current system of varying national re-
quirements is problematic, and have inten-
sified their efforts toward harmonization.

The AIA and its European counterpart
AECMA requested that air worthiness
authorities make harmonization a priority.
The rapid increase in worldwide air travel,
the growthof cross-border leasing, charter-
ing and transfer of aircraft, and the general
development of international cooperation
in the design and production of civil trans-
port aircraft are compelling reasons to in-
tensify harmonization efforts. Critical to
the harmonization effort are elimination of
non-essential regulations and strict adher-
ence to multilateral solutions. The FAA's

Aviation Rulemaking Advisory Commit-
tee (ARAC), of which U.S. and European
aviation interests are part can assume an
important role in this effort.

International Design and Product
Standards

There are standards activities in interna-
tional bodies such as the International Or-
ganization for Standardization (ISO) and
the International Electrotechnical Commis-
sion (IEC), which have a potential to affect
the design, manufacture and operation of
aerospace products. The increasing inci-
denceof multinationalaerospace programs,
with U.S. companies sometimes acting as
suppliers to foreign companies, and the
stated preference by DoD and NATO for
international standards, should accelerate
the introduction of international standards
in the aerospace marketplace.

The primary international body respon-
sible for developmentof international stan-
dards specifically intended for aerospace
applications is Technical Committee 20 of
the International Organization for Stan-
dardization (ISO/TC 20). Thirteen nations
(Brazil, Canada, China, Czechoslovakia,
France, Germany, Italy, Japan, The Nether-
lands, Romania, the United Kingdom, the
United States of America, and the USSR)
participate actively in TC 20. AIA holds the
chairmanship and the international secre-
tariat, by delegation from ANSI, the official
U.S. member body of 150.

The standards developed by 1SO/TC 20
cover a wide range of aerospace parts and
materials, as well as other areas supporting
interchangeability and interoperability. A
new initiative currently underway is to
definea program of international standard-
ization for spaceapplications. The U.S. com-
panies engaged in commercial space ven-
tures need to become actively involved to
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assure that international space standards
reflect their needs and interests.

The ISO standards often are based on exist-
ing standards. U.S. aerospace standards
are prime candidates for adoption as ISO
standards. However, European standards
have an even better chance because they
are metric, because the Europeans have
more votes, and because of "fast-track” pro-
cedures created for processing EC stan-
dards into ISO. If U.S. companies do not
participate actively, they leave the door
open to the setting of international stan-
dards favoring their competitors.

Besides TC 20, there are more than 250
other 1SO and IEC technical committees
working on standards in a variety of areas,
some of which should be of concern to the
aerospace industry; for example, software
and configuration management. It is diffi-
cult for individual companies to partici-
pate in or maintain awareness of this wide
range of activities. Liaisons established
through the aerospace technical commit-
tee, ISO/TC 20, can provide a resource-
effective way of monitoring developments
in many of these groups. In others, direct
participation is desirable.

European Aerospace Standardization

The European community embarked onan
aggressive program of developing regional
standards and certification systems, as part
ofthe"EC 92" efforts tocreate anintegrated
European market by eliminating internal
technical barriers. These regional standards
are emerging at the expense of traditional
U.S. technical leader-ship in many areas;
and, sometimes at the expense of interna-
tional harmonization. The size and coher-
ence of the EC market give EC regional
standards considerable importance, and
many non-EC nations are watching these
developments with a view of adopting
them.

F-7

In the aerospace field, European regional
standardization is the province of the Euro-
pean aerospace industry association,
AECMA. Under authority delegated by the
European Community, AECMA launched
anaccelerated program of standardization.
Todate, AECMA published 1,000 standards
foraerospace parts, materials and processes,
and has 1,000 in work.

The U.S. Department of Commerce, the
American NationalStandards Institute, and
the International Organization for Stan-
dardization have launched major initia-
tives to negotiate with the EC, to provide
better access to European regional stan-
dardizing processes, and to encourage the
EC to work more at the international level.
As a result, many export-oriented U.S. in-
dustries are focusing increased effort and
resources on development of international
standards, which can provide an alterna-
tive to a technical "Fortress Europe” and
provide an opportunity for U.S. input.

Inthe aerospace sector, while AECMA rep-
resentatives regularly participate in U.S.
aerospace standardization committees,
AECMA's committees have been closed to
outsiders. Recently, AECMA concluded
agreements with ISO/TC 20 to allow par-
ticipation by a designated observer. How-
ever, due to the current low level of US.
company support for international stan-
dardization, the U.S. cannot take full ad-
vantage of these agreements. Thus, despite
long-termeffortsatharmonization, the tech-
nical divergence between the standards
used by the United States and the Euro-
pean aerospace industries is increasing.

Metrication

Nearly allinternational and European stan-
dards are metric. However, the U.S. acro-
space industry has had no market motiva-
tion to take the lead in converting to metric.
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Foreign government acquisitions and cer-
tification programs, and NATO programs
will encourage conversion. As metric stan-
dardsarerequired and selected, the choices
are more likely to come from ISO or Europe
than from the United States where metric
standard parts are required (for example,
on the Comanche helicopter), they often
are not available in the United States or
incur lead time and cost penalties.

GATT Agreement on Technical Barriers
to Trade

The General Agreement on Tariffs and
Trade (GATT) includes an Agreement on
Technical Barriers to Trade known as the
"Standards Code.” Its purpose is to remove
barriers to trade that exist due to differ-
encesinnational technical regulations, stan-
dards, and conformity assessmentsystems.
The GATT includes a dispute settlement
procedure under which disagreements be-
tween signatory nations may be resolved.
To date there have been two cases involv-
ing standards, although neither was re-
lated to the aerospace industry.

Impact on the Aerospace Industry

Increasingly, standards from international
and foreign sources will come into use
alongside, or in place of, the U.S.-devel-
oped standards which heretofore have
dominated aerospace design, production
and maintenance worldwide. In the future,
itis increasingly likely that U.S. companies
will be required to meet standards they
have had no voice in setting.

Customer preferences increasingly are for
internationally agreed standards. The Stan-
dards developed in Europe and in interna-
tional bodies will have growing impor-
tance, notonly for the European marketbut
elsewhere in the world. New policies and
economic pressures are pushing the DoD
toward greater reliance on the private sec-

tor for standards. The existing body of MIL
specs, which has dominated world aero-
space procurement and maintenance for
decades, will diminish in favor of volun-
tary standards, including those from inter-
national and regional sources. As NATO
downsizes and buys in smaller quantities,
the need for using standards that have
achieved will increase commercial interna-
tional acceptance.

To the extent that these standards diverge
from or conflict with, U.S. standards and
practices, the United States can be at a
disadvantage. The potential for negative
impact on U.S. worldwide marketing ef-
forts in Europe and the rest of the world
includes more subtle threats than outright
barriers to trade. For example, U.S. compa-
nies may encounter added time and cost to
comply with non-U.S. standards, to find
qualified sources, or to obtain certification;
additional requirements placed on subcon-
tractors; and impediments to international
cooperative efforts. In the civil-aviation
field, there is a concern that certifying air-
craft to standards unique to the country in
which the aircraft is sold or operated in-
creases certification costs without neces-
sarily improving safety.

Conformity Assessment Issues

The ISO 9000 Standards on Quality
Systems

In 1987, the International Organization for
Standardization (ISO) published a series of
fiveinternational standards (ISO 9000, 9001,
9002, 9003, and 9004), developed by ISO
Technical Committee (TC) 176 on quality
systems. The ISO 9000 and 9004 were in-
tended to be advisory in nature; ISO 9001,
9002 and 9003 were developed primarily
for use in two-party contractual situations.

However, the standards are being applied
under a broader range of conditions. In
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some cases, compliance with one of the ISO
900 standards (or their equivalent) has
been, or will be, mandated by a U.S,, for-
eignnational, orregional governmentbody.
In other instances, marketplace/customer
pressuresarerequiring conformance to ISO
9000 standards.

Todate, the ISO standard hasbeenadopted
by some 40 countries—including, most re-
cently, Japan—and the number continues
to grow. The United States equivalent is
known as the ANSI/ ASQC (American So-
ciety for Quality Control) Q 90 series. In
Europe, the operative documents are the
EN (European Norm) 29000 series. Other
variants exist around the world.

The ISO 9000 series is not static; the basic
standards are already in the process of
review and revision. Additional standards
are published, or in work, in ISO to extend
the current series including supplements
on software, services, quality audits and
measuring equipment. To add further toa
fluid situation, some national and regional
standards bodies outside of ISO are devel-
oping supplemental guidance for the ap-
plication of the ISO 9000 series, for general
use or for specific industries.

Conformance with ISO 9000 or its variants
may be demonstrated in anumber of ways,
including self-audit. Third-party registra-
tion (sometimes called certification) of qual-
ity systems is not required by the ISO 9000
documents, but may be called for by a
regulatory agency or a customer. In re-
sponse to increasing demand, third party
registration schemes are being established
in many countries. The problem is that
registration by a given registrar may notbe
universally accepted. Efforts are underway
to assure mutual recognition of systems
within the EC, and between the EC and the
U.S., but these efforts are not complete. The
issue of who in the U.S. will accredit third-

party auditors and registrars also must be
resolved. This issue, which has implica-
tions for many industries, is being worked
at the national level by the United States
Department of Commerce and ANSI.

Impact on the Aerospace Industry

The impactof the ISO9000 series on
the aerospace industry is largely depen-
dent on customer/marketplace require-
ments. Some RFPs from European and other
foreign customers are including a require-
ment that potential bidders be ISO 9000-
compliant. For companies with quality sys-
tems in place, changes and added costs
involved in ISO 9000 compliance have not
been unreasonable in the experiences to
date.

However, inconsistencies in the applica-
tion of standards causes confusion among,
U.S.suppliers. Acceptance of aself-auditor
third party registration by one customer
does not necessarily guarantee acceptance
by another. In instances where third party
registrationis required, suppliers will have
to ascertain what registration agency is ac-
ceptable to each customer. Until mutual
recognition agreements are in place inter-
nationally, multiple registrations may be
required.

The Department of Defense is considering
replacing MIL-Q-9858 A and MIL-1-45208A
with the U.S. equivalent of the ISO 9000
series. Although the AIA position is not to
encourage an immediate transition, AIA
believes thatan eventual transition mustbe
closely coordinated between government
and industry to avoid disruption.

NATO is revising its AQAPs to incorpo-
rate the ISO standards, with a target of
release by the end of 1992. The issue of
whether NATO countries will require third-
party registration for U.S. supplied mate-
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riel is not resolved. The AIA is comment-
ing on the draft AQAPs.

In the civil aviation field, AIA is concerned
potential requirements from Europeanand
other foreign customers for third party reg-
istration of quality systems to ISO 9000 or
its equivalents, could duplicate or conflict
with the existing FAA procedure, impose
added costs on industry, and pose a poten-
tial non-tariff barrier to trade. The AIA
believes that rules and regulations of the
FAA constitute the highest standard of
safety, performance and quality. The AIA
position, taken jointly with the General
Aviation Manufacturers Association
(GAMA)and AECMA, istoencourage FAA
and JAA to rule that production approval
holders manufacturing products in accor-
dance with the JAR or FAR need not be
further certified or registered to ISO 9000
standards to freely interchange products
and services.

No specific direction exists regarding how
subcontractor service and support centers
will be dealt with by OEMs or airlines.

Supplier Evaluation

Third party systems to evaluate suppliers
of aerospace parts and components and
certain services is a related issue being ad-
dressed in the United States and in the EC.
The goal is to reduce the number and fre-
quency of supplier audits while providing
contractors with reliable information about
thesupplier’squality systemsand/or prod-
ucts.

In the United States, the National Aero-
space and Defense Contractors Accredita-
tion Program (NADCAP) has been estab-
lished to audit suppliers on behalf of con-
tractors. The DoD and FAA have express-

ed support in principle of such schemes,
but have stressed that ultimate responsi-
bility and liability continues torest with the
prime contractor (in the case of DoD) or the
production approval holder (in the case of
FAA).

In Europe, AECMA has established
AECMA-CERT to qualify parts and mate-
rials to European standards. The system
includes a third-party quality system audit
based on ISO 9002. The AECMA-CERT
will be part of the European Organization
for Testing and Certification (EOTC), cre-
ated by the EC in April 1990 to promote
mutual recognition of test results, certifica-
tion procedures, and quality system as-
sessmentsand registrationsinnonregulated
productareas. At present, the United States
hasnointerface with the EOTC.Some over-
tures toward mutual recognition of U.S.
and EC systems for supplier accreditation
have been initiated.

Forelectroniccomponents, aninternaticnal
system of qualification hasbeenestablished
under the International Electrotechnical
Commission (IEC), known as IECQ. The
U.S. element of the IECQ system is oper-
ated by the Electronic Industries Associa-
tion.

The AIA position on third party supplier
evaluation systems has been to recognize
that they do not relieve prime contractors
of ultimate responsibility and liability. For
the civil aviation field, third party supplier
evaluation must be limited to use within
Part 14 of the Code of Federal Regulations.
Since these systems are likely tobecome the
accepted way of doing business in the glo-
bal marketplace, and may also result in
reduced costs toindustry, the projectgroup
recommends that AIA continue to monitor
them, and encourage mutual recognition
between eventual systems in the United
States and Europe.
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Conclusion

Today, many export-oriented U.S. indus-
tries are focusing increased effort and re-
sources on the development of interna-
tional standards in recognition of the
globalization of the marketplace. Interna-
tional standards provide an alternative to
a technical "Fortress Europe” and provide
an opportunity for U.S. input.

In the aerospace industry, however, inter-
national standards and certification issues
have not been given high priority by U.S.
aerospace companies. On the contrary, as
aerospace companies move to reduce over-
head, support forinternaland external stan-
dardizationactivities isbeing reduced. This
declining company support for standards
participation has directly and negatively
affected U.S. ability to be effective in the
international standards arena.

The intercouncil project identified a range
of issues which have a potential for long-
term negative impact on U.S. worldwide
marketing efforts in Europe and the rest of
the world. Negative effects could include
added costs to comply with non-U.S. stan-
dards or to obtain certification, as well as
penalties to subcontractors, and impedi-
ments to international cooperative efforts.

This study revealed that the U.S. aerospace
industry is largely in a reactive mode rela-
tive to international standardization and
certification issues. If U.S. industry does
not maintain an active presence in interna-
tional standards and certification activi-
ties, the result will be increasingly signifi-
cant differences between U.S. standards
and those of Europe and the rest of the
world, and an increasing likelihood that
U.S. companies will be required to meet
standards that they have had no voice in
setting. Anincreased level of industry vigi-
lance is required to keep pace with fast-

moving developments and to assure that
standards, testing and certification require-
ments do not escalate into barriers to U.S.
trade.

Recommendations

The aerospace industry should, through
the appropriate AIA committee structure:

1. Improve participation and success level
of U.S. aerospace industry in key interna-
tional standards committees; specifically,
provide industry support for an active
U.S. presence in ISO/TC 20, Aircraft and
Space Vehicles and ISO/TC 176, Quality
Management and Quality Assurance.

Action:
International Standardization
Advisory Group Quality Assurance
Committee

2. Pursue closer liaison with European
aerospace standardization and certifica-
tion activities such as JAA, AECMA,
AECMA-CERT and EOTC; specifically,
provide industry support to take advan-
tage actively of the opportunity to partici-
pate in selected AECMA standardization
meetings.

Action:
International Standardization
Advisory Group
Quality Assurance Committee
Civil Aviation Council

3. Systematically determine the appro-
priate degree of harmonization of existing
U.S.standards with international standards.
Specific strategies include promoting the
adoption of U.S. standards internationally;
periodically reassessing the pace and im-
pact of aerospace metric conversion; and
ensuring orderly implementation of inter-
national requirements where deemed ap-
propriate.
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Action:

International Standardization
Advisory Group

Aerospace Sector Committee/
American National Metric Council

National Aerospace Standards
Committee

Quality Assurance Committee

Civil Aviation Committee

4. Resolve contractual and regulatory is-
sues related to ISO 9000, and increase in-
dustry awareness. Specific goals include:

a. Maintain preeminence of FAA airwor-
thiness certification requirements.

b. Keep non-value-added, third party qual-
ity system registration from becoming a
prerequisite for doing business. Promote
use of self-audit and declaration of con-
formance.

c. Clarify the timing of industry compli-
ance with customer-imposed ISO 9000 re-
quirements before contractual penalties
being levied.

d. Closely coordinate with DoDas it moves
toward implementation of the ISO 9000
series. This involves reconciling the short-
comings of the ISO series and defining the
training required for the transition.

e. Support mutual recognition between a
disciplined, reliable third party supplier
registration system in the United States
and in Europe.

Action:
Quality Assurance Committee
Civil Aviation Committee

5. Communicate aerospace concerns to
federal agencies such as the Department of
Commerce, State Department, Department
of Defense, and the United States Trade
Representative, as part of the national dia-
logue onstandards and certification issues.
Assure consideration of aerospace issues
inbilateraland multilateral agreements ne-
gotiated with foreign trading partners.
Heighten the awareness among U.S. pro-
fessional and trade associations such as
ANSI and ASQC of specific aerospace in-
dustry issues.

Action:
AlA staff and committees

6. Heighten industry awareness of world-
wide standardization and certification
trends and developments affecting aero-
spaceby gathering, disseminating and ana-
lyzing information on a timely basis. Main-
tain active monitoring for potential use of
standards and certification as trade barri-
ers. Retain the Intercouncil Project Group
to provide an AIA-wide focal point.

Action:
Technical and Operations
Civil Aviation Committee
International Council
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ANNEXF
Glossary of Standardization/Certification
Terms and Acronyms

International

[EC -~ International Electrotechnical Com-
mission. Sister organization of ISO which
covers standardization in the electrical and
electronic areas.

ISO—The International Organization for
Standardization. Composed of member
bodies from more than 90 nations. The
official U.S. member body is ANSI.

ISO/TC 20—The international technical
committee for aerospace standardization.
The U.S. Technical Advisory Group (TAG)
isadministered by SAE. AIA is the interna-
tional secretariat of ISO/TC 20.

ISO/TC ;76 —The international technical
committee on quality systems standards.
The United States Technical Advisory
Group is administered by the American
Society for Quality Control.

European Regional

AECMA—Association Europeenne des
Constructeurs de Materiel Aerospatial.
European counterpartto AIA, consisting of
aerospace industry associations of nine
Europeannations. By delegation from CEN,
responsible for preparing ENs in the aero-
space field.

AECMA-CEPT—Organizationestablished
by AECMA. Performs qualification of prod-
ucts, and certification of suppliers” quality
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systems, to AECMA EN standards. Also
represents the aerospace sector in the Euro-
pean certification system (EOTC).

CEN/CENELEC—Europeanregional stan-
dardization bodies. Develop European
Norms (ENs). Certain ENs are developed
at the request of the European Commis-
sion, and will be mandatory in the Euro-
pean Community for regulated products.

EOTC—European Organization for Test-
ing and Certification, created in 1990 to
promote mutual recognition of conformity
assessment in nonregulated product areas
throughout the European Community.

JAA—Joint Aviation Authorities. estab-
lished to harmonize national airworthiness,
maintenance and operational rules into Eu-
rope-wide Joint Aviation Regulations
(JARS).

U.S. National

AIA—Aerospace Industries Association.
Trade associationof U.S. aerospace compa-
nies. Standardization activities include de-
velopmentof U.S. National Aerospace Stan-
dards, and administration of international
secretariat of ISO/TC 20.

ANSI—American National Standards In-
stitute. Non-governmental, private sector
U.S. standards coordinator. Official U.S.
member body of 15O and IEC.
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DOC/NIST—The U.S. Department of Com-
merce, and its specialized agency, the Na-
tional Institute for Standards and Technol-
ogy. The DOC and NIST have a primary
responsibility for development of U.S. in-
teragency policies in the area of EC 92
standards and certification and their im-
pact ~ . U.S. business.

NADCAP—National Aerospace and De-
fense Contractors Accreditation Program.

14

Third party registration program for sup-
pliers of aerospace products and services,
organized by SAE.

SAE—Sociely of Automotive Engineers.
Professionalsociety active inself-propelled
technologies. Standardization activities in-
clude development of AS and AMS stan-
dards, and administration of U.S. TAG for
ISO/TC 20.
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ANNEX G

ISO 9000 STANDARD SERIES
(QUESTIONS AND ANSWERS ON QUALITY, QUALITY
SYSTEM REGISTRATION, AND RELATED ISSUES)

Abstract

This report provides information on the
development, content and application of
the ISO 9000 standards to readers who are
unfamiliar with these aspects of the stan-
dards. It attempts to answer some of the
most commonly asked questions on qual-
ity; quality systems; the content, applica-
tionand revision of the ISO 9000 standards;
quality system approval/registration; Eu-
ropean Community requirements for qual-
ity system approval/registration; and
sources for additional help.

Key Words: conformity assessment; EN
29000; ISO 9000; quality assurance; quality
control; quality system; quality system
registration

What Is Quality?

Quality improvementhas now becomeboth
the corporate and international business
strategy of the 1990s. Cadillac and Milliken
and Company each advertise winning the
Malcolm Baldrige Award for quality. Ford
Motor Company publicizes a “Quality is
Job 1” slogan, and many other companies
are following suit. At theinternational level,
interest has mushroomed in quality sys-
tems as a means of assuring the consistent
conformity of products or services to a
given set of standards or expectations.

There has, however, been little agreement
among either corporate management or
professionals in the field regarding the
meaning of “quality.” The International
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Organization for Standardization (ISO)
Standard 8402 defines quality as: “the to-
tality of features and characteristics of a
product or service that bear on its ability to
satisfy stated or implied needs.” However,
there are problems with this definition.
Whose needs does the service or product
address? Who are its customers? In the
testing services field, for example, totally
erroneous test results may satisfy a client’s
needs quite well if the faulty test report can
be used to allow him to sell his product,
especially if an accurate test report would
not. Nevertheless, such results are unlikely
to satisty the needs of the potential buyers
of the product or of the agency responsible
for regulating the product.

Customers for a product or service pro-
duced by a company can be located within
oroutside thecompany orboth, depending
on the product or service. A product or
service may be provided by one company
unit to another solely for the latter’s use, or
for subsequent delivery to a customer out-
side the organization. It has been said that
most product or service defects (no matter
where they occur in the service or manufac-
turing process) usually find their way to
the point of interface between a company
and its outside customers.

In an attempt to address this problem, ISO
has added seven footnotes to its definition,
including that: “in a contractual environ-
ment, needs are specified, whereas in other
environments, implied needs should be
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identified and defined” and that “needs
can change with time.” Needs can be de-
fined in terms of safety, usability, avail-
ability, versatility, compatibility with other
products, reliability, maintainability, over-
all cost (including purchase price, mainte-
nance costs, and productlife), environmen-
tal impact, or other desired characteristics.

Even if all “needs” can be identified and
adequately defined (often no easy task),
whatabout the issue of an “acceptable qual-
ity level (AQL)” — the maximum percent-
age of nonconforming products or service
units that should be considered satisfac-
tory as a process average? Stated in other
words, how many (if any) mistakes can you
make and still produce a “quality” product
or service? A manufacturer’s production
system may be considered by his custom-
ers to produce a “quality” product if the
AQL is 0.1 percent; that is, only one in
1,000 products contains defects. Yeta lin
1,000 error rate for nurses whose job it is to
hold babies (they only drop one out of a
thousand) or for containers which hold
highly toxic or hazardous materials (only
one serious leak gets by for every 1,000
containers produced) are obviously not
acceptable. There is a belief among many
quality experts and their disciples that the
only acceptable quality level forany manu-
factured product or service is 100 percent
(“zerodefects”), and thatany failure to “do
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it right” the first time is not tolerable. This
is not a universally held opinion.

What Is a Quality System?

Product quality depends on many vari-
ables, such as the caliber of the components
or materials used; type of equipment used
in design, production, handling, installa-
tion, testing and shipping; the equipment
calibration and maintenance procedures
employed; the training and experience of
productionand supervisory personnel; the
level of “workmanship” and sometimes
theenvironmental conditions (temperature,
humidity, level of dust particles) in the area
where the product is produced. The pro-
cess, organizational struciure, procedures,
and resources that manufacturers and sup-
pliers use to control these variables to pro-
duce a product of consistent quality which
meets detmed specificationsiscalled aqual-
ity system The standards that are being
adopted globally for quality systems are
the ISO 9000 standards.

What is ISO?

The ISO is the International Organization
for Standardization, tounded in 1946 to
promote the development of international
standards and related activities, including
conformity arsessment,? to facilitate the

"Note this definition is somewhat different from the ISO definitions. 15O Standard 9000-
1987 defines quality system as: “the organization, structure, responsibilities, procedures,
processes and resources for implementing quality management.” The standard defines
quality management as: “that aspect of the overall management function that determines
and implements quality policy.” The standard defines quality policy as: “the overall
intentions and directions of an organization as regards quality, as formally expressed by
top management.” These ISO definitions also include several additional footnotes.

2 Conformity assessinent includes testing, inspection, laboratory accreditation, certifica-
tion, quality system assessment, and other activities intended to assure the conformity of
products to a set of standards and/or technical specifications.
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exchange of goods and services worldwide.
The ISO is composed of member bodies
from over 90 countries, the United States
member body being the American National
Standards Institute (ANSI). The ISO’s
work covers all areas except those related
to electrical and electronic engineering,
which are covered by the International
Electrotechnical Commission (IEC). The
results of ISO’s technical work are pub-
lished as International Standards or Guides.

What Are the ISO 9000, ANSI/ASQC
Q 90, and CEN/CENELEC EN 29000
Standards?

In 1987, the ISO published a series of five
international standards (ISO 9000, 9001,
9002, 9003, and 9004), developed by ISO
Technical Committee (TC) 176 on quality
systems. This series, together with the
terminology and definitions contained in
ISO Standard 8402, provides guidance on
theselectionof anappropriate quality man-
agement program (system) for a supplier’s
operations.

The ISO 9000 standards were intended to
be advisory in nature and were developed
primarily for use in two-party contractual
situations or for internal auditing. How-
ever, the standards are currently being ap-
plied underamuchbroader range of condi-
tions and circumstances. In some cases,
compliance with one of the ISO 9000 stan-
dards (or their equivalent) has been or will
be mandated by a U.S,, foreign national, or
regional government body. Conformance
to ISO 9000 standards also is being re-
quired in purchasing specifications with
increasing frequency.

The ISO 9000 Standard Series has been
adopted in the United States as the ANSI/
American Society for Quality Control
(ASQC) Q9" Sceries (soon to be changed
to the ANSI/ASQC Q 9000 series). In Eu-
rope, it has been adopted by the European

Committee for Standardization (CEN)
and the EuropeanCommittee forElec-
trotechnical Standardization (CENELEC)
as the European Norm (EN) 29000 Series.
According to a recent survey by 150, forty-
eight(48) countries have national standards
that are identical or equivalent to the ISO
9000 Standard Series. Additional countries
are considering their adoption.

What Sort of Information Is Contained
in Each ISO 9000 Standard?

The ISO 9000 Standard Series is generic in
scope. Each standard addresses adifferent
aspect of quality assurance, depending on
the needs of the user.

The ISO 9001, 9002 and 9003 describe three
distinct quality system models of varying
stringency for use in different applications.
Common elements in 1SO 9001, 9002, and
9003 include the need for: an effective qual-
ity system; ensuring that measurements
arevalid, that measuring and testing equip-
ment are calibrated regularly; the use of
appropriate statistical techniques; havinga
product identification and traceability sys-
tem; maintaining an adequate record keep-
ing system; having an adequate product
handling, storage, packaging and delivery
system; having anadequate inspection and
testing system as well as a process for deal-
ing with nonconforming items; and ensur-
ing adequate personnel training and expe-
rience.

The ISO 9000 (ANSI/ ASQC Q 90), Quality
Managementand Quality Assurance Standards
- Guidelines for Selection and Use, explains
fundamental quality concepts; defines kev
terms; and provides guidance onselecting,
using, and tailoring ISO 9001, 9002, and
9003.

The 1SO 9001 (ANSI/ASQC Q 91), Quality
Systems - Model for Quality Assurance in
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Design/Development, Production, Installation
and Servicing, is the most comprehensive
standard in the series. The ISO 9001 covers
all elements listed in ISO 9002 and 9003. In
addition, itaddresses design, development,
and servicing capabilities.

ISO 9002 (ANSI/ASQC Q 92), Quality Sys-
tems - Model for Quality Assurance in Produc-
tion and Installation, addresses the preven-
tion, detection, and correction of problems
during production and installation. It is
more extensiveand more sophisticated than
ISO 9003.

The ISO 9003 (ANSI/ASQC Q 93), Quality
Systems - Model for Quality Assurance in
Final Inspectionand Test, is the least compre-
hensive standard. It addresses require-
ments for the detection and control of prob-
lems during final inspection and testing.

The ISO 9004 (ANSI/ASQC Q 94), Quality
Management and Quality System Elements -
Guidelines, provides guidance for a sup-
plier to use in developing and implement-
ing a quality system and indetermining the
extent to which each quality system ele-
ment is applicable. The ISO 9004 examines
each of the quality system elements (cross-
referenced in the other [SO 9000 standards)
in greater detail and can be used for inter-
nal and external auditing purposes.

Where Can Copies of these Standards
Be Obtained?

Copies of ISO draft/final standards and
European standards (ENs) can be pur-
chased from: The American National Stan-
dards Institute, 11 West 42nd Street, 13th
Floor, New York, NY 10036, Phone: (212)
642-4900, Fax: (212) 302-1286.

Are the ISO 9000 Standards Subject to
Change?

According to ISO procedures, all ISO stan-
dards, including those in the ISO 9000 se-
ries, must be reviewed and revised or
reafirmed at least once every five years.
The ISO has begun to revise and supple-
ment the ISO 9000 serics. Some of these
standards/guidelines will supplementISO
9000 and ISO 9004, while others will be
included in the new ISO 10000 series. Both
series have beenreserved for useby ISOTC
176.

Recently released ISOstandards and guide-
lines in the quality area include: ISO 9000-
3, Guidelines for the Application of ISO 9001 to
the Development, Supply and Maintenance of
Software; 15O 9004-2, Quality Management
and Quality System Elements - Part 2: Guide-
lines for Services; 1SO 10011 Part 1, Guidelines
for Auditing Quality Systems -Auditing; 1SO
10011 Part 2, Guidelines for Auditing Quality
Systems - Qualification Criteria for Auditors;
ISO 10011 Part 3, Guidelines for Auditing
Quality Systems - Managing Audit Programs:
and ISO 10012-1, Quality Assurance Requiire-
ments for Measuring Equipment - Part 1: Man-
agement of Measuring Equipment.®

In addition, ISO/DIS (Draft International
Standard) 8402-1 Quality Systems Terminol-
ogy; and DIS 9000-2 Addendum to 9000 on
Guidelines for Implementing 9001-2-3; DIS
9004-3 Addendum to 9004 on Processed Ma-
terials are under review by ISOTC 176. The
ISO TC 176 is also considering committee
draft(CD)9004-4 Addendum to 9004 on Qual-
ity Improvement; guidance documents on
project management, quality plans, quality
manuals, the economics of quality, and
configuration management; documents

3Information on drafts or proposed standards work was provided by Patricia Kopp, Standards Adminis-
trator at the American Society for Quality Control (ASQC) in Milwaukee, W, Phone; 414-272-8575.
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covering revisions to ISO 9000, 9001-2-3;
and 9004; and a working draft (WD) 10012-
2: Quality Assurance Requirements for Mea-
suring Equipment - Part 2: Measuring Equip-
ment.

Scme national and regional standards bod-
ies are developing supplemental guidance
for the application of the ISO 9000 series to
specific industries. CEN and CENELEC,
for example, are developing more specific
requirements for the application of the ISO
9001 to the medical device industry.* The
U.S. Food and Drug Administration (FDA)
is planning to revise its Good Manufactur-
ing Practice (GMP) regulations for medical
devices to follow ISO 9001 with appropri-
ate additional requirements. Draft GMP
regulations are expected to be issued by the
end of 1992. The International Organiza-
tion for Legal Metrology (OIML) is devel-
oping a document entitled: “Quality As-
surance as Applied for Initial Verification
of Measuring Instruments," which provides
guidance on theapplicability and use of the
ISO 9000 Standard Series in the manufac-
ture of measuring instruments.

Does TC 176 Have a Plan for Revising
and Supplementing the ISO 9000
Standards?

Vision 2000 - A Strategy for International
Standards’ Implementation in the Quality
Arena During the 1990s is a long-range plan
through the year 2000 developed by an Ad
Hoc Task Force of ISO TC 176. The plan
includes providing additional guidance on
how to apply the ISO 9000 series standards
to four generic product categories (hard-
ware, software, processed materials, and
services), as well as providing guidance on
related issues, such as quality system au-

diting. As noted above, these documents
are in various stages of development. Mi-
nor modifications in the original ISO 9000
series are expected in 1993, with major
revisions in 1997. The long-range goal,
according to Visior 2000, is to have a single
Total Quality Management Standard by
the year 2000.

What Is the I1SO 9000 Forum?

The ISO has established a forum to serve
the needs of 1SO 9000 users by: providing
information (including a newsletter); fa-
cilitating international discussions on new
developments and issues affecting the ap-
plication of the ISO 9000 standards; pro-
moting the exchange of experience in such
areas as training, promotion and operation
of relevantschemes; harmonizing practices
in the application and interpretation of the
ISO 9000 standards; providing advice to
ISO TC 176 or the relevant ISO decision-
making body.

How Do the ISO 9000 Criteria Compare
With Criteria Used in the Malcolm
Baldrige National Quality Award
Process?

The Malcolm Baldrige National Quality
Award process is designed to recognize
and award those firms with outstanding
records of quality performance. The pur-
pose of the program is therefore very dif-
ferent from the purpose behind the devel-
opment of the ISO 9000 criteria. While the
use of the ISO 9000 standards may be a
good starting point in establishing a qual-
ity system, the criteria used in evaluating
candidates for the Baldrige Award are much
more detailed and extend beyond those
areas covered by the ISO 9000 series. The

4 CEN and CENELEC have issued a draft European standard, EN 46001 - Specific Requirements for the
Application of EN 29001 to Medical Devices. Medical device manufacturers doing business in the EC will have
to comply with the quality system requirements of EN 46001.
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Baldrige Award criteria are results ori-
ented and cover all operations, processes,
and work units of a company. The evalu-
ation procedures emphasize the dynamics
involved in the integration of all aspects of
a firm’s quality system and the firm’s con-
tinuous improvements in quality.

What Is Quality System Registration?

Quality system registration or approval
(sometimes misnamed “quality systemcer-
tification”)’involves the assessment and
periodic audit of the adequacy of a
supplier’s quality system by a third party,
knownasa quality systemregistrar. When
a supplier’s system conforms to the
registrar’s interpretation of an ISO 9000
standard, the registrar issues the supplier
a “certificate of registration.” Interpreta-
tions of an ISO 9000 standard may not be
consistent from one registrar to another.

Note that the supplier’s quality system is
registered, notanindividual product. Con-
sequently, quality system registrationdoes
notimply product conformity toany given
setof requirements. Registration programs
can be conducted in conjunction with
or independently from a certification pro-
gram.% Registrars may or may not con-
currently operate a product certification
program.

Who Evaluates Quality Systems?

A manufacturer may choose to evaluate
his own quality system. Such self-audits
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areusually major components of the quality
system itself. Such self-audits can increase
the confidence of management in its pro-
duction system and demonstrate to its per-
sonnel that the firm is committed to quality
management.

“Second party” evaluations are also com-
mon. In these cases, it is usually the buyer
who requires and conducts quality system
evaluations of his suppliers. These evalua-
tions are mandatory only for companies
wishing to become suppliers to that buyer.

“Third party” quality system evaluations
and registrations may be voluntary or man-
datory and are conducted by persons or
organizations independent of both the sup-
plier and the buyer. According to a recent
ISO survey, 31 countries reported the exist-
ence of one or more third party registration
schemes in their countries.

What Is the "New Approach"” for Confor-
mity Assessment of Regulated Products?

The Government of the European Commu-
nity (EC) has established a conformity as-
sessment scheme for EC-regulated 7 pro-
ducts. The EC has specified conformity
assessment methods in terms of eight “mod-
ules,” such as self-certification (also called
“manufacturer’sdeclaration”), type testing,
quality system approval, or final product
verification by a third party. Each “new
approach” directive specifies the alterna-
tive means (setof modules) which suppliers
must use to certify their productsasbeing in

be met to place their products on the EC market.

51SO/1EC Guide 48 uses the term “register,” though many Europeans continue to use the term “certify.”

6 Certification defined in ISO Guide 2-1991 as the “procedure by which a third party gives written assur-
ance that a product, process or service conforms to specified requirements.”

7Regulated products are those for which the EC Commission has developed or is developing an EC-wide
technical harmonization directive which provides manufacturers with a single set of requirements that must
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conformance with the “essential require-
ments” spelled out in each directive.

When EC directives require the use of a
third party in the conformity assessment
process, each member country government
must provide the EC government with a
list of such bodies. Each member country
government must determine that the bod-
ies it notifies, referred to as a “notified
bodies,” are competent to declare that a
regulated product is in conformity to the
“essential requirements” spelled out in a
particular directive. Member states notify
bodies by both conformity assessment
method (module) and by directive to the
EC, which is then responsible for compil-
ing a list of all such bodies.

Each EC country must accept the results of
conformity assessments by notified bodies
in all other EC countries unless there is
cause to believe that the product was im-
properly tested. Each EC country is re-
sponsible for assuring that the bodies it
designates as notified bodies comply with
the criteria for competence of testing labo-
ratories, certification and laboratory ac-
creditation bodies, and quality system reg-
istrarsspelled outin the European EN 45000
series of standards.

Will Quality System Approvals
B¢ Mandatory in the EC?

Having an approved quality system will
not be a blanket requirement for all prod-
ucts. However, for suppliers of construc-
tion products, certain classes of medical
devicesand personal protectiveequipment,
telecommunications terminal equipment,
gasappliances, commercial scales, and pos-
sibly other products (such as pressure
equipment, recreational craft, cable ways,
and lifting equipment for people), approval
of a supplier’s quality system will be a key
component of the EC’s legal requirements
for certification. For most of these regu-
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lated products, ISO 9000 registration is one
alternative to proving compliance, not an
absolute requirement.

In other directives, such as the Council
Directive dated June 14, 1989, on machin-
ery (89/392/EEC), manufacturers of some
products will be permitted to self declare
that their product conforms to the require-
ments of the directive and to place the
European Community (EC) mark on the
product. However, such machinery manu-
facturers must maintain a file on the manu-
facture of those products, including infor-
mation on “the internal measures that will
be implemented to ensure that the machin-
ery remains in conformity with the provi-
sions of the Directive” —inother words, on
the manufacturer’s quality system. It is
possible that the ISO9000 (EN 29000) Series
Standards could be used within the Euro-
pean Community to evaluate the adequacy
of such quality systems.

Manufacturers need to review all relevant
EC directives for specific requirements ap-
plicable to their products.

Who Will be Able to Conduct
Mandatory EC Quality System
Approvals?

At the present time, notified bodies must
be physically located within the geographi-
cal boundaries of the European Commu-
nity. In November 1991, the EC developed
a document entitled, Working Docunent on
Negotiations with Third Countrics Concern-
ing the Mutual Recognition of Confornity As-
sessment, which provides guidance for the
establishment of mutual recognition agree-
ments with third countries. A less-detailed
directive on this topic is expected some-
time in June 1992. Until the directive is
issued and one or more mutual recognition
agreements are subsequently established
between the United States and the Euro-
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pean Community, there can be no notified
bodies in the United States. A mutual rec-
ognition agreement would allow U.S. enti-
ties to perform all required conformity as-
sessment procedures included within the
scope of the agreement.

There remains the possibility that some
conformity assessment tasks may be sub-
contracted by notified bodies to bodies
outside the EC, including organizations in
the United States. Such subcontracting
would be done at the discretion of the
notified body, which would continue to be
responsible for the final assessment of prod-
uct conformity. Subcontractors must com-
ply with all requirements of the EN 45000
series. Guidance on subcontracting can be
found in Guiding Principles for Subcontract-
ing by “Notified Bodies” Pursuant to the Coun-
cil Resolution of 13 December 1990 Concerning
the Modules for the Various Phases of the Con-
formity Assessment Procedures.

Will Quality System Registration
Be Required for Nonregulated
Products in the EC and Elsewhere?

In the nonregulated product area, produc-
ers desiring to do business in the European
Community (EC) and elsewhere may be
required by procurement authorities or
buyers to be audited and registered as be-
ing in compliance with an ISO 9000 stan-
dard. Thisis especially likely in industries
suchas aerospace, autos, electronic compo-
nents, measuring and testing equipment or
in industries where safety and liability are
concerns. Such requirements will result
from marketplace demands, as opposed to
regulatory requirements.

It should be noted that in the United States,
the U.S. Department of Defense is con-
sidering adopting the ISO 9000 standards
in place of some of its military quality stan-
dards (MIL-Q-9858A and MIL-1-45208A).
Other foreign government procurementau-
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thorities havealready orarelikely to follow
suit.

What Is the EOCT and How
Does It Fit into the Picture?

The European Organization for Testing and
Certification (EOTC) was created by the EC
in April 1990 under a memorandum of
understanding with the European Com-
mittee for Standardization (CEN), the Eu-
ropean Committee for Electrotechnical
Standardization (CENELEC), and the Eu-
ropean Free Trade Association (EFTA)
countries. The EOTC was formed to pro-
mote the mutual recognition of test results,
certification procedures, and quality sys-
tem assessments and registrations in
nonregulated productareas throughoutthe
EC and EFTA. The EOTC will also be
responsible for providing technical assis-
tance to the EC Commission in the imple-
mentation of some EC legislation, espe-
cially in the preparation of mutual recogni-
tion agreements with non-EC countries. It
is anticipated that there will be a Special-
ized Committee of the EOTC in the area of
Quality Assurance. However, this com-
mittee will not be established until after
December 31, 1992. Nevertheless the need
for expert advice in this area was recog-
nized by the EOTC in July 1991. The Euro-
pean Organization for Quality (EOQ) and
the European Committee for Quality Sys-
tem Assessment and Certification (EQS)
have buen offered observership status in
EOTC to fill this need. The EOTC is ex-
pected to be fully operational by the end of
1992. For further informationon the EOTC,
contact: EOTC, Rue Stassart 33, 2nd Floor,
B-1050 Brussels, Belgium, Phone: 32 2 519
6969, Fax: 32251969 17/19.

Does the U. S. Have a Scheme
For Quality System Registration?

Until recently, U.S. companies relied on
quality system registration firms in Europe
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and Canada to register their quality sys-
tems, but this is no longer the case. Today,
the number of US.-based organizations
offering consulting services, assessment
and/or quality system registrationis grow-
ing rapidly.

Who Evaluates the Competence
Of Registrars?

In 1989, the Registration Accreditation
Board (RAB) was established as an affiliate
of the American Society of Quality Control
(ASQC) to develop a program to evaluate
the quality of services offered by registrars.
The RAB issued its first approval in March
1991, and several more firms have been
approved since then. The RAB and ANS1
agreed to form a joint U.S. program in
December 1991. In February 1992, RAB
announced the establishment of an 150
9000 auditor certification program. Infor-
mation on the RAB program is available
from: the RAB, 611 East Wisconsin Ave.,
Milwaukee, W153202, Phone 414-272-8575.

Programs similar to that of the RAB have
been underway in Canada, in a number of
European countries, and elsewhere in the
world for some time.
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Where Can U. S. Industry Go
To Get Additional Help?

Additional information is available from:

National Center for Standards and
Certification Information (NCSCI)

National Institute of Standards and
Technology (NIST)

TRF Bldg. Room A163

Gaithersburg, MD 20899

Phone: (301) 975-4040 Fax: (301) 926-1559

and from:

Office of EC Affairs

International Trade Administration,

Room 3036

14th and Constitution Ave., SW
Washington, DC 20230

Phone: (202) 377-5276 Fax: (202) 377-2155

Both agencies are located in the Depart-
ment of Commerce and canrefer interested
parties to other sources of information
withinand outside the federal government.
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INFORMATION AND PUBLICATIONS
AVAILABLE FROM

Standards Code and Information Program (SCI)
National Institute of Standards and Technology
Administration Building, Room A629
Gaithersburg, MD 20899
(301) 975-4040

The ABC'’s of Standards-Related Activities in
the United States (NBSIR 87-3576). This re-
port is an introduction to voluntary stan-
dardization, product certification and labo-
ratory accreditation for readers not fully
familiar with these topics. It stresses some
of the moreimportantaspects of these fields;
furnishes the reader with both historical
and current information on these topics;
describes the importance and impact of the
development and use of standards; and
serves as background for using available
documents and services. Order as PB 87-
224309 from NTIS.

The ABC'’s of Certification Activities in the
United States (NBSIR 88-3821). This report,
a sequel to NBSIR 87-3576, The ABC's of
Standards-Related Activities in the United
States, provides an introduction to certifi-
cation for readers not entirely familiar with
this topic. It highlights some of the more
important aspects of this field, furnishes
the reader with information necessary to
make informed purchases, and serves as
background for using available documents
and services. Order as PB 88-239793 from
NTIS.

Laboratory Accreditation in the United States
(NISTIR 4576). This report, a sequel to
NBSIR 87-3576 The ABC'’s of Standards-Re-
lated Activities in the United States and NBSIR
88-3821 The ABC’ of Certification Activities in
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the United States, is designed to provide
information on laboratory accreditation to
readers who are new to this field. It dis-
cusses some of the more significant facets
of this topic, provides information neces-
sary to make informed decisions on the
selectionand use of laboratories, and serves
as background for using other available
documents and services. Order as PB 91-
194495 from NTIS.

Directory of International and Regional Orga-
nizations Conducting Standards-Related Ac-
tivities (NIST SP 767). This directory con-
tains information on 338 international and
regional organizations which conduct stan-
dardization, certification, laboratory ac-
creditation, or other standards-related ac-
tivities. It describes their work in these
areas, as well as the scope of each organiza-
tion, national affiliations of members, U.S.
participants, restrictions on membership,
and the availability of any standards in
English. Order as SN 003-003-02937-8 from
GPO.

Directory of European Regional Standards-
Related Organizations (NIST SP 795). This
directory identifies more than 150 Euro-
pean regional organizations - both govern-
mental and private-that engage in stan-
dards development, certification, labora-
tory accreditation and other standards-re-
lated activities, such as quality assurance.
Entries describe the type and purpose of
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each organization, acronyms, national af-
filiations of members, the nature of the
standards-related activity, and other re-
lated information. Order as SN 003-003-
03038-4 from GPO.

Standards Activities of Organizations in the
United States (NIST SP 806). The directory
identifies and describes activities of over
750U.S. publicand private sector organiza-
tions which develop, publish, and revise
standards; participate in this process; or
identify standards and make them avail-
able through information centers or distri-
bution channels. The NIST SP 806, a revi-
sion of NBSSP 681, covers activities related
tobothmandatory and voluntary U.S. stan-
dards. The SP 806 also contains a subject
index and related listings that cover acro-
nyms and initials, defunctbodies and orga-
nizations with name changes. Copies not
available from SCI. Order as SN 003-003-
03070-8 from GPO.

Directory of Private Sector Product Certifi-
cation Programs (NIST SP 774). This direc-
tory presents information from132 private-
sector organizat.ons in the United States
which engage in product-certification ac-
tivities. Entries describe the type and pur-
pose of each organization, the nature of the
activity, product certified, standards used,
certification requirements, availability and
cost of services, and other relevant details.
Copies not available from SCI. Order as SN
003-003-02984-0 from GPO.

Directory of Federal Government Certification
Programs (NBS SP 739). This directory pre-
sents informationon U.S. Government cer-
tification programs for products and ser-
vices. Entries describe the scope and nature
of each certification program, testing and
inspection practices, standards used, meth-
ods of identification and enforcement, re-
ciprocal recognition or acceptance of certi-
fication, and other relevant details. Order
as SN 003-003-02852-5 from GPO.

Directory of Federal Government Laboratory
Accreditation/Designation Programs (NIST SP
808). This directory provides updated in-
formation on 31 federal government labo-
ratory accreditation and similar type pro-
grams conducted by the federal govern-
ment. These programs, whichincludesome
type of assessment regarding laboratory
capability, designate sets of laboratories or
other entities to conduct testing to assist
federal agencies in carrying out their re-
sponsibilities. The directory also lists 13
other federal agency programs of possible
interest, including programsinvolving very
limited laboratory assessment and pro-
grams still under development. Order as
SN 003-003-03069-4 from GPO.

Directory of State and Local Government Labo-
ratory Accreditation/Designation Programs
(NIST SP 815). This directory provides up-
dated information on 21 state and 11 local
government laboratory accreditation and
similar type programs. These programs,
which include some type of assessment
regarding laboratory capability, designate
private sector laboratories or other entities
to conduct testing to assist state and local
government agencies in carrying out their
responsibilities. Entries describe the scope
and nature of each program, laboratory
assessment criteria and procedures used in
the program, products and fields of testing
covered, program authority, and other rel-
evantdetails. Order from SN 003-003-03093-
7 GPO.

Barriers Encountered by ULS. Exporters of Tele-
communications Equipment (NBSIR 87-3641).
This report addresses the perceived insti-
tution of unreasonable technical trade bar-
riers by major European trading partners
to the export of telecom products and sys-
tems by U.S. companies. The GATT techni-
cal office, which has responsibilities to as-
sist U.S. exporters to take advantage of
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trade opportunities, informally contacted
over a period of six months, telecom com-
panies and agencies to assess the extent of
unreasonableness in foreign national stan-
dards, regulations, testing and certification
requirements, and accreditation proce-
dures. Order as PB 88-153630 from NTIS.

A Reviewof U.S. Participation in International
Standards Activities (NBSIR 88-3698). This
report describes the role of international
standards, theirincreasingly significantim-
portance in world trade, and the extent of
past and current U.S. participation in the
two major international standardization
bodies - ISO and IEC. The degree of U.S.
participation covers the 20-year period
1966-1986. A coarse analysis of data indi-
cates some correlation between U.S. par-
ticipation and recent export performance
for several major product categories. Order
as B 88-164165 from NTIS.

An Update of U.S. Participation in Interna-
tional Standards Activities (NISTIR 89-4124).
This report presents updated information
on the current level of U.S. participation in
ISO and IEC (reference: NBSIR 88-3698).
Order as PB 89-228282/AS from NTIS.

A Summary of the New European Community
Approach to Standards Development (NBSIR
88-3793-1). This paper summarizes Euro-
pean Community (EC) plans to aggres-
sivelv pursue its goal of achieving an “in-
ternal market” by 1992 and the standards-
related implications of such a program on
U.S. exporters. Order as PB 88-229489/AS
from NTIS.

Trade Implications of Processes and Produc-
tion Methods (PPMs) (NISTIR 90-4265). This
report discusses processes and production
methods (or PPM’s) and their relationship
to trade, the GATT Agreement on Techni-
cal Barriers to Trade, and traditional prod-
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uct standards used in international com-
merce. The report provides background
information on PPM’s, a suggested defini-
tion, and the possible extension of their
application from the agricultural sector to
industrial products. Order as PB 90-205485
from NTIS.

See Last Page for NTIS and GPO Contacts

The following documents are available
upon request from OSCL.

tbt news. This news letter provides informa-
tion on government programs and avail-
able services established in support of the
GATT Agreement on Technical Barriers to
Trade (Standards Code). tbt news reports
on the latest notifications of proposed for-
eign regulations; bilateral consultations
with major U.S. trade partners; programs
of interest to U.S. exporters; and availabil-
ity of standards and certification informa-
tion. Subscription is free upon request.

Technical Barriers to Trade. This booklet ex-
plains the basic rules of the international
Agreement on Technical Barriers to Trade
negotiated during the Tokyo Round of the
Multilateral Trade Negotiations (MTN),
and describes Title IV of the U.S. Trade
Agreements Actof 1979 whichimplements
the United States’ obligations under the
Agreement. The Agreement, popularly
known as the Standards Code, was de-
signed to eliminate the use of standards
and certification systemsasbarriersto trade.
The booklet describes the functions of the
Departments of Commerce and Agricul-
ture, the Office of the U.S. Trade Rep-
resentative, and the State Department in
carrying out U.S. responsibilities.

“GATT Standards Code Activities.” Thisbro-
chure gives a brief description of NIST's
activities in support of the Standards Code.
These activities include operating the U.S.




t

Standards and Trade in the 1990s

GATT inquiry point for information on
standards and certification systems; noti-
fying the GATT Secretariat of proposed
U.S. regulations; assisting U.S. industry
with trade-related standards problems; re-
sponding to inquiries on foreign and U.S.
proposed regulations; and preparing re-
ports on the Standard Code.

GATT Standards Code Activities of the Na-
tional Institute of Standards and Technology.
Thisannual reportdescribes the GATT Stan-
dardsCodeactivitiesconducted by theStan-
dards Code and Information Program for
each calendar year. The NIST responsibili-
ties include operating the GATT inquiry
point, notifying the GATT Secretariat of
proposed U.S. Federal Government regu-
lations which may affect trade, assisting
U.S. industry with standards-related trade
problems, and responding to inquiries
about proposed foreign and U.S. regula-
tions.

Free handout material includes office ac-
tivities and standards-related information
such as: government sources of specifica-
tions and standards; foreign standards bod-
ies; U.5. standards organizations; and a
brochure on the National Center for Stan-
dards and Certification Information
(NCSCD.

In addition to general inquiry services, the
following assistance is available:

EC Hotline. This hotline reports on draft
standards of the European Committee on
Standardization (CEN), the European Com-
mittee for Electrotechnical Standardization
(CENELEC) and the European Telecom-
munications Standards Institute (ETSI). It
also provides information on selected EC
directives. The recorded message is up-
dated weekly and gives the product, docu-
ment number and closing date for com-
ments. The hotline number is (301) 921-4164
(not toll-free).

GATT Hotline. A telephone hotline pro-
vides current information received from
the GATT Secretariat in Geneva, Switzer-
iand, on proposed foreign regulations
which may significantly affect trade. The
recorded message is updated weekly and
gives the product, country, closing date for
comments (if any) and Technical Barriers
to Trade (TBT) notification number. The
hotline mumber is (301) 975-4041 (not tol'-
free).

The NCSCI provides assistance to U.S. and
foreign exporters in obtaining current stan-
dards, regulations and certification infor-
mation for the manufacture of products. To
aid foreign exporters, NCSCl also provides
directory information of state offices pre-
pared to respond to queries concerning
conditions to be met by goods for sale in
their state.

Publication Ordering Information

NTIS - National Technical Information
Service

5285 Port Royal Road

Springfield, VA 22161

Telephone: (703) 487-4650

Fax: (703) 321-8547

GPO - Superintendent of Documents
U.S. Government Printing Office
Washington, DC 20402

Telephone:  (202) 783-3238

Fax: (202) 275-2529
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SOURCES FOR ORDERING STANDARDS

(other than directly from the respective standards-issuing organization)

Organization

American National Standards Institute
{ANSD
11 West 42nd Street 13th Floor
New York, New York 10036, USA
Foreign/Domestic: (212) 642-4900
Telex: 42 42 96 ANSI Ul
Fax: (212) 302-1286
(212) 398-0023

Global Engineering Documents
2805 McGaw Avenue, P.O. Box 19539
Irvine, California 92714, USA
Telephone: (800) 854-7179

(714) 261-1455
Washington, D.C., USA (202) 429-2860
Fax: (714) 261-7892
Telex: 692 373

National Standards Association (NSA)
1200 Quince Orchard Boulevard
Gaithersburg, Maryland 20878, USA
Telephone: (800) 638-8094

(301) 590-2300
Fax: (301) 990-8378
Telex: 446194 NATSTA GAIT

General Services Administration (GSA)
Specifications Branch

Seventh and D Streets, S.W.
Washington, D.C. 20407, USA
Telephone: (202) 708-9205

Fax: ( 202) 708-9862

Information provided

ANSI and ANSI approved industry
standards

International and foreign standards

Select draft CEN/CEMELEC standards;
draft ISO standards

Industry standards

Federal standards and specifications
Military standards and specifications
International and foreign standards

Industry standards

Federal and military standards, specification
and related documents

NATO standards

Aerospace standards

Federal standards and specifications
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Organization

Naval Publications and Forms Center

Attn: NPODS

5801 Tabor Avenue

Philadelphia, Pennsylvania 19120-5099,
USA

Inquiries (not for placing orders)

Telephone: (215) 697-2667

Fax: 215) 697-5914

Standardization Document Order Desk
700 Robbins Avenue

Building #4, Section D

Philadelphia, Pennsylvania 19111-5094, USA
Telephone: (215)697-2179

Fax: (215) 697-5914

Document Center

1504 Industrial Way, Unit 9
Belmont, California 94002, USA
Telephone: (415) 591-7600

Fax: (415) 591-7617

Informatior. Handling Services (IHS)
1.0. Box 1154
Iverness Way East
Englewood, Colorado 80150, USA
Telephone: (800) 241-7824
(303) 790-0600
Fax: (303) 799-4097
Telex: 4322083 THS Ul

Standards Sales Group (S5G)

9420 Reseda Boulevard, Suite 800
Northridge, California 91324, USA
Telephone: (818) 368-2786

Orders Only: (800) 755-2780

Fax: {818) 360-3804

Information provided

Dept. of Defense (DOD) adopted
documents

Naval publications

Military manuals

Other related forms

Military standards, specifications and
handbooks
Federal standards and specifications

Industry standards

Federal standards and specifications
Military standards and specifications
International and foreign standards

International and foreign standards

Industry standards

Federal standards and specifications

Military standards and specifications

Select European standards
(CEN/CENELEC)

International and foregin standards,
publications and other reference
materials

Translations Service

U.S./foreign general regulatory
complicance information
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ANNEXH

THE ABC’s OF STANDARDS-RELATED ACTIVITIES
IN THE UNITED STATES

Abstract

This report provides an intioduction to
voluntary standardization, product certifi-
cation and laboratory accreditation for a
reader who is not fully familiar with these
topics. It highlights some of the more im-
portant aspects of these fields; furnishes
the reader with both historical and current
information on these topics; describes the
importance and impact of the development
and use of standards; and serves as back-
ground for using available documents and
services.

Key Words: certification, inspection, labo-
ratory accreditation, standardization, stan-
dards, testing

Introduction

“The inch is a standard of mea-
surement.

Money is a standard of exchange.

Words are standards of commu-
nication.

Traffic lights are safety standards.

Octane numbers of gasoline are
quality standards.

No more than 1% shrinkage is a
performance standard.”?

Astheaboveindicates, standardization has
amajorimpacton ourlives, yetmost people
know little about the process or about
the standards themselves. They know that
camera film marked ISO 100 is likely to
give good results in a camera with the film
speed set at 100, but few understand that
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the ISO 100 marking on the package means
that the film conforms to a standard estab-
lished by the International Organization
for Standardization (ISO), an international
organization that writes standards. Few
people question that three-holed notebook
paper willalign with the three rings in most
notebooks, yet such confidence would not
be possible without standards. While driv-
ing we are on the lookout for hexagonal,
not round or square-shaped stop signs, just
as we know that inverted triangles indicate
where traffic should yield. These are just a
few of the thousands of standards that im-
pact on our lives.

Because standards have such an impact, it
is important to have some familiarity with
what they are and how they are developed
and used. This paper is designed to be an
introduction to some of the more signifi-
cant aspects of standards development,
product certification, and laboratory ac-
creditation. It also will discuss some of the
benefitsand problems associated with these
processes. The interested reader is encour-
aged to increase his knowledge of the field
by taking advantage of otheravailable pub-
lications and services described in the ap-
pendix.

Background

A standard was defined by the National
Standards Policy Advisory Committee as:
“A prescribed set of rules, conditions, or
requirements concerning definitions of
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terms; classification of components; speci-
fication of materials, performance, or op-
erations, delineation of procedures; or mea-
surement of quantity and quality in de-
scribing materials, products, systems, ser-
vices, or practices” 2

Thoughoften unrecognized, standards can
help to assure health and safety and to
increase the quality of life. Standards are
vital tools of industry and commerce. They
often provide the basis for buyer-seller
transactions, hence they have tremendous
impactoncompanies and nations,andeven
on the economic fabric of the world market.

In the United States alone, approximately
30,000 current voluntary standards have
been developed by more than 400 organi-
zations. Thesedonotincludeamuch greater
number of procurement specifications (de-
veloped and used by Federal, State, and
local procurement authorities), as well as
mandatory codes, rules and regulations
containing standards developed and
adopted at Federal, State, and local levels.
In addition, numerous foreign national,
regional and international organizations
produce standards of interest and impor-
tance to U.S. manufacturers and exporters.

There are numerous international organi-
zations that produce standards. The Inter-
national Organization for Standardization
(ISO) probably produces the largest num-
ber of International Standards, having is-
sued approximately 6,000 standards. The
ISO’s work is carried out through some
2,300 technical bodies in which more than
20,000 experts from all over the world par-
ticipate annually in the development of
IS0 standards.

The international General Agreement on
Taritfs and Trade (GATT) has as one of its
major components the Agreementon Tech-
nical Barriers to Trade (usually referred to

as the Standards Code). The framers of the
Standards Code recognized that standards
and standards-related activities can seri-
ously hinder the free flow of goods in inter-
national commerce. The Code established
for the first time some requirements for the
procedures by which standards are devel-
oped, adopted and used, and for the sys-
tems which determine conformity withsuch
standards.

The Trade Agreements Act of 1979 imple-
mented the Standards Code in the United
States. Federal agencies are required under
the Act to:

* “Not engage in standards activities that
are prepared, adopted or applied to create,
or have the effect of creating, unnecessary
obstacles to the foreign trade of the United
States;

* “Ensure that imported products are
treated no less favorably than domestic
products;

e “Use international standards, if appro-
priate, as a base for developing new stan-
dards;

¢ “Develop standards based on perfor-
mance rather than design criteria, if appro-
priate; and

¢ “Allow foreign suppliers access to their

certification systems on the same basis

as access is permitted to domestic suppli-
73

ers.”

Historical Notes on Standardization

The history of standardization is both fasci-
nating and demonstrative of the scope and
variety of such activities. A predecessor of
the American National Standards Institute
(ANSI) noted that one of the first known
attempts at standardization in the Western

Py
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world occurred in 1120. King Henry I of
England ordered that the ell, the ancient
yard, should be the exact length of his
forearm) and that it should be used as the
standard unit of length in his kingdom.}

That history also notes that in 1689 the
Boston city fathers recognized the need for
standardization when they passed a law
making it a civic crime to manufacture
bricks in any size other than 9x4x4. The city
had justbeen destroyed by fire, and the city
fathers decided that standards would as-
sure rebuilding in the most economic and
fastest way possible.>

Eli Whitney is sometimes referred to as the
“Father of Standardization” in the area of
interchangeability, having originated and
implemented the concept of mass produc-
tion in the United States in 1780. He was
awarded a contract to produce 10,000 mus-
kets by then Vice President Thomas
Jefferson. Though standardized parts had
been successfully used in other parts of the
world, Whitney brought the concept to this
country when he divided the manufactur-
ing process into individual steps and put
different groups to work oneach step of the
process. All parts of the same type were
copied from a model musket and were
made to be interchangeable. Subsequently,
whenheappeared before the Congress with
acollectionof assorted parts and proceeded
to assemble 10 working musketc £ v select-
ing the required parts at random, the Con-
gress was convinced of the benefits of mass
production made possible by standardiza-
tion.®

Standards are known to have existed as
early as 7000 B.C. when cylindrical stones
were used as units of weight in Egypt.
However, the great blaze in downtown
Baltimore in February 1904 and other, simi-
lar catastrophes provided tragic and unde-
niable evidence of the importance of stan-
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dards. While the fire in Baltimore burned,
fire engines from as far away as New York
rushed to the scene only to discover that
their hoses would not fit Baltimore hy-
drants. Those “alien” fireengines were use-
less! The inferno burned for more than 30
hours, destroying 1526 buildings covering
more than 70 city blocks. All electric light,
telephone, telegraph, and power facilities
were also razed.

In contrast, 23 years later, help from 20
neighboring towns saved Fall River, Mas-
sachusetts, from destructionsince hydrants
and hose couplings had been standardized
in these communities.

As late as 1927, a color-blind motorist had
as good (or as bad) a chance as anyone else
when trying to interpret traffic signals.
Purple, orange, green, blue, yellow, and
red lights greeted him as he drove from
state to state. In some states, green meant
“Go,” in others “Stop.” Red, not yellow,
lights meant caution in New York City.
In 1927 anational code for colors was estab-
lished through the work of the American
Association of State Highway Officials, the
National Bureau of Standards (now NIST)
and the National Safety Council ? Imagine
the chaos that would occur during rush
hour in any major U.S. city today if new-
comers and tourists did not know what
traffic signals meant!

Probably the mostsignificantstandard ever
developed in the United States, however,
was therailroads’ standard track gage. This
standard, now uvsed in Great Britain, the
United States, Canada and much of conti-
nental Europe, enables railroad rolling stock
to cross the country.10

It was the Second World War, however,
that brought the urgency of extending do-
mestic standardization to the international
level. Allied supplies and facilities were




Standards and Trade in the 1990s

severely strained because of the incompat-
ibility of tools, replacement parts, and
equipment. The War highlighted the need
for standards aimed at reducing invento-
ries and increasing compatibilit .

Types of Standards

Standards may be classified in numerous
ways, some of which are described here.
The ISO Draft Guide 2 differentiates eight
types based on purposel! A basic stan-
dard has a broad-ranging effect in a par-
ticular field, such as a standard for metal
which affects a range of products from cars
down to screws. Terminology standards
define words permitting representatives of
anindustry or parties toa transaction to use
a common, clearly understood language.
Testing standards define the test methods
to be used to assess the performance or
other characteristics of a product. Product
standards establish qualities or require-
ments for a product (or related group of
products) to assure that it will serve its
purpose effectively. Process standards
specify requirements to be met by a pro-
cess, such as an assembly line’s operation,
inorder to functioneffectively. Servicestan-
dards, such as for servicing or repairing a
car, establish requirements to be met in
order to achieve the designated purpose
effectively. Interface standards, such as the
point of connection between a telephone
and a computer terminal, are concerned
with the compatibility .« f products. Thelast
type providesalisting of data requirements
for a product or service for which values
need to be obtained.

Standards also may be classified by the
intended user group. These classifications
range from company standards, meant
for use by a single industrial organization,
to international standards. International
standards are developed and promulgated
by international governmental and non-
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governmental organizations, such as the
North Atlantic Treaty Organization’s
(NATO’s) Military Agency for Standard-
ization (governmental) and the ISO (non-
governmental). International standards
may be voluntary or mandatory in nature.
A harmonized standard, on the other hand,
can be either an attempt by a country to
make its standard compatible with an in-
ternational, regional or other standard or it
can be an agreement by two or more na-
tions on the content and application of a
standard, the latter of which tends to be
mandatory. Harmonized standards may
also be identical in content to other stan-
dards. There are still other classifications
such asindustry standards, developed and
promulgated by an industry for materials
and products related to that industry; ard
military or government standards, such as
those designed to be used by the Depart-
ment of Defense or by the Federal Govern-
ment. These should not be confused with
Federal and Military Specifications, used
by the Federal Supply Services in the Gen-
eral Services Administration and by the
Department of Defense, respectively. Speci-
fications are a set of conditions and require-
ments that provide a detailed description
of a procedure, process, material, product,
orservice for use primarily in procurement
and manufacturing.12

Another distinction among standards is
the manner in which they specify require-
ments. Those standards that describe how
aproductissupposed to function are called
performance standards. In contrast, design
standards define characteristics or how the
product is to be built. For example, a per-
formance standard for water pipe might
setrequirements for the pressure persquare
inch thata pipe must withstand, along with
a test method to determine if a specimen
meets the requirement. On the other hand,
the specification that a pipe be made of a
given gage of copper would characterize a
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given gage of copper would characterize a
designstandard. The distinction, however,
between these two types of standards is not
always clear cut. It is possible to include
twodifferent requirements within thesame
standard, one of which is stated in terms of
performance and the other in terms of de-
sign. For example, in a standard for copper
pipe, requirements for the pipe canbe speci-
fied in terms of its performance (being able
to withstand a given amount of pressure),
but the same standard may require that the
pipe’s flanges or couplings meet specific
design requirements.

Design standards maybeappropriate,asin
testing methods where the need for compa-
rability may outweigh other considerations.
In general, however, performance stan-
dards, though usually more difficultto write
and enforce, tend to be less restrictive than
design standards, and more likely to en-
courage innovation. For that reason, signa-
tories to the Standards Code are encour-
aged to write technical regulationsand stan-
dards in terms of performance, rather than
design characteristics.

Still another classification scheme distin-
guishes between voluntary standards,
which by themselves impose no obliga-
tions regarding use, and mandatory stan-
dards. A mandatory standard is generally
published as part of a code, rule or regula-
tion by a regulatory government body and
imposes an obligation on specified parties
to conforr to it. However, the distinction
between these two categories maybe lost
when voluntary consensus standards are
referenced in government regulations, ef-
fectively making them “mandatory” stan-
dards. Voluntary consensus standardsalso
may become “quasi-mandatory” due to
conditions in the marketplace. Forexample,
the health-care industry is sensitive to the
need to have available the safest products
to ensure patient safety and to protect
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manufacturers, vendors and health care
providers against lawsuits. Informed buy-
ers of health-care products will frequently
insist that products meet all appropriate
voluntary consensus standards. If they wish
to compete effectively, manufacturers of
such products are obliged to conform to
such standards.

Itisclear, then, thatstandards coverabroad
range of types and serve a wide variety of
purposes.

Private Standards Organizations
In the U.S.

The need for safe and economical struc-
tures, such as roads and bridges, led to the
founding of the International Association
for Testing and Materials in 1896. Its mis-
sion wastodevelop standardized test meth-
ods. Two years later, the American Section
of this organization was formed and be-
came the forerunner of the American Soci-
ety for Testing and Materials, now known
as ASTM. Since becoming an independent
organization in 1902, ASTM has continued
to grow and now produces thelargestnum-
ber of non-governmental, voluntary stan-
dards in the United States.

In 1918, ASTM was one of five private,
technical society originators of the Ameri-
can Engineering Standards Committee,
later to be known as the American Stan-
dards Association (ASA), and subsequently
as the American National Standards Insti-
tute (ANSI). The ANSI today serves as the
coordinator of voluntary standards activi-
ties in the United States and as the agency
that approves standards as American Na-
tional Standards. The ANSlisalso the coor-
dinator and manager of U.S. participation
in the work of two non-governmental, in-
ternational standards organizations, 150
and the International Electrotechnical Com-
mission (IEC).
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Another of the major private standards
organizations, the American Society of Me-
chanical Engineering (ASME), was founded
in 1880 and first issued the ASME Boiler
Code in 1914. Today that Code is manda-
torv not only in the United States but in
many countries throughout the world. In
1952, a forerunner of ANSI stated: “Prob-
ably no other single standard in America
has done more for natlonal safety than the
ASME Boiler Code.” * The ASME Boiler
Code may be the most widely used volun-
tary standard in the world.

The founding of the Societv of Automo-
tive Engineers (SAE) in 1910 led to the
pioneering efforts of the American auto-
motive industry to achieve substantial
inter-company technical standardization.
Most drivers now take these efforts for
granted when choosing motor oils by SAE
designations (such as 10W-40) without be-
ing aware of the full significance and back-
ground of the detailed standards develop-
ment process.

Most consumers also take for granted the
familiar UL mark on a range of products
fmmeIeLtncalapphancestoﬁree\tm xuish-
ers. The Underwriters Laboratories (UL),
founded in 1894, is not only a major stan-
dards writer, but operates non-profit test-
ing laboratories whose mission is to inves-
tigate products and materials with respect
tohazards that might affect life or property
and tolist those items which appear to pose
no signiticant hazards.

The work of other major standards organi-
zations, although equally vital, tends to be
less wellknown outside the standards com-
munity. Forexample, the National Fire Pro-
tection Association (NFPA) has for more
than three quarters of a centurv produced
the National Electrical Code, used in butld-
ing construction, and many otherstandards
aftecting our satety from tires and other
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hazards. We accept without conscious
thought the safety of aircraft unaware of
the standards produced by the Aerospace
Industries Association of America (AlA)
forguidanceand controlsystemsand many
other items. The Association of American
Railroads’ (AAR) standards similarly af-
fect ourrailroads. Even the quality and size
of paper is standardized through the work
of the Technical Association ot the Pulp
and Paper Industry (TAPPD.

Inall, more than 400 organizations develop
voluntary standards of manv different tvpes
forabroad range of services, products, and
tests. Some organizations, such as ANSI
and ASTM, are primarilv concerned with
standards. Others are trade associations
interested inall matters affecting theirmem-
bers. The Electronic Industries Association,
for example, has been a standards devel-
operin theareas ot electnical and clectronic
products and components since 1926.

Many professional and technical organiza-
tions are also standards developers. The
Institute of Electrical and Electronics Engi-
neers (IEEE), which traces back to 1884,
maintains more than 500 standards with
800 more under development. The IEEE is
responsible for the National Electrical Safety
Code, widely used by governments and
regulatory agencies for electric supply and
communications installations. Still other
standardsdevelopersare primarilv research
and testing bodies, such as the National
Sanitation Foundation (NSF), whichdevel-
ops standards tor products tfrom a health
and sanitation perspective. The Factory
Mutual Research Corporation (FM), an-
other standards developer, is a “product
listing” type of organization, as is UL

In addition, building-code organizations,
such as the Building Otticials and Code
Adminmstrators International (BOCA), the
International Conterence of Building Otti-
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cials (ICBO), and the Southern Building
Code Congress International (SBCCI), are
involved in standards development. These
organizations are composed of building,
construction, zoning, and inspection offi-
cials; they have developed model building
codes adopted by thousands of State and
local governments.

The broad range of organizations partici-
pating in standards development reflects
the impact standards have on a vast spec-
trum of interests and disciplines.

Standards Deve pment Procedures

Two of the most widely used procedures
for assuring consensus in the development
of standards are the committee and the
canvass methcds.

Committee Method. Committee standards
are subject to wide review and consider-
ation by all interested parties. The require-
ments of this process vary among organi-
zations. In some organizations, consensus
may be defined as an agreement of at least
51 percent of the participarts. Other orga-
nizations may also include requirements
for due process, appeals procedures, the
mandatory consideration of negative votes
orcomments, and for “committeebalance.”
Balanceisachieved whenall partieshaving
an interest in the outcome of a standard
have an opportunity to participate, and
where no single interest can dominate the
outcome. Standards organizations differ
widely in the emphasis placed on each of
these requirements. Organizations which
emphasize all four factors, in addition to
the achievement of substantial agreement
among participants, producestandards that
are more likely to be adopted and used.

Canvass Method. The “canvass” method is
frequently used by an organization that
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has prepared a standard under its own
internal procedures. To gain greater stat-
ure and acceptance of the drafted standard,
the developer may then submit it to ballot-
ing by a set of organizations representing a
variety of interests, such as manufacturers,
consumers, government, and others. Any
objections or comments from organizations
on the “canvass list” must be addressed
and satisfactorily resolved. Changes in a
proposed standard, as well as any unre-
solved objections and the developing
organization’s rationale for its response,
mustbe resubmitted to the “canvasslist.” It
is crucial that all interested groups be in-
cluded on the list. Two problems some-
times arise: the response level may be low
and consumers and others on the “canvass
list” may have difficulty commenting on a
standard because they did not participate
in the initial drafting, and may not under-
stand the reasons for, or implications of,
particular provisions.

Benefits and Problems of
Standardization

On the whole, the benefits of standardiza-
tion far outweigh the difficulties and po-
tential for abuse. Standards promote un-
derstanding between buyer and seller and
make possible mutuaily beneficial com-
mercial transactions. Product attributes
cannot always be evaluated by individual
purchasers by inspection oreven from prior
experience. However, a product’s conform-
ance to accepted standards readily pro-
videsanefficientmethod of conveyirg com-
plex information on the product’s suitabil-
ity. Architects use standards inashorthand
manner when drafting plans for buildings;
purchasing agents also can use standards
as an easy way of communicating their
needs to potential suppliers. In a host of
situaticns, standards are, or may be, used
to replace large quantities of complex in-
formation.
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Standards underlie mass production meth-
ods and processes. They promote more
effective and organized social interaction,
such as the example of the standardized
colors for traffic lights and many other
widely accepted conventions. Standards
are essential in efforts to improve product
safety and to clean up the environment.
Standardized and interchangeable partscan
reduce inventory requirements and facili-
tate product repairs. They can also pro-
mote fair competition by facilitating the
comparison of prices of standardized com-
maodities.

Ingeneral, standards permitsociety tomake
more effective use of its resources and al-
low more effective communication among
all parties to particular activities, transac-
tions, or processes. Indeed, standards are
crucial to every form of scientific and in-
dustrial process. Without standards, the
quality of life would be significantly re-
duced.

No system, particularly one as complex
and diverse as the U.S. voluntary stan-
dards system, is without problems. In a
recent case of great significance, the United
States Supreme Court on May 17, 1982,
rendereditsdecisionin favor of Hydrolevel,
a manufacturer of low-water fuel cutoff
devices, in the case of American Society of
Mechanical Engineers (ASME) v. Hydro-
level. It found ASME liable for conspiring
to restrain trade since two subcommittee
officers, serving as volunteers but acting in
the name of ASME, issued a misinterpreta-
tionofastandard and produced anadverse
effect on the competitiveness of the plain-
tiff. Similarly, the Federal Trade Commis-
sion held hearings on standards and certi-
ficationand uncovered “substantiated com-
plaints of individual standards and certifi-
cation actions that have, in fact, unreason-
ably restrained trade or deceived or other-
wise injured consumers.”

In part, problems result from the some-
times substantial costs of participation in
standards development, making it difficult
(if not impossible) for small firms and
nonindustry representatives tobe active in
the process. The standards themselves may
cause problems if highly technical in na-
ture. It is frequently difficult, if not impos-
sible, to get qualified consumer representa-
tives to participate actively. This seriously
complicates the attempts to achieve bal-
anced representation by all interests con-
cerned.

Other problems may occur when a stan-
dard undergoes review and revision. Un-
less the original writers of the standard
participate in its revision, the reviewers
may not be able to understand how the
document was prepared, what was elimi-
nated from consideration, and the reasons
or assumptions underlying decisions and
the resultant provisions. Problems also can
occur in the application of specific provi-
sions if the intent behind them is unclear.
Rationale statements, which sometimes
accompany a standard, are specifically de-
signed to define the purpose and scope of
the standard, to explain the criteria used in
developing its requirements and to pro-
vide all other relevant information at the
disposal of the developers. However, the
use of rationale statements is not yet exten-
sivel®

Certification

“The first time a craftsman claimed that his
product met a commonly accepted stan-
dard, the most basic form of certifica-
tion came into being.”1® Today, product
certificationschemes range from the simple
to the complex. The hallmarking of pre-
cious metals was an early form of certifica-
tion. Many early attempts, mostunsuccess-
ful, also were made to certify weights and
measures to provide a uniformbasis for the
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exchange of goods. Now there are over 100
private organizations and over 60 federal
programs in the United States which cer-
tify products ranging from electrical cords
to kitchen cabinets. In addition, many cer-
tification programs are operated at the state
and local level. Consumers see evidence of
the extensiveness of certification when they
note the Underwriters’ Laboratory (UL)
certification mark on many products rang-
ing from coffee pots to fire extinguishers;
the U.S. Department of Agriculture (USDA)
mark on meats, poultry and other agricul-
tural products; and the International Wool
Secretariat’s Woolmark and Woolmark
blend on wool or wood-blend textile goods.
These are only a few of the many certifica-
tion programs which are conducted in the
United States.

Product certification is intended to confirm
that a particular product conforms to one
or more specified standards, thus provid-
ing the user with explicit or implicit infor-
mation about the characteristics and/or
performance of the product. Certification
is a method for increasing a buyer’s confi-
denceina productand for furnishing prod-
uct information.

In the United States, if a manufacturer or
supplier attests to the fact that his product
meets one or more standards, the process is
called self-certification. This process is also
known as a manutacturer’s declaration in
other partsof the world. The manufacturer’s
capability, integrity, and reputation deter-
mine the degree of confidence that can be
placed in self-certification.

Third party certification is the term applied
to the process by which an organization,
independent of either the manufacturer or
supplier, assesses the product’s conform-
ance to one or more standards. A
manufacturer’soverall quality control pro-
gram also may be examined as part of the

certification process. A quality control pro-
gram is a series of activities designed to
assure that quality is being maintained at
all phases of production. There are hun-
dreds of third party certification programs
in the United States operated by Federal,
State, and local governments and by many
private organizations. Third party certifi-
cation programs differ greatly from one
another, and the degree of confidence in
the resultant certification depends on the
program’s type and comprehensiveness.

The methods used in third party certifica-
tion programs can be classified as follows:

* Type-testing/Initial Inspection—This as-
sures that the manufacturer’s design speci-
fications can produce a product that con-
forms to a particular standard. Products
from a production run are not inspected or
tested, and there is no information on
whether products from a production run
also consistently mect the specification.

¢ Audit-Testing—In this procedure, test
samples are selected at random from the
marketplace. Extensive testing is usually
required to provide adequate assurance
that products meet the desired standard.

* Surveillance of the Manufacturing Pro-
cess-——Assessment of amanufacturer’s pro-
duction and control processes can, at rela-
tively low cost, provide assurance that the
manufacturer’s quality control procedures
are adequate.

* Field Investigations—Alleged failures of
products under use conditions are investi-
gated to determine the cause of failure and
to suggest appropriate corrective action.

* Batch-testing—A sample of products is
selected froma productionbatchand tested
for conformance to the standard. If the
sampling procedure and the sample size
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are adequate, batch-testing makes it likely
that all products in that batch conform to
the standard. It does not, however, ensure
thata specific untested productin the batch
will meet the standard nor does it furnish
information on the quality of products pro-
duced in earlier or subsequent batches.
Batch testing is used in manv certification
programs for building products, such as
those for energy conservation.

¢ 100 Percent Testing—Each individual
productistested to determine if itmeets the
designated standard. If the testing proce-
dures are adequate, the procedure pro-
vides the highest possible level of assur-
ance that the product conforms to a par-
ticular standard. [t also ts usually the most
expensive method and can be applied only
where the test has no adverse cffect on the
product."”

Many programs applv twao or more of these
methods in their certification process. The
choice of methods depends on the needs of
both thebuyerand the seller and the nature
of the product. The methods chosen can
greatly affect both the cost of the program
and the level of confidence that can be
ascribed to it. The ANSI and ISO have each
developed criteria to evaluate certification
programs. The ANSI also has developed a
program to accredit certification schemes
which meet 1ts criteria, but only two pro-
grams have been accredited to date.

Laboratory Accreditation

Laboratory accreditation is a process for
evaluating testing facilities and designat-
ing those laboratories judged competent to
perform specific tests using standard test
methods, where available. The National
Voluntary Laboratory Accreditation Pro-
gram {(NVLAP) in the NIST, Department of
Commerce, and the American Association
tor Laboratory Accreditation (AALA) are

the two largest accreditation agencies in
a the United States. There are many other
Federal, State and local government pro-
grams, as well as many private-sector labo-
ratory accreditation programs. Some of
these include: the Department of Defense
(DOD) programs for accrediting laborato-
ries which test products which will later be
sold to DOD; the State of Massachusetts
programs for accrediting concrete-testing
laboratories and laboratories which test
solid fuel burning appliances; and the Na-
tional Kitchen Cabinet Association’s
(NKCA) accreditation program for labora-
tories which test kitchen cabinets as part of
the NKCA's certification program!®

It should be emphasized that laboratory
accreditation assesses the capability of a
laboratory to conduct testing, generally
using standard test methods. The accredi-
tation process should not be confused with
certification or with the validation of a cer-
tification, which is “an action by a third
party to assure that the producer (or certi-
fier) is adhering to the requirements of
a given certification program. 19 Labora-
tory accreditation neither reviews or as-
sesses products, or does it check the tests
conducted on specific preducts or product
batches. In addition, laboratories may be
accredited to conduct tests (such as EPA’s
accreditation program for laboratories test-
ing drinking water) in fields where no cer-
tification program exists.

Laboratory accreditation, however, can af-
fectthe quality of certification programs by
requiring evidence that a certifying labora-
tory has competent personnel, adequate
equipment, and sufficient knowledge of
the testing procedures for which accredita-
tion is sought. Also, laboratory accredita-
tion is assuming increased importance in
trade. As countries seck acceptance of their
test data by trading partners, they must
assure that the data come from competent
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laboratories. Laboratory accreditation can
help provide that assurance.

Summary

Standardization, product certification, and
laboratory accreditation are closely linked.
In many developing countries, all three
activities are conducted by the same orga-
nization. Certification programs are com-
munication tools designed to reduce the
cost of exchanging information between
buyer and seller. The quality of the infor-
mation conveyed depends onboth the com-
petence of the testing laboratory selected
and the adequacy and appropriateness of
the standards against which the product is
to be evaluated. Certification can result in
widespread consumer deception if perfor-
mance characteristics or test methods con-
tained in the standard are insufficient to
assure adequate product performance, orif
the testing laboratory is incompetent or has
biases which affect the reporting of test
results.

Considering the number of standards in
existence and the variety of fields covered
by private sector standards development
and certification organizations, the United
States has one of the most developed and
complex standardization and certification
systems in the world. Furthermore, the
number of Federal, State, and local govern-
ment standardization and certification ac-
tivities and the large volume of standards,
regulations, and procurementspecifications
that these agencies have developed, result
in an immense impact of standardization
and related activities on almost every as-
pectoflifein the United States. Notonly are
considerable resources invested in this
country in such activities every vear, but
purchasers (consumers) depend on stan-
dards and certification to ensure that prod-
ucts purchased are safe and perform satis-
factorily. Recognition of the impact of stan-
dards and certification on trade, as evi-
denced by the Standards Code, is also in-
creasing. Society depends on standardiza-
tion and related activities for its existence
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APPENDIX

The Office of Standards Code and Information
National Institute of Standards and Technology
Administration Building, Room A629
Gaithersburg, MD 20899
(301) 975-4040

e Directory of International and Regional Or-
ganizations Conducting Standards-Related
Activitics (NBS SP 649). Directory contains
information on international and regional
organrizations which conduct standardiza-
tion, certification, laboratory accreditation,
or other standards-related activities. Vol-
ume describes their work in these areas, as
well as the scope of each organization, na-
tional affiliations of members, U.S. partici-
pants, restrictions on membership, and the
availability of any standards in English.

* Standards Activities of Organizations in the
United States (NBS SP 681). The directory
summarizes the standardization activities
of organizations in the United States, in-
cluding Federal and State agencies and pri-
vate sector groups that develop standards.
It also contains listings of State procure-
ment offices, sources of standards docu-
ments and information, asubjectindex and
related listings that cover acronyms and
initials, defunct bodies and organizations
with name changes.

o Private S-ctor Product Certification Pro-
grams i the United States (NBSSP?703). This
directory presents information from pri-
vate sector organizations in the United
States which engage in product certifica-
tion activities. Entries describe the typeand
purpose of cach organization, the nature of
the activity, products certified, standards
used, certification requirements, availabil-
ity and cost of services, and other relevant
details.

* Federal Government Certification Programs
for Products and Services (NBS SP 714). This
directory presentsinformationonU.S. Gov-
ernment certification programs for prod-
uctsand services. Entries describe the scope
and nature of each certification program,
testing and inspection practices, standards
used, methods of identification and en-
forcement, reciprocal recognition or accep-
tance of certification, and other relevant
details.

® KWIC Index (Computer Output Microform
(COM) produced). The KWIC Irdex con-
tains the titles of more than 25,000 U.S.
voluntary product and engineering stan-
dards. A standard can be located by means
of any significant or key word in the title.
Key words are arranged alphabetically. A
standard with five key words, forexample,
would therefore be listed in five different
places. To purchase microfiche copies of
the 1987 revision of the Index, contact the
National Technical Information Service,
5285 Port Royal Road, Springfield, VA
22161; (703)487-4600. Use order no. ’B87-
133377; cost is $18.00 for purchasers in the
United States.

* tbt news. This newsletter provides infor-
mationongovernment programsand avail-
able services established in support of the
GATT Agreement on Technical Barriers to
Trade (Standards Code). tbt news reports
on the latest notifications of proposed for-
eign regulations; bilateral consultations
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with major US. trade partners; programs
of interest to U.S. exporters; and availabil-
ity of standards and certification informa-
tion. Subscription is free upon request.

o Technical Barriers to Trade. This booklet
explains the basic rules of the international
Agreement on Technical Barriers to Trade
negotiated during the Tokyo Kound of the
Multilateral Trade Negotiations (MTN),
and describes Title IV of the United States
Trade Agreements Actof 1979 whichimple-
ments the United States’ obligations under
the Agreement. The Agreement, popularly
known as the Standard. Code, was de-
signed to eliminate the use of standards
and certification svstemsasbarrierstotrade.
The booklet describes the functions of the
Departments of Commerce and Agricul-
ture, the Office of the United States Trade
Representative, and the State Department
in carrying out the United States’s respen-
sibilities.

e GATT Standards Code Activitics. This bro-
chure gives a brief description of NIST’s
activities in support of the Standards Code.
These activities inciude operating the
United States GATT inquiry point for in-
formation on stardards and certification
systems; notifying the GATT Secretariat of
proposed US. regulations; assisting U.S.
industry with trade-related standards prob-
lems; responding to inquiries on toreign
and U.S. proposed regulations; and pre-
paring reports on the Standard Code.

e Report to the United States Congress on the
Agreement on Tecinical Barriers to Trade -
“Standards Code.” This 2nd triennial report
describes the programs and activities vs-
‘aplished toimplementthe Standards Code
in the United States by the four mesponsible
U.S. Government agencies: Office of the
United States Trade Representative; De-
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partment of Commerce (National Institute
ofStandards and Technolegy, International
Trade Administration); Department of
Agriculture and Department ot State.

¢ Free handout material on the Oftfice of
Standards Services (0SS), the Natiwonal
Center for Standards and Certification
Information’s (NCSCI)y and GATT activi-
ties, and standards-related information
such as: Government sources of specifica-
tions and standards, use of the KWIC in-
dex, foreign and international standards
bodies, U.S. standards organizations, State
purchasing offices, NCSCI fact sheet and
its certification rules activity, and OSS pub-
lications list (bibliographv).

In addition to general inquiry services, the
following assistance aiso is available:

o GATT Hotline

Atelephone hotline provides currentiptor-
nationreceived fromthe GATT Secretariat
in Geneva, Switzerland, on proposed for-
eign regulations which may significantly
affect trade. The recorded message is up-
dated weekly and gives the product, coun-
try, closing date for comments (it anv) and
Technical Barriers to Trade (TBT) notitica-
tion number. The flotline munmber is (3011
975-4041 (ot toll-free).

e Assistance to U.S. and foreign export-
ers—Current regulations and certification
iformation for the manutacture of prod-
ucts in the United States for export are
obtained from foreign countries. To aid
foreign exporters, NCSCI provides dir o
tory information on State offices prepared
to respond to queries concerning, condi-
<ons to be met by goods for sale in their
state, as well as standards and certitication
information for export to the United states.
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ANNEX 1

INFORMATION
AND PUBLICATIONS OF INTEREST

The ABC's of Standards-Related Activities in the United States (NBSIR 87-3576). This report is
an introduction to voluntary standardization, product certification, and laboratory ac-
creditation for readers not fully familiar with these topics. Order as PB 87-224309 from
NTIS.

Tlie ABC s of Certification Activities in te United States (NBSIR 88-3821). This report, a sequel
to NBSIR 87-3576, provides an introduction to certification for readers not entirely familiar
with this topic. O:der as B 88-239793 from NTIS.

Laboratory Accreditation i the United States (NISTIR 4576). This report, a sequel to NBSIR
B7-35706 and NBSIR 85-3821, provides information on laboratorv accreditation to readers
who are new to this field. Order as PB 91-194495 from NTIS.

Questions aind Answers en Quality, the ISO 9000 Standard Series, Quality Systenr Registration,
and Related [ssues (NISTIR 47210, This report provides intormation on the development,
content, and application of the [SO 9000 standards to readers who are untamiliar with these
aspects ot standards. Order as PB 92-126465 from NTIS.

Directoru of International and Regional Organizations Conducting Standands-Related Activibies
(NIST SP” 767). This directory contains information on 338 international and regional
organizations that conduct standardization, certification, laboratory accreditation, or other
standards-related activities. Order as PB 89-221147 from NTIS.

Directory of Eyropean Reqional Standar-ds-Related Qrganizations (NISTSP 793). Thisdiredtory
identifies more than 150 European regional organizations - both government and private
- that engage in standard< development, certification, laboratory accereditation, and other
standards-related activities, such as quality assurance. Order as PBYT-107399 from NTIs.

Standards Activitios of Orqamizations in the United States (NIST SPS06). This directory
identifies and describes activities of over 750 U S, public and private sector organizations
that develop, publish, and revise standards; participate in this process; or identify stan-
dards and make them available through information centers or distribution channels
Order as PBY1-177774 from NTIS.

Durectory of Private Sector Product Certitication: Programs (NIST S 774). This directory
presentsinformation from 132 private sector organizationsin the United States that engay
in product certitication activities. Order as PB 90-161712 from NTIS
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Directory of Federal Government Certification Progranes (NBSSP 739). This directory presents
information on U.S. Government certification programs for products and services. Order
as PB 88-201512 from NTIS.

Directory of Federal Government Laboratory AccreditationfDesienation Programs (NIST S 808).
This directory provides updated informationon 3t federal government laboratorv accredi-
tation and similar programs conducted by the federal government. Order as PBY1-167379
from NTIS.

Directory of State and Local Government Laboratory Accreditation/Designation Progranss (NIST
SP815). This directory provides updated information on 21 state and 11 local government
laboratory accreditation and similar programs. Order as I’B 92-108968 from NTIS.

LCirectory of Professional{Trade Organmization Laboratory Accreditation/Destgination Progrims
(NIST SP 831, This directory is a guide to laboratory accreditation and similar programs
conducted by professional and trade organizations. Order as SN 003-003-03144-5 trom
GPO.

A Sunomary of the Newe European Community Approach to Standards Decelopnent (NBSIR 8s-
3793-1). This paper summarizes European Community plans to aggressively pursue its
voalotachieving aninternal market by 1992 and the standards-related implications of such
a program on U.S. exporters. Order as PB 88-229489 from NTIS.

The tollowimg documents are available from SCI:

This newsletter provides information on government programs and available services
vstablished insupport of the GATT Agreement on Technical Barriers to Trade (Standards
Coder Subscription is free on request.

Feclinical Barriers to Trade

This booklet explains the basic rules of the Agreement on Technical Barriers to Trade
negotiated during the Tokvo round of the Multilateral Trade Negotiations (MTN), and
describes Title IV of the ULS. Trade Agreements Act of 1979, which implements the United
States” obligations under the agreement.

In addition to general inquiry services, the following assistance is also available:

FO Hothne

This hotline reports on draft standards ot the European Committes tor Standardization
(CENO, the Furopean Committee for Electrotechnical Standardization (CENELECO), and the
Furopean Telecommunications Standards Institute (ETSL The hotline number s (301)
Y2316,
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GATT Hotline

This hotline provides current information received from the GATT Secretariat in Geneva,
Switzerland, on proposed foreign regulations that may significantly affect trade. The
hotline number is (301) 975-4041.

NCSCI provides assistance to U.S. and foreign exporters in obtaining current standards,
regulations, and certification information for the manufacture of products. To aid foreign
exporters, NCSCl also provides directory on information state offices prepared to respond
to queries concerning conditions required for the sale of goods in their state.

National Technical Information Service (NTIS)
5285 Port Royal Road

Springfield, VA 22161, USA

(703) 487-4650, Fax:(703) 321-8547

Orders only: (800) 336-4700

Superintendent of Documents

U.S. Government Printing Office (GPO)
Washington, DC 20402, USA

(202) 783-3238, Fax: (202) 512-2250

When requesting information from SCI, please send a self-addressed mailing label to:

Standards Code and Information Program (SCI)
National Institute of Standards and Technology
Administration Building, Room A629
Gaithersburg, MD 20899, USA

(301) 975-4026




