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PROCEDURES FOR | MPLEMENTATI ON OF THE FASTENER QUALI TY ACT

ACGENCY: National Institute of Standards and Technol ogy, United

St at es Departnent of Conmerce

ACTION: Final Rule and Extension of inplenentation date

SUMVARY: The Director of the National Institute of Standards and
Technol ogy (NIST), United States Departnent of Commerce, and the
Under Secretary of the Bureau of Export Adm nistration (BXA),
United States Departnent of Conmerce (collectively referred to as
the Departnent), are today issuing a final rule based on comrents
received in response to the notice of proposed rul emaki ng
published in the Federal Register on Septenber 8, 1997 (62 FR
47240-47260) (1997)) anending regul ations found at 15 CFR Part 280
i npl enenting the Fastener Quality Act (the Act). This final rule
establi shes the procedures for registration of in-process

i nspection activities of qualifying manufacturing facilities that

use Quality Assurance Systens (QAS), revises definitions and
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related sections for clarity, and corrects editorial errors.
These changes will facilitate the inplenentation of the Act and
w |l better accommpdate nodern industry practices by
i ncorporating these practices into the certification process of
fasteners covered by the Act. This rule also extends the
i npl emrentation date of the Fastener Quality Act by sixty days to

July 26, 1998.

DATES:. This rule is effective [insert 30 days after date of
publication in the FEDERAL REG STER]. The date of inplenentation

of the Act is July 26, 1998.

FOR FURTHER | NFORVATI ON CONTACT: Dr. Subhas G Ml ghan, FQA

Program Manager, Technol ogy Services, National Institute of

St andards and Technol ogy, Buil di ng 820, Room 306, Gaithersburg,

MD 20899, tel ephone nunber (301) 975-5120.

SUPPLEMENTARY | NFORVATI ON

Ext ensi on of | nplenentation Date

The final rule inplenmenting the Fastener Quality Act becane
ef fective on Novenber 25, 1996, and was to apply to fasteners
manuf actured on or after May 27, 1997, the A nplenmentation dat ej.

On April 18, 1997, as permtted by Section 15 of the Act, N ST
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announced a one year delay of the inplenentation date of the
regul ati ons because there were an insufficient nunber of
accredited | aboratories to conduct the volune of inspection and
testing required by the Act and regul ations (62 Fed. Reg. 19041
(1997)). Currently, NVLAP and the NI ST-recogni zed private
accreditation bodies have received applications from
approxi mately 430 testing | aboratories, a sufficient nunber for
i npl enentation of the Act. O these, approximtely 130 testing
| abor at ori es have been accredited and are listed on the NI ST
Accredited Laboratory List. Although NVLAP and the private
accreditation bodi es have been working diligently to conplete
accreditation of these |aboratories, it seens unlikely that the
necessary 425 | aboratories will be accredited by May 26, 1998.
Therefore, to ensure that there are a sufficient nunber of
accredited | aboratories to conduct the inspection and testing
requi red by the Act, pursuant to section 15 of the Act, NIST is
extending the inplenentation date of the Act by sixty days to

July 26, 1998.

Background - Final Rule

The Fastener Quality Act (the Act) protects the public safety by:

(1) requiring that certain fasteners which are sold in commerce
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conformto the specifications to which they are represented to be
manuf actured; (2) providing for accreditation of |aboratories and
regi stration of manufacturing facilities engaged in fastener
testing; and (3) requiring inspection, testing and certification,
i n accordance with standardi zed net hods, of fasteners covered by

t he Act.

The Secretary of Commerce, acting through the Director of NI ST,
publ i shed final regulations inplenmenting the Act on Septenber 26,
1996. Those regul ati ons established procedures under which: (1)

| aboratories in conpliance with the Act may be listed; (2)

| aboratories may apply to NIST for accreditation; (3) private

| aboratory accreditation entities (bodies) may apply to N ST for
approval to accredit |aboratories; and (4) foreign | aboratories
accredited by their governnments or by organi zations recogni zed by
the NI ST Director under section 6(a)(1l)(C of the Act can be
deened to satisfy the |aboratory accreditation requirenents of
the Act. The regulation also established, within the Patent and
Trademark O fice (PTO, a recordation systemto identify the
manuf acturers or distributors of covered fasteners to ensure that
the fasteners may be traced to their manufacturers or private

| abel distributors. |In addition, the regul ati ons contai ned

provi sions on testing and certification of fasteners, sale of

fasteners subsequent to manufacture, recordkeeping, applicability
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of the Act, enforcenent, civil penalties, and hearing and appeal

pr ocedur es.

Those regul ati ons becane effective on Novenber 25, 1996, and were
to apply to fasteners manufactured on or after May 27, 1997, the
A npl enentation date@. On April 18, 1997, as permtted by

Section 15 of the Act, N ST announced a one year delay of the

i npl enentation date of the regul ati ons because there were an
insufficient nunber of accredited |aboratories to conduct the

vol unme of inspection and testing required by the Act and

regul ations (62 Fed. Reg. 19041 (1997)).

Fol | ow ng i ssuance of the final regulations on Septenber 26,
1996, the autonobile industry approached the Departnent and
expressed its concern that the Act and the inplenenting

regul ations did not recogni ze the use of nodern manufacturing

met hods usi ng prevention-based quality assurance systens

enpl oying statistical process controls (SPC). On February 4,
1997, a Public Wrkshop was held at NIST to solicit information
fromall interested parties, including the autonobile, aerospace,
construction, and fastener industries on the use of prevention-
based quality assurance systens enploying SPC in the manufacture
of fasteners. The Departnent published a notice of proposed rule

maki ng in the Federal Register on Septenber 8, 1997, seeking
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public comments on proposed anmendnents to the regul ations that
recogni ze the use of prevention-based quality assurance systens

under the Act.

To incorporate Quality Assurance Systens/ Statistical Process
Control (QAS/SPC) into the regul ations, the Departnent proposed
addi ng section 280.104, Accreditation of Certain Manufacturing
Facilities as Laboratories; subpart |, Special Rule for the
Accreditation of Certain Fastener Manufacturing Facilities, Whose
| npl enent ed Fastener Quality Assurance Systens Meet Defined

Requi renents, as Laboratories; subpart J, Recognition of Foreign
Regi strar Accreditation Bodies; subpart K, Requirenents for

Regi strar Accreditation Bodies (Accreditors); and subpart L,
Requirements for Registrars. In addition, the Departnent
proposed adding a definition of Fastener Quality Assurance System
(FQAS) and defining the ternms Accreditor, Registrar, and
Facility. The Departnent al so proposed anendnents to section
280. 6, Laboratory Test Reports and section 280.10, Sanpling, to

specify requirenents for facilities.

Summary of Public Comments Received by the Departnment in Response
to the Septenber 8, 1997 Request for Public Comments, and the

Depart nent:s Response to the Comments.



7
As not ed above, on Septenber 8, 1997, the Departnent published
in the Federal Register (62 Fed. Reg. Pages 47240-47260)
(1997) (Sept.8, 1997) a proposed rule to anmend 15 CFR Part 280.
The Departnent received 125 responses to the request for
coments. Twenty-five comments were received from fastener
manuf acturers, twenty domestic and five foreign; twenty-five were
from associ ations, twenty donestic and five foreign; thirteen
were fromconsultants; ten were fromfastener distributors; eight
were fromentities involved in |aboratory accreditation/facility
registration, three | aboratory assessors, two fastener testing
| aboratories, one |aboratory accreditor, one foreign QAS
registrar, and one foreign registration accreditation body; eight
were manufacturers of products that incorporate fasteners, five
fromthe aerospace industry, two fromthe autonobile industry
(one donestic and one foreign), and one foreign equi pnent
manuf acturer; eight were from governnent agencies; six were from
inporters of fasteners; one was froma foreign exporter of
fasteners; one was froma raw material manufacturer; and twenty
were fromother interested parties, fifteen donestic and five
foreign. O the sonme 125 commenters, 69 commented on the issue of
incorporating SPC/QAS into the FQA regul ations. A detailed

anal ysis of the comments foll ow.

As explained in detail below, based on the comments received, the
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Departnent has included all the proposed changes, with sone
editorial corrections and clarifications, in the final rule. For
further clarification, the Departnment also has included
definitions for recogni zed accreditor, accredited registrar,
regi stered facility, and authorized representative, and has
anmended the definition of consensus standards organization to

clarify that it is NIST that will identify such organizations.

Comrents on the Overall Effectiveness of the Proposed QAS

Regul ati on

O the 125 commenters, 69 comented on the issue of incorporating
SPC/QAS into the FQA reqgul ations; 44 favored the incorporation of

SPC/ QAS into the FQA regul ations, and 25 were opposed.

O the 44 commenters who favored the incorporation of SPC QAS
into the FQA regul ations, thirteen were fastener manufacturers,
ten donestic and three foreign; thirteen were trade associ ations,
ten donmestic and three foreign; six were nmanufacturers of
products that incorporate fasteners, three aerospace

manuf acturers, two autonobil e manufacturers (one donestic and one
foreign), and one foreign equi pnent manufacturer; three were

fastener distributors; three were consultants; one was a
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government agency; one was a foreign QAS registrar; and four were

other interested parties, two donestic and two foreign.

O the 25 commenters opposed to the incorporation of SPC/QAS into
the FQA regul ations, four were consultants; four were | aboratory
accreditors/assessors; three were donestic fastener

manuf acturers; two were fastener distributors; three were

gover nnment agencies; one was a raw material manufacturer; and

seven were other interested parties.

Comrent: Support for the proposed incorporation of QAS/ SPC into
the regul ati on was w despread, although many rai sed questi ons on
details of the regulation, as is explained nore fully el sewhere
in this docunent. However, a substantial mnority of the
comenters, twenty-five, expressed the concern that w thout final
testing, the QAS/ SPC schene proposed by N ST would not ensure the
quality of fasteners covered by the regul ations, and woul d fai

to protect the public safety.

Response: The decision by the Departnent to include QAS/ SPC into
the regulations as an alternative to end-of-line sanpling and
testing i s based upon strong evidence that QAS/ SPC reduces the
defect rate in the fastener manufacturing process. A |ower

defect rate neans that fewer fasteners are manufactured that fai
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to conmply with rel evant standards and specifications, and thus
that fewer defective fasteners wll enter into commerce. Public
safety is preserved and enhanced. Furthernore, the Departnent
has structured the regulation to provide checks and bal ances to

ensure that this is the case.

The adm ni strative record for this rul e-nmaking contains strong
evi dence that QAS/ SPC systens utilizing continuous nonitoring and
control in the manufacturing process yields a substantially |ower
defect rate than do traditional manufacturing techniques that
rely solely upon end-of-line sanpling and testing. Testinony at
t he Public Wirkshop of February 7, 1997 indicates that the use of
QAS/ SPC may reduce the defect rate fromthe range of thousands or
tens of thousands parts-per-mllion experienced by traditional
manuf acturing techni ques to approxi mately 100 parts-per-mllion.
The i nproved manufacturing techni ques enbedded i n QAS/ SPC t hus
inprove the quality of fasteners by reducing the portion of each
lot that fails to neet standards and specifications. The
regul ati ons being issued today offer the benefits of QAS/ SPC
manufacturing to consunmers in this country. But consistent with
the FQA, these regul ations also nandate in-process inspection and
testing of fasteners manufactured under QAS/ SPC systens, to

verify that the promse of QAS/SPCis the reality.
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As a nmeans of providing checks and bal ances to the process
controls that underlie the QAS/ SPC net hodol ogy, the regul ations
mandat e i n-process inspection and testing of fasteners to assure
the quality of fasteners, and thus the protection of public
safety. Process controls in QAS/SPC facilities are required by
the regulation to be augnented by all testing required by the
st andards and specifications that the manufacturer holds out that
a given lot neets. The general rule is set out in section
280.104(a), which states that registration of a fastener
manuf acturing facility enploying a fastener quality assurance
system (FQAS) shall be deened to neet the requirenents of
accreditation of a |aboratory under the FQA. This general rule
is anplified in section 280.2, which defines the term FQAS, and
section 280.10, which sets out requirenents for sanpling nethods

to be foll owed by QAS/ SPC facilities.

These sections of the regul ation address three issues in the

regime required of QAS/ SPC facilities:

C What is the sanpling nethodol ogy required of QAS/ SPC
facilities as part of their responsibility to conduct in-
process testing and inspection?

C What specific tests and testing techni ques nust QAS/ SPC

facilities apply to the sanples that are to be tested?
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C Where nust these tests be perfornmed?

Sanpling is a concept that wll not always be relevant in the
QAS/ SPC environnment. The definition of FQAS speaks about
Aorocess inspection enbodied in a conprehensive and witten
control plan for product/process characteristics, process
controls (including statistical process control), tests, and
measur enent systens that will occur during mass production.@ The
Departnent recogni zes that under QAS/ SPC, sone tests and

i nspections will be conducted on every fastener in the lot. That
is, the test sanple will be one hundred percent of the fastener
lot. Section 280.10(c), as it has been revised as a result of
the public comment process, nmakes this point clear by stating, as
one alternative, that Aa manufacturer operating a Registered
Facility may el ect to conduct inspections and tests upon all of
the fasteners within a specified lot, provided that this election
is docunented in the control plan of its Fastener Quality
Assurance System (@ O herw se, the sanple size is governed by the
general rule in section 280.10(a), which states that Af]or tests
conducted either in a |l aboratory on the Accredited Laboratory
List or in a Registered Facility, if a manufacturer represents
that the fasteners in a particul ar sanpl e have been manufactured
to a standard or specification which provides for the size,

selection or integrity of the sanple to be inspected and tested,
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the sanple shall be determ ned in accordance with that standard
or specificationf; or the first alternative in section 280.10(c)
AFor tests conducted in a Registered Facility, and not in a
| aboratory on the Accredited Laboratory List, if a manufacturer
represents that the fasteners in a particular sanpl e have been
manuf actured to a standard or specification which does not
provide for the size, selection or integrity of the sanple to be
i nspected and tested, the sanple for inspections and tests by the
Facility shall be determ ned by the sanpling plan provided by its
Fastener Quality Assurance System or by standards and
specifications intended for use with a Fastener Quality Assurance

System as appropriate.(

Tests are as required in the relevant standards and gui deli nes.

Where testing occurs in the QAS/SPC regine is governed by section
280. 104(b) of the regulations, which requires that all in-process
| aboratory inspection and testing nust be performed in

| aboratories accredited under the FQA; and section 280.104(d),

whi ch requires that the chem cal conposition of all fastener lots
manuf act ured under QAS/ SPC nmust be conducted in | aboratories
accredited under the FQA. In-process testing and inspection may

occur within Registered Facilities.
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In the view of the Departnent, these requirenents neet the

statutory mandates of the FQA, and protect the public safety.

280.2 Definitions.

Comrent : Ei ght comenters addressed the issue of whether
subcontracted processes required final testing by an accredited
| aboratory or whether they could be perfornmed by anot her

Facility.

Response: I n section 280.2, the definition of Facility has been
expanded to include a facility perform ng subcontracted processes
such as electroplating and heat treating, provided that they too
are listed on NIST-s Facilities list. In addition, section

280. 807 all ows subcontracting to other Facilities listed on the

Facilities list.

Comment: Eight commenters suggested that Quality Assurance
Systens are not equivalent, and that they do not define which

characteristics to neasure and how to measure them

Response: No changes have been nmade to the regul ati ons based on
t hese comments because the QAS facilities nust nmeet equally

ri gorous standards to maintain their registration by an
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accredited Registrar.

Commrent: Two commenters requested that the regul ati ons be anended

to allow QAS in lieu of netal testing by a netal manufacturer

Response: No changes were made to the regul ati ons because to the
Departnent=s know edge, chem stry of netal is obtained by testing
it in a laboratory. Therefore, chem cal analysis by QAS is not an

acceptabl e testing nethod.

Comrent: Ten commenters suggested deleting references to | SO 9000
in the definition of Fastener Quality Assurance System because it
| acks quality details and does not contain the details of |SO 25.
In addition, three of these commenters stated that the proposed
rul e does not satisfy the intent of the Congress and will have a
serious effect on the |aboratory accreditation, and that a final

i nspection should be still required.

Response: No changes were nmade to the regul ati ons based on these
comments. The regul ations are clear on | aboratory accreditation
and registration of fastener manufacturing facilities. The

| aboratory accreditation is perforned in accordance with | SO

Gui des 58 and 25, and specific requirenents of the Act and the

regul ations. Registration of fastener manufacturing facilities
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is carried out in accordance with the I SO Guides 61, 62 and the
specific requirenents of the Act and the regul ations. The revised
rul e acconmmodating QAS facilities is fully within the intent of
the Act because under QAS, fasteners are produced to stringent
standards that yield fasteners of at |east as good quality as
end-of -line | aboratory testing can assure. Since the two
prograns, accreditation and registration, are treated separately,
t he Departnent does not believe that |aboratory accreditation

w Il be seriously affected.

Comment: Two commenters suggested that the Departnent specify a
| evel of revision of SO Guides referred to in the QAS
regul ations that will assure the Departnent that the QAS approved

today will remain conpliant in the future.

Response: No changes were nmade to the regul ati ons based on these
coments. As they currently exist, the |1SO Guides referenced in
the QAS regulations fulfill the needs of the Act and the

regul ations. The regulations are sufficiently flexible to

accommodat e noderate change in these standards.

Comment: One commenter remarked that the paraneters of a contro

pl an are not discussed in the proposed rule.
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Response: No changes were nmade to the regul ati ons based on this
coment because the Departnent has decided that the broad

paraneters described in section 280.2 are sufficient.

Comment: One commenter suggested clarifying the nmeani ng of

Aocunented criteria of a QAS. (

Response: No changes were nmade to the regul ati ons based on this
comment because the definition of QAS describes specific criteria

to be net by the QAS facility.

Comment: One commenter suggested adding a requirenent that
personnel who collect data pursuant to the operation of a QAS be
held to the sanme standards of training, experience and conpetency

as | aboratory personnel.

Response: No changes were nmade to the regul ati ons based on this
comment. The processes involved in |aboratory testing differ
fromthose in a QAS facility. Requirenents for personnel
perform ng tasks involved in these processes differ. The

requi renents for |aboratory personnel are described in | SO Guide
25. The requirenents for QAS facility personnel are descri bed,

in general, in the fastener QAS followed by that QAS facility.
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Comment: One commenter remarked that QAS plans shoul d be required
to measure all characteristics called for in the standard and
specification, rather than just those that the manufacturer finds

appropriate for product functionality.

Response: The Departnent agrees. Changes were nmade to the
regul ations in section 280.2 under the definition of Fastener
Quality Assurance Systemin (2)(v). To inprove clarity, this
section is anended to read as follows: Aa requirenent that the

i n-process control plan include those characteristics specified
by the QAS standard, characteristics specifically indicated by
t he applicable fastener standards and specifications, and those
characteristics as designated by the end user for eval uating

product functionality.(

Comment: One comrenter asked if a fastener standard does not
accept SPC as an alternative to the final testing, then can the

SPC be used.
Response: No changes were nmade to the regul ati ons based on this
cooment. If a fastener standard does not accept SPC, SPC may not

be used to neet the requirenents of that standard.

Commrent: One commenter requested anendi ng section 280.5 to confer
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upon the major end user the responsibility of specifying how a
ot of fasteners is to be tested, including in accordance with
maj or end users in-house publication or in accordance with QAS,
rather than in accordance with the enbedded standards and

speci fications.

Response: No changes were nmade to the rule based on this comment
because section 5(b)(1) of the Act requires that a manufacturer
have | ot sanples tested to determ ne whether the | ot confornms to
t he standards and specifications to which the manufacturer
represents it has been manufactured. The Act does not offer the

flexibility of delegating this responsibility to the end user.

Commrent: One commenter suggested adding a definition of major end

user to the rule.

Response: The Departnent has not nmade any changes to the
regul ati ons based on this corment. A definition of major end
user is not necessary because the term major end user does not

appear in the regul ations.

Comment: One comrenter renmarked that N ST overl ooked the basis of
its Mal col mBal drige award, and N ST should practice its quality

outreach program by reissuing regulations to enconpass | SO 9002
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and Q5-9000 and state of the art quality prograns.

Response: No changes were nmade to the regul ati ons based on this
comment. |1S0O 9002 and QS-9000 are used worl dwi de while the

Mal colm Bal drige criteria are famliar only to United States
firms. Since fasteners to which the Act and the regul ations apply
are produced worl dw de, international standards are nore

appropri ate.

280.5 Certification of Fasteners

Comrent: One commenter proposed an anendnent to section 280.5 of
the rule to clarify that a manufacturer that follows QAS is in

conpliance with the Act.

Response: No changes were nmade based on this comment because
section 280.5(a) states the rule for inspecting, testing, and
certification of covered fasteners, and section 280.104(a) brings
regi stered QAS facilities under this general rule, and therefore,

in conpliance with the Act.

280.6 Laboratory Test Reports

Comment: Nine comenters stated that manufacturers registered to
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QAS shoul d not have to prepare test reports as proposed in
section 280.6(b) and that requirenent woul d make the QAS program
unwor kabl e. These comenters stated that amendnents to proposed
section 280.6(b) would be necessary. In addition, two additional
comenters requested that the Departnent reduce the contents of
the test reports for QAS facilities since it is unnecessary and
burdensone, limt requirenents to those of the Act and require
just a statenent that fasteners conformto the QAS plan on the

report.

Response: The requirenent for a test report is mandated by
sections 5 and 7 of the Act. However, based on these comments,
amendnent s have been nmade to section 280.6(b) of the regulations
by deleting certain reporting requirenents. Also, simlar
amendnents were made in section 280.6(a) to sinplify |aboratory
test report requirenents for both | aboratories and Facilities.
Further, section 280.7 was anended to accommopdat e anendnents nade

to section 280. 6.
Comment: Two commenters asked whet her inported fasteners produced
under QAS nust be acconpanied by a certificate and | aboratory

testing report.

Response: No changes were nmade to the regul ati ons because there
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IS no exception that states that inported fasteners produced
under QAS need not be acconpanied by a certificate and | aboratory
test report. Section 280.13 describes the requirenents for
i nported fasteners, which include a manufacturer:s certificate of

conformance and an original |aboratory test report.

Comrent: One commenter suggested that a Asynopsis@i of the test

report would not provide assurances for end user.

Response: I n response to this comment, the word Asynopsi s@ has
been del eted from section 280.6(b) to clarify that regi stered
facilities nmust include test results in their reports rather than
a synopsis of their test results. The reporting of actual test

results will provide assurances for the end user.

Coment : Two comenters asked that QAS reports include basic
and unique identification information to tie a particul ar

fastener lot with the report and control plan.

Response: I n response to this comment, the Departnent has anmended
Section 280.6(b)(2)to require that test reports include: AUnique
identification of the test report, including date of issue and
serial nunmber, or other appropriate neans, including reference to

the control plan identification.(
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Commrent: Three comrenters suggested allowing facilities to make a
certified statenent that fasteners with a specific | ot nunber are
fulfilling the requirenents of stated standards and
specifications, in place of a detailed test report as required by

section 280.6(b).

Response: No changes were nmade to the regul ati ons based on this
comment because a certified statement will not satisfy the
requi renents of sections 5 and 7 of the Act. An original

| aboratory testing report and a manufacturer:s conformance

certificate are required.

Comment: One commenter asked how he should report QAS test

results in accordance with the regul ati ons.

Response: No changes were nmade to the regul ati ons based on this
comment because section 280.6 describes procedures for reporting

QAS test results.

280. 10 Sampling

Comment: Two commenters addressed a conflict between section

280. 10, which pertains to sanpling, and one of the goals of QAS.

According to these commenters, section 280.10 appears to permt a
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pl an provided by a Fastener QAS only when the standards and
specifications do not provide for size, selection and integrity
of the sanple. However, one of the goals of QAS is to have a
control plan which describes a sanpling plan. Therefore, these
commenters requested gui dance on which sanpling plan should they
foll ow. Another comrenter requested allow ng sanpling plans

specified by the custoner in a QAS control plan.

Response: Section 280.10 has been rewitten in response to these
concerns to clarify sanpling requirenents under the FQA and these
regul ations. Section 5(b)(2) of the Act restricts the authority
of the Departnent to prescribe sanpling procedures for fastener
testing to those instances where the standards and specifications
relevant to a fastener lot are silent on sanpling. This is why
revised section 280.10(a) states AFor tests conducted either in a
| aboratory on the Accredited Laboratory List or in a Registered
Facility, if a manufacturer represents that the fasteners in a
particul ar sanple have been manufactured to a standard or
specification which provides for the size, selection or integrity
of the sanple to be inspected and tested, the sanple shall be

determ ned in accordance with that standard or specification.

However, in response to these comments, the Departnent has

i ncl uded section 280.10(c) to clarify sanpling procedures in the



25
QAS/ SPC setting. Section 280.10(c) sets out procedures to be
fol |l oned when section 280.10(a) does not apply: AFor tests
conducted in a Registered Facility, and not in a |aboratory on
the Accredited Laboratory List, if a manufacturer represents that
the fasteners in a particular sanpl e have been manufactured to a
standard or specification which does not provide for the size,
selection or integrity of the sanple to be inspected and tested,
the sanple for inspections and tests by the Facility shall be
determ ned by the sanpling plan provided by its Fastener Quality
Assurance System or by standards and specifications intended for
use wth a Fastener Quality Assurance System as appropriate.
O, a manufacturer operating a Registered Facility may elect to
conduct inspections and tests upon all of the fasteners within a
specified |ot, provided that this election is docunented in the

control plan of its Fastener Quality Assurance System(

The | ast sentence in section 280.10(c) has been added because
sanpling is a concept that wll not always be relevant in the
QAS/ SPC environnment. The definition of FQAS speaks about
Aorocess inspection enbodied in a conprehensive and witten
control plan for product/process characteristics, process
controls (including statistical process control), tests, and
measur enent systens that will occur during mass production.@ The

Departnent recogni zes that under QAS/ SPC, sone tests and
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i nspections will be conducted upon every fastener in the |ot.
That is, the test sanple will be one hundred percent of the
fastener lot. The last sentence in section 280.10(c), as it has
been revised as a result of the public comrent process, makes
this point clear by stating that A A] manufacturer operating a
Regi stered Facility may elect to conduct inspections and tests
upon all of the fasteners within a specified |lot, provided that
this election is docunented in the control plan of its Fastener

Qual ity Assurance Systeni.

Comment: Three commenters remarked that the default sanpling
pl ans prescribed in the regulations are overly restrictive. One
commenter cited the exanple of sanpling plans restricting | ot

size to 250,000 pieces while manufacturing |lots may be | arger.

Response: No changes were nmade to the regul ati ons based on this
coment. Section 5(b)(2)(B) of the Act provides that default
sanpling plans prescribed by the Secretary nust, to the extent
practicabl e, use consensus testing standards and rel ated
materials. Sanpling plans are prescribed by these standards and
specifications. N ST does not have the authority to change those

st andar ds.
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280. 12 Applicability

Comment: Eighteen comenters stated that the planned

i npl enentation date of May 26, 1998 will not all ow enough tine
for NI ST to approve Accreditors, for Accreditors to accredit

Regi strars, and for the Registrars to register fastener
manufacturing facilities. Suggested approaches were: (1) to

del ay i npl enentation date of the Act until a sufficient nunber of
facilities are registered, (2) to grant provisional approval of
current QAS-registered facilities and begin audit in six nonths,
(3) to convene a neeting of all interested parties to establish a

reasonable time line for industry conpliance.

Response: The Departnent has studied these comments and assessed
the registration requirenents of the fastener industry. To
accommodate the industry needs, the Departnent has devel oped the
following plan, codified in section 280.810(c)(3), to

provi sionally approve current QAS-registered facilities so that
comerce in fasteners is unaffected as a result of the July 26,

1998 i npl enent ati on date.

If a Facility intends to be listed in accordance with section
280.810(c) (1) but the registration process will not be conpleted

by July 26, 1998, the Facility may be provisionally listed on the
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Facilities List by providing the followwng to NI ST on or before

Sept enber 30, 1998:

1. Certification that: (a)the Facility is registered to QS-9000
or an equivalent by a quality systens registrar; (b)the
Facility conforns to all other requirenents of the Act and
the regulations at the time of certification; (c)if the
Facility ceases to be registered to Q5-9000 or an equival ent
by an accredited Registrar and/or ceases to conformto any
other requirenment of the Act and the regulations at any tine
during the provisional listing period, it will notify N ST
of that fact wthin three working days; and (d)if the
Facility fails to apply to an accredited Registrar for
regi stration under the FQA within 30 days of the tine the
Registrar is accredited by a N ST-approved Accreditor, an
aut hori zed representative of the Facility wll imrediately
notify NIST. (If the Facility=s current Registrar decides
not to seek accreditation under the FQA it is the
Facility=s responsibility to apply to another Registrar that

has been approved by N ST- ABEP.);

2. A list of fasteners produced or processed by the Facility,
identified by either a part nunber or a specification

nunber ;
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3. A list of standards included in the Facility=s registration;

4. A copy of the Facility=s registration certificate; and

5. The listing fee established by NI ST.

The Facility nmust neet all the requirements of the Act and the
regul ations by May 25, 1999. |If the Facility fails to receive
FQA registration by May 25, 1999, it will be renoved fromthe

Facilities List.

Comment: Six commenters requested del aying the inplenentation
date (for exanple, one nore year) so that outstanding questions
can be interpreted and |lead tine provided to get ready for

i npl enmentation of the Act.

Response: Changes were nmade to the regul ati ons based on these
coments. As described earlier, the Departnent has devel oped a
procedure, based on industry input, by which manufacturing
Facilities in the Q5-9000 systemnmay Aself-certify@d for one year.
The Departnent is also delaying the inplenentation date from May
26, 1998 to July 26, 1998, followi ng the Departnent:s
determnation that there will be an insufficient nunber of

accredited | aboratories to performthe volune of inspections and
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testing required on May 26, 1998.

Comment: Three commenters, including a U S. governnment agency,
request ed delaying the inplenentation date until a detailed
regulatory flexibility analysis is conducted and published for
public comment. They claimthe proposed regulations wll have a
significant negative inpact on fastener distributors and
manuf act urers because of the cost of inventory scrapped, the cost
of accrediting |aboratories, the | oss of potential market share
because of exenption of fasteners in free trade zones, the

di sruption in supply and resulting | oss of business to CEM
custoners, the disproportionate cost of |aboratory accreditation
on QAS registered facilities, and the disproportionate cost to

certify raw material s

Response: A detailed regulatory flexibility analysis was
conducted and published as part of the final regulations on

Sept enber 26, 1996, which considered alnost all issues raised by
t hese commenters. The remaining issues related to QAS regul ati ons
wer e addressed as part of the proposed rule on Septenber 8, 1997.
As noted above, the Departnent has del ayed the i mpl enentation

date until July 26, 1998.

Comrent: An agency of the U S. Governnent comrented that the
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proposed rul e does not provide a neani ngful regulatory
alternative to small busi nesses because of the short deadline of
May 26, 1998, and does not address econom c inpact on affected

sectors.

Response: The Departnent has addressed the issue of the short
deadline for registering a sufficient nunber of facilities before
the July 26, 1998 inplenentation date by addi ng section
280.810(c)(3), which allows provisional approval of current QAS-

registered facilities if they nmeet certain requirenents.

The Departnent certified, under 5 U S.C. ' 605(b), that the
proposed rule would not have a significant econom c inpact on a
substantial nunber of small entities. The factual basis for this
certification was published with the proposed rule. The
Departnent does not agree with the comrenter:s concl usi on that

the proposed rule does not afford a neaningful alternative to
smal | busi nesses as no preference is given to | arge nanufacturers
and registrars over small industry participants. This

met hodol ogy woul d be avail able to any business, large or small,

t hat enpl oys QAS of nmanufacturing. Moreover, whether small or

| arge, businesses are not forced to adopt QAS. The anended rule
woul d establish a second option for those nmanufacturers

interested and qualified to use the QAS of nmanufacturing.
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On the issue of cost of inventory produced before the

i npl enentation date, the industry has |ong recogni zed this
probl em and has had adequate tine to react appropriately. This
i ssue has been discussed several tines since the 1992 comment
process. In its January 10, 1995, report and recomrendati ons for
anendi ng the Act, the Public Law Task Force, the fastener

i ndustry coalition, recommended that fasteners manufactured
before the inplenentation date not be allowed to be certified as
conform ng fasteners under the Act. This recomendati on was
endorsed by the Fastener Advisory Conmittee in letters to
Congress dated February 9, 1995. Qher cost elenents were

addressed in the Septenber 26, 1996 notice of final rul emaking.

280. 104 Accreditation of Certain Manufacturing Facilities as

Labor atori es.

Comment: Four commenters stated that the requirenent that in-
process testing be done by a | aboratory on the Accredited
Laboratory List would require a costly additional evaluation of
the | aboratory by an accreditation body. |In addition, one
suggested that the QS-9000 registration process should include

accreditation of the Facility=s | aboratory.



33
Response: No changes were nmade to the regul ati ons based on this
comment. The requirenment that in-process testing be perforned by
a |l aboratory on the Accredited Laboratory List is included in the
regul ati ons because registration of a QAS facility under 1SO
CGui de 9001 or 9002 or (QS-9000 does not include eval uation of
technical credibility and validity of test results from an

accredited | aboratory.

Comment: One commenter stated that having to be assessed by a
body approved by NI ST is just as onerous a burden as getting

| aboratory accreditation.

Response: No changes were nmade to the regul ati ons because section
6 of the Act mandates that |aboratory accreditation be perforned
by accreditation bodies recognized by NIST. Facilities are
brought into the FQA regi ne under section 280.104(a) of the
regul ati ons, which deens registration of Facilities to neet the
requi renents of |aboratory accreditation. Therefore, the Act:s
requi renents for |aboratory accreditation apply to the

registration of Facilities, as well.

Comment: One comment er suggested clarifying the phrase Aany in-
process inspection and testing, @ because it does not include all

i n-process testing at a QAS facility.
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Response: Based on this conmment, the Departnent revised section
280.104(d) of the regulations to clarify which tests nust be

performed by a | aboratory on the Accredited Laboratory List.

Commrent: Three comrent ers suggested nmaking | aboratories used by
QAS registered facilities neet |1SO Guide 25 and proficiency
testing requirements so that QAS registered facilities provide

consistency in accreditation of |aboratories.

Response: Since these requirenents are already present in the

revi sed regul ati ons, no changes were nade.

Comrent: One commenter suggested that since | aboratories nust
conply with stricter standards (ISO 25, EN 45001, etc) than
manuf acturers, the Departnent should allow | aboratories owned by

distributors to use the sane standards as nmanuf acturers.

Response: No changes have been made to the regul ati ons because
manuf acturers foll ow QAS standards defined under section 280.2 of
the regulations to qualify as a QAS facility. D stributors are
not manufacturers manufacturing, hence they cannot follow the
sanme standards as the manufacturers. However, irrespective of the
ownership of the |aboratory, the | aboratory has to neet the sane

requirenents.
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Comment: One commenter stated that recognizing SPC as an
alternative to final testing inspection is unlikely to benefit
t he aerospace industry because aerospace industry specifications

specifically do not allow SPC

Response: No changes were nmade to the regul ati ons based on this
coment because the incorporation of fastener specific QAS
standards is an essential element of the QAS requirenents. |If
the aerospace industry requires final testing and inspection, it

will not be affected by the addition of the QAS option.

Comrent: One commenter suggested that if a chem cal |aboratory is
included in the registration of a QAS registered facility, there

is no need to go to an accredited | aboratory for testing.

Response: No changes were nmade based on this comment. Section
280.104(d) requires that chem cal testing be perforned by a

| aboratory on the Accredited Laboratory List. Section 280.104(b)
allows that such a | aboratory may be | ocated on the sanme prem ses
as a fastener manufacturing facility if the |laboratory is
separately accredited pursuant to a provision of the regulations
ot her than section 280.104(a). Therefore, a chem cal |aboratory

cannot be accredited through registration process.
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Comment: One commenter requested providing clarification as to
when a QAS Facility does testing and when an accredited

| aboratory does testing.

Response: I n response to this comment, section 280.104(d) has

been anended to clarify the requirenents for |aboratory tests.

Subparts I-L: Accreditation of Manufacturing Facilities; Foreign

Accreditors; Accreditors; Registrars.

Comrent: Two commenters requested anmendi ng section 280.800 to
allow the use of QAS facilities registration by another agency,

in addition to N ST.

Response: No changes were nmade to the regul ati ons based on this
coorment. NI ST is the only governnent agency allowed to carry out

| aboratory accreditation under section 6 of the Act.

Comrent: Three comrent ers suggested recogni zi ng accreditation
bodi es that have been recogni zed by organi zati ons ot her than

NI ST. Two comenters nentioned recogni zing accreditation bodies
assessed under the International Accreditation Forum One

comment er suggested that if one accreditation body is recognized
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i n Europe under the Act and the regul ations, N ST should
recogni ze all other bodies that are part of multil ateral

agreenents to which the recogni zed accreditation body is a party.

Response: No changes were nmade to the rule based on this coment.
Section 6 of the Act allows FQA accreditation only by bodies
recogni zed by NIST. Under this regulatory program each
accreditation body nust apply to NIST directly and be

i ndi vidual |y evaluated to obtain recognition. Blanket
accreditation under a multilateral agreenment or under an
international forumwould not allow NIST to ensure that each
accreditation body neets all requirenents of the Act and the

regul ati ons.

Comment: One commenter asked if the Registrars will be required

to eval uate the substantive content of control plan.

Response: Under the definition of a Fastener QAS in section
280. 2, one of the elenents of a QAS is a requirenent that a
fastener manufacturer fully docunent a detailed control plan.
Therefore, it is the responsibility of the manufacturer to
devel op and maintain a detailed control plan. However, as part
of the registration process, a Registrar is required to evaluate

the contents of the control plan.
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Comrent: One commenter stated that in Japan, a governnment body
approves QAS registered fastener manufacturing facilities as JI'S
Mar ki ng factories. In this situation, the comenter asked, how

will the proposed systemof registration work.

Response: No changes were nmade to the regul ati ons based on this
coment because the systemof registration in the current

regul ations is based on internationally accepted procedures. The
system proposed by the commenter is different fromthe
internationally accepted standard procedures. The commenter has
two options to conply with the regulations: 1. Separation of

regi stration and accreditation activities; or 2. Use of a private

registrar to register facilities.

Comment: One commenter asked if the United Kingdom Accreditation

Service (UKAS) can accredit Registrars for QAS assessnents.

Response: No changes were to the regul ations based on this
comrent because the procedures for seeking recognition by N ST-
ABEP are described in the ABEP handbook. |[If interested in
engaging in the accreditation of Registrars, UKAS nust apply to

NI ST- ABEP for recognition.

Comment: One commenter inquired whether approving Registrars w |
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require additional resources for NIST. According to the
comenter, if N ST approves registrars, it will be perceived as
expansi on of governnent into a role previously perfornmed by the
private sector. If that is the case, the commenter asked, why not

NLEST rely on the private sector.

Response: No changes were nmade to the regul ati ons based on this
comment because the revised regulations clarify that NIST w |l

not directly accredit Registrars. NST will rely on N ST-
approved private sector Registrar Accreditation Bodies to perform
Regi strar accreditation. There will be no additional resources
requi red for NI ST because section 6(d)(2) of the Act specifies
that accreditation activities perfornmed by NIST will be on a

rei mbur sabl e basi s.

Comment: One comrenter asked how N ST-ABEP will assure that a
manuf acturer i s conpetent to conduct fastener testing if the

criteria is based on | SO 9000 seri es.

Response: No changes were nmade to the regul ati ons based on this
comment. Registering a fastener manufacturing facility to I SO
9000 does not indicate that the facility is conpetent to perform
| aboratory tests. Any |aboratory tests performed during in-

process inspection and testing nust be perforned by a | aboratory
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on the Accredited Laboratory List.

Comment: One commenter comented that elenments (ii), (iv), and
(v) in proposed section 280.1010(d)(5) are not related to quality

el ement s.

Response: No changes have been made to the regulations as a
result of this comrent. Section 280.1010(d)(5) details the

requi renents for a quality manual, which necessarily nust contain
admnistrative information as well as quality elenents. The sane
information is required by 1SO Guide 61, so these requirenents

are famliar to the industry.

Comment: One commenter asked for clarification of terns used in
sections 280.1010 and 280.1011: Aappropriate international
docunentationf in Section 280.1010(d) (5)(xiv); A nformedg,
Acorrective actionf, and Ainmely and appropriatef in Section

280. 1010 (f); Aappropriate international docunentati on,

A echni cal experts@, Aassessnment of famliarity@ and others in
Section 280.1011. Simlarly, this comenter suggested that

subparts K and L need to be reworked to elim nate vague terns.

Response: No change was nade to the regul ati ons. The ABEP

handbook wi || provide guidance for interpreting these terns.
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Comment: One commenter nentioned that section 280.1010(i)(2), the
prohi bition on disclosure of information about an accreditation
body without its witten consent, could interfere with the
responsibilities of end-users to control the quality of their

suppliers in quality managenent.

Response: No changes were nmade to the regul ati ons based on this
coment. Section 280.1010(i)(2) refers to confidentiality of

i nformati on obtained by the Accreditor concerning the applicant
Regi strars. The Departnent feels that this provision is required
to safeguard confidentiality of the information provided by the
Registrar to its Accreditor. The regul ations do not prevent the
end user fromagetting the quality managenent-rel ated i nformation
of its Registrar fromthe Registrar itself or fromthe Accreditor

with the Registrarzs witten perm ssion

Comment: One commenter stated that there is a high probability of
i nconsi stent requirenments under various registration systens.
This commenter specifically asked how NIST will assure that N ST
and Registrar Accreditation Body recognition requirenents are

equi val ent .

Response: No changes have been made to the regulations in
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response to this coment. Subparts | through L describe the
criteria by which Registrar Accreditation Bodies wll be approved
and by which Registrars will be accredited by the approved
bodies. N ST plans to closely adhere to these requirenents to
mai ntain uniformty anong the Registrars accredited by various

bodi es.

Comment: One commenter asked if auditors will be approved for
appropriate standard industrial codes. The commenter al so asked
if auditors will be required to be experts in both QAS and

fast ener technol ogy.

Response: No changes were nmade to the regul ati ons based on this
comment. Approval of auditors will be the responsibility of
accredited Registrars under subpart L, which is based on | SO
Quide 62. Auditors will be required to be conpetent in both QAS
and fastener technology. Additional requirenments specific to the

fastener technology wll be described in the ABEP Handbook.
Comment: One commenter requested that NI ST function as a
Regi strar Accreditation Body if no accreditation body seeks

NI ST-s appr oval

Response: No changes were nade to regul ati ons based on this
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coment because NI ST does not foresee such a problem The
industry has indicated that accreditation bodies are ready to

apply once the regul ations take effect.

Comment: One commenter suggested that all Registrars currently
approved by Registrar Accreditation Bodies should be
automatically approved by NI ST and all conpanies with QAS systens

accredited by those Registrars should be deenmed to have approved

QAS.

Response: No changes were nmade to the regul ati ons based on this
coment. Recognition of Accreditation Bodies, accreditation of
Regi strars, and registration of Facilities under the Act and the
regul ations include neeting requirenents specific to the Act and
regul ations. Therefore, prior recognition, accreditation, or
regi stration, based on different requirenents, are insufficient

to meet the requirenents of the Act and the regul ations.

Comrent: One comment er suggested appoi nting the major users of

@Q5-9000 as registrars.

Response: The requirenents for an organi zation to qualify as a
registrar are outlined in subpart L. If a major user wants to

becone a registrar, it nust neet those requirenments and nust
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apply to a recogni zed registrar accreditation body to becone an

accredited registrar.

Comment: One commenter requested that the Act should nerely
require that certification [recognition of accreditation bodies
and accreditation of registrars] be nmade in accordance with
appl i cabl e standards because existing certification practices are

sufficient to neet the purposes of the Act.

Response: No changes were nmade to the regul ati ons based on this
coment because existing practices do not require that

accredi ation bodies and registrars neet the specific requirenments
of the Act and its inplenenting regulations and, therefore, are

insufficient for these purposes.

Comment: One comment er suggested nodi fying section 280.1010(e) (1)
by replacing Aartially or in total, for all or part of the

accreditation bodyss scope of accreditationf with Aor FQA (

Response: No changes were nmade to the regul ati ons based on this
coment. The regulations apply only to FQA accreditations, not
all accreditations. Therefore, the current |anguage of section
280.1010(e) refers only to partial or total suspension or

wi t hdrawal of accreditation under the FQA.
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Comment: One commenter suggested nodi fying section
280.1012(c)(2)(iii) by replacing Aproduct categoriesi with

AFast eners.

Response: The Departnent has accepted the suggestion and nodified
section 280.1012(c)(2)(iii) by replacing Aroduct categoriesf

with Aasteners covered by the Act.{

Comment: One commenter requested deleting the requirenent for
accreditors in section 280.1010(b)(17) that they nust have a
structure where nenbers are chosen to provide a bal ance of

interest, where no single interest predom nates.

Response: The Departnent has not nade any changes to section
280.1010(b) (17) based on this comrent because a bal ance of
interest is required to maintain objectivity in making decisions

related to accreditation.

Comment: One commenter requested deleting section
280.1010(b)(18), which is a requirenent for accreditors that
of fer other products, processes or services not to conprom se
confidentiality or the objectivity or inpartiality of its

accreditation process and deci sions.
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Response: No changes were nmade to the regul ati ons based on this
comment because, according to | SO Guide 61, this is a necessary
condition that assures a fair decision making process in granting

accredi tations.

Comment: One commenter suggested the foll ow ng changes to the
proposed regul ations: replace A nternational docunentationf in
section 280.1010(d)(5)(xiv), section 280.1010(b)(2), and section

280.1010(b) (3) with A SO Gui de 10011- 1.8

Response: No changes were nmade to the proposed regul ati ons based
on this coment. The Departnent deliberately used the term

A nternational docunentationi rather than referring to an

exi sting docunent so as not to restrict the interpretation of
that term The Departnent notes that sections 280.1010(b)(2) and
280. 1010(b) (3) do not include the words A nternati onal

docunent ation. @

Comrent: Two commenters requested changi ng the reassessnent
period for accreditors, registrars, and QAS manufacturing
facilities fromtw years to three years to be consistent with

the policies of the International Accreditation Forum

Response: No changes were nmade to the regul ati ons based on this
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comment. The Department has decided to retain the two year
reassessnent period in order to be consistent wwth the | aboratory
accreditation reassessnent period under the Act and the

regul ati ons.

Commrent: Three comrenters requested that N ST should have an

oversight role on the Registrar activities to assure uniformty.

Response: No changes were nmade to the regul ati ons based on this
comment. Detail ed descriptions of oversight roles will appear in

t he ABEP Handbook.

Part 2: Summary of Comments Received on Six Proposed Amendnents.
Si x issues were addressed in the proposed anendnents with a
request for public comment. A discussion of the comments
received, and the actions taken by the Departnent as a result of

t hese comments foll ows:

1. Significant Alterations of Fasteners

O the 125 commenters, 15 comrented on the issue of significant
alteration of fasteners; eight favored the proposed changes to

the FQA regul ations, and seven others offered different issues in
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the area of significant alteration. O the eight commenters who
favored the proposed changes regarding the significant alteration
of fasteners, four were trade associations, three donestic and
one foreign;, tw were fastener manufacturers, one donestic and
one foreign;, one was a fastener distributor; and one was an ot her
interested party. O the seven commenters who proposed changes
regarding the significant alteration of fasteners, three were
government agenci es; two were aerospace manufacturers; and two

were consul tants.

In the notice of proposed rul emaki ng, the Departnent proposed
changes to the definition of Asignificantly alter@ in section
280.2 and to section 280.11(b) to correct editorial errors in the
reference to Rockwell C hardness in these sections. These

changes have been adopted into the final rule.

Comrent: One aer ospace manufacturer, one professional

organi zati on and one consulting organi zati on conmented that other
alterations such as application of adhesives, |ocking elenents
and cutting off of finished fasteners should be consi dered

significant alterations.

Response: Based upon advice fromthe Fastener Advisory Conmttee,

t he Departnent has determ ned that application of adhesives,
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| ocki ng el enments, and cutting off of finished fasteners are not
significant alterations because they do not weaken or otherw se
materially affect the performance or capabilities of fasteners as
they were originally manufactured, grade or property class
mar ked, tested, or represented. This | anguage appears in the
current definition of Asignificantly alter.(@ Therefore, no

changes were nade based on these comments.

Comment: One distributor coomented that clarification is needed
as to whether Acoating@ a fastener with a Rockwell hardness of

C32 or above is a significant alteration.

Response: The definition of Aalter{ as contained in the Act lists
only through-hardening, electroplating, and machi ning as forns of
alteration. The regul ations do not expand upon this definition.

Therefore, Acoating@l other than electroplating is not a

significant alteration under the Act and the regul ations.

Comrent: The Departnent received three coments, two from

di stributors and one from an equi pnent manufacturer, requesting
that the regulations be revised to allow alterers who

el ectroplate the option of either testing or warning rather than

requiring themto test to the plating specifications.
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Response: Based upon advice fromthe Fastener Advisory Conmttee,
whi ch deliberated this issue at great length during the initial
review of the regul ations inplenenting the Act and reconmended
t he requested option not be offered for electroplating due to
concerns about hydrogen enbrittlenment as a result of

el ectropl ating, the Departnent has nade no changes to the rule.

Comrent: One distributor suggested deleting all references to
adhesives and sealants fromthe regul ati ons and wor kshop
mat eri als and requested that the Departnment issue a clarifying

statenent that these issues are not covered by the Act.

Response: No changes have been made to the rule based on this
comment. The definition of Asignificantly alter, as it appears
in the regulations, specifically states that At]he term does not
i nclude the application of adhesives or sealants ... .0 The
Department feels that retaining this definition clarifies what
processes are not considered significant alterations for purposes

of the Act and the regul ati ons.

2. Renoval of Head Mar ki ngs

O the 125 commenters, 18 comrented on the proposed amendnent to
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all ow the renoval of head markings for decorative purposes and to
nmeet custoner needs; eight favored the proposed changes, and 10
were opposed. O the eight commenters who favored the proposed
changes regardi ng the renoval of head markings, five were trade
associ ations; three donestic and two foreign; one was a foreign
equi pnent manufacturer; one was a foreign fastener manufacturer;
and one was a foreign other interested party. O the 10
coment ers who opposed the proposed changes regarding the renoval
of head markings, four were governnent agencies; two were
fastener distributors; two were fastener manufacturers, one
donestic and one foreign; one was a trade associ ation; and one
was an aerospace manufacturer. In all of these coments, it was
noted that the proposed anendnents did not contain the statenent,
if asteners are to be manufactured according to the OEM or maj or
end user standard which does not require head marking@ though the
sane was found in the preanble. This statenent was included in
the preanble in error. Sone of these commenters noted that

removal of head marki ngs woul d not have adverse inplications.

The proposed rule included a proposed new section 280.11(c) to
allow a fastener user or purchaser to special order fasteners
covered under the Act and regul ations without the required
manuf acturer or grade identification markings under certain

conditions. Based on comments received, the Departnent has
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excluded this section fromthe final rule.

Commrent: Two commenters suggested that the head marki ng excl usion

be noved to section 280. 700(Db).

Response: No changes have been nmade based on this proposal. Since
t he Departnent has decided not to adopt the proposed change, it

wi |l not appear in either section.

Comment: Several commenters stated that the proposal to renove
head markings is contrary to the intent of the Act, and that
mar ki ngs are vital for informng the user of strength |evels and
traceability. These commenters enphasized that the renoval of
head mar ki ngs does not conformw th the purpose of the Act that
fasteners conformw th standards to which they were represented
to have been manufactured. One commenter froma trade

associ ation stated that renoval of markings pronotes unsafe
alteration of fasteners. Three commenters (a manufacturer and
two trade associations) noted that allow ng the renoval of
mar ki ngs could lead to m sapplication, msrepresented fasteners,
entry of substandard fasteners into conmerce, and significant
equi pnent failures. These comenters stated that if the end
users want fasteners w thout markings, they can contract to have

t hem made that way. One manufacturer stated that no sales should
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be all owed w thout the markings. Two commenters fromU. S
Gover nment agencies stated that the renoval of head markings
woul d hi nder investigations and reduce accountability; therefore,

it should not be all owed.

Response: Based on these coments, the Departnment has deci ded not

to adopt the proposed change but to retain the existing rule.

3. Supplying Originals vs Copies of Test Reports

O the 125 commenters, 18 comrented on the issue of originals vs.
copies of test reports; 13 favored the proposed changes, and five
wer e opposed. O the 13 commenters who favored the proposed
changes regarding originals vs. copies of test reports, five were
trade associations, two donestic and three foreign; four were
fastener manufacturers, three donestic and one foreign; three
were consultants; and one was a governnment agency. O the five
comenters opposed to the proposed changes, two were gover nnment
agencies; tw were fastener manufacturers, one donestic and one

foreign; and one was a raw material manufacturer.

The proposed rule included a proposed amendnent to the definition
of Aoriginal |aboratory testing report@ in section 280.2 to allow

metal manufacturers, as well as |aboratories, to certify copies
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of |aboratory testing reports of chem cal characteristics. Based
on comments received, the new definition has been included in the
final rule. 1In addition, the Departnment has added a definition

of Acertified copy@ to further clarify the issue.

Commrent: Two foreign equi pment manufacturers comrented that the
proposed rul e does not allow a fastener nmanufacturer to test his
own fasteners rather than rely on the nmetal manufacturer:s

chem cal analysis of the netal.

Response: The Departnent has determ ned that the proposed rule
does not prevent fastener manufacturers who choose to adopt QAS
from obtai ning chem cal anal ysis, provided that the fastener

manuf acturers obtain such analysis froman accredited | aboratory.

Comment : A manuf acturer proposed an approach in which the
fast ener manufacturer keeps the actual test report of materi al
chem stry and transfers only the data fromthe raw material test

report.

Response: The Departnent has determ ned that this approach is not
consistent wwth section 5 of the Act, according to which the
entire chemcal test report is necessary for traceability

pur poses.



55
Comrent: One commenter recommended that the term"certified copy

of test report” be explained or defined.

Response: The Departnent concludes that it would be useful to
provi de gui dance as to what constitutes a certified copy.
Therefore, this final rule anends Section 280.2 to add a
definition to read as follows: "Certified Copy [of a | aboratory
testing report] means a conplete and accurate copy of the
original |aboratory testing report, which contains a statenent
describing it as an accurate and conpl ete copy of the original
and which is signed by an authorized representative of the
accredited | aboratory issuing the report or, in the case of netal
chem stry testing reports, an authorized representative of the

met al nmanuf acturer.

Comment: One consulting firmrecommended that the Departnent
repeal Section 280.15(d) of the regul ations because it allows the
fastener manufacturer to use tests perforned on the raw materials
by the netal manufacturer; however, the fastener manufacturer
cannot prove that fasteners cane fromthe same coil or heat as

requi red by section 280.15(d).

Response: The Departnent has determ ned that repeal of this

section is not appropriate at this tinme. Al low ng chem cal



56
testing of raw material by the nmetal manufacturer to be
sufficient for nmeeting the requirenents of chem cal certification
of fasteners was one of several options recomended by a | arge
segnent of the industry as part of the 1996 anendnents to the

Act. The Fastener Advisory Commttee supported this anmendnent.

4. Laboratory Test Reports

O the 125 commenters, seven commented on the issue of |aboratory
test reports; all favored the proposed changes. O the seven
commenters, three were trade associ ations, two donestic and one
foreign; two were foreign fastener manufacturers; and one was a

consul t ant.

Based on these comments, the Departnent has adopted the proposed
anendnents dealing with a discrepancy in the |anguage used in
reporting of alternative chem cal characteristics. Follow ng the
anendnents, section 280.6(b)(5)(ii), which is redesignated as

section 280.6(c)(5)(ii), reads as foll ows:

Test results for such coil or heat nunmber chem cal

characteristics.

5. New Definition of ALot Number(
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O the 125 commenters, 18 comented on the new definition of |ot
nunmber; four were in favor of the proposed changes, and 14 were
opposed. O the four commenters who favored the proposed
changes, two were trade associations, one donestic and one
foreign; one was a fastener distributor; and one was a
consultant. O the 14 commenters who opposed the proposed
changes, five were fastener manufacturers, four donestic and one
foreign; three were donestic trade associations; three were
gover nment agencies; one was a fastener distributor; one was a

fastener testing | aboratory; and one was an other interested

party.

The proposed rule included a proposed anmendnent to the definition
of Aot nunber( in section 280.2 to include a nunber assigned by
a manufacturer, inporter, distributor, or significant alterer to
the lot. Based on comrents received, the Departnment has excl uded
t he proposed definition of |ot nunber and retained the original
definition of ot nunber in the final rule. Based on the
coments, for purposes of the Act and the regulations, there is
only one |l ot nunber that is assigned by the manufacturer of
fasteners or significant alterers, i.e., the |ot nunber is unique
to the manufacturer or significant alterer. Distributors and
inporters may use Aracking nunbers@; however, if the tracking

nunber is used for lot identification, both | ot nunber and
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tracki ng nunber nmust be used. Therefore, the Departnent has
deci ded not to adopt the proposed change but to retain the
exi sting rule, under which the ALot nunber nmeans a nunber

assi gned by a manufacturer to the lot.{

The follow ng i ssues were highlighted by those that opposed the

adoption of the new definition of |ot nunber:

- allowng distributors and inporters to designate | ot
nunbers wll make it inpossible for users to verify
that the test report relates to the fasteners they receive,

possibly requiring themto engage in costly retesting,

the proposed rule would thwart enforcenment efforts by
creating gaps in the paper trail,
- the proposed rule would conflict wth published consensus
st andar ds,
- the proposed rule would conflict wth numerous Federal and
St at e codes,
- the proposed rule woul d prevent product recalls,

- the proposed rule woul d make counterfeiting easier

These commenters suggested that the original manufacturerzs | ot
nunber and any nunber assigned by an inporter or distributor

shoul d be sent to the end user. Oherwise, nerely requiring that
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a subsequent | ot nunber be traceable to a manufacturer:=s | ot
nunber creates too great a possibility that traceability wll be
| ost. These comments suggested that the | ot nunmber should be
reserved for the nunber assigned to a |ot by the manufacturer;
distributors and inporters may assign their own inventory nunber

or tracking nunber or traceability nunber.

Commrent: One commenter suggested allowing alterers to deliver
only the new | ot nunber assigned by the alterer so long as it is

traceable to the manufacturer=s | ot nunber.

Response: The Departnent does not consider this to be an

appropri ate change because traceability woul d be questi onabl e.

Comrent: A common t henme anong those who supported this proposed
change in the definition of |lot nunber is that distributors and
inporters that use their own | ot nunbers should be able to prove
that those lot nunbers link to manufacturer=s | ot nunbers all the
way back to | adl e analysis, and there should be no provision
allow ng the fasteners to be sold without the manufacturer:s

original |ot nunber.

Response: No changes were nmade to the regul ati ons based on these

coments because inporters and distributors can use a trace
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nunber to avoid confusion with the |ot nunber that is assigned by

manuf act ur ers.

Comment: One comment er asked how the two nunbers should be

identified.

Response: The Departnent recommends that both nunbers, the | ot
nunber assigned by the manufacturer and the trace nunber assigned
by distributor or inporter, appear on the package and wherever

the trace nunber appears.

6. G andf at hered Fasteners |ssue

In response to the notice of proposed rul emaking, N ST received
28 comments on the issue of grandfathering, i.e., representing
that fasteners produced prior to the inplenmentation date of My
26, 1998 are in conpliance with the Act and the regulations. O
t he seven commenters that opposed any form of grandfathering,
three were agencies of the U S. Governnment, two were donestic
fastener manufacturers, and one was a donestic trade association.
O the 21 commenters who suggested that grandfathering of

di fferent degrees should be allowed, 10 were fastener

manuf acturers, nine donestic and one foreign; five were donestic

trade associations; three were fastener distributors; one was a



61

forei gn aut onobil e manufacturer; and one was an other interested

party.

In the notice of proposed rul emaki ng, the Departnent proposed
amendi ng section 280.12(c) of the regulations by noving the | ast
sentence of that section, which states that fasteners

manuf actured prior to the inplenentation date of the Act may not
be represented as being in conformance with the Act or the

regul ations, to section 280.602, Violations. Based on the
comments and because as a prohibition on certain specific
conduct, the | anguage nore appropriately belongs in the

Viol ations section, the Departnent has included this change in
the final rule, with appropriate nodification to reflect the

changes made to section 280.12 that are descri bed bel ow.

Al t hough the comenters supported the proposed change, the
comments NI ST received offered a wide variety of alternative
gr andf at heri ng sol utions. The Departnment considered each of

these, as well as other regulatory alternatives.

The first and nost crucial Aegulatory@ alternative for the
di sposition of pre-existing inventory is found in section 15 of
the Act itself, which provides that the requirenments of the Act

apply only to fasteners manufactured after the inplenentation
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date of the regulation, now set at July 26, 1998. Thus, the sale

of pre-existing inventory after the regul ati on becones effective

is legal, and the fasteners may properly be held out as conplying

with rel evant standards and specifications.

Five other regulatory alternatives have been considered by the
Department during the current rul emaking. The genesis of the
Depar nent=s consi deration of the pre-existing inventory or

Agr andf at heri ng@ i ssue, however, predates the promul gation of the
final rule inplementing the FQA on Septenber 26, 1996. (See 61
FR 50538.) During that rul emaki ng, N ST sought the advice of the
Fastener Advisory Commttee on the grandfathering issue, noting
that the Act prohibited all parties fromholding out fasteners in
the pre-existing inventory as being conpliant w thout the various
| ots of fasteners being retested. The Fastener Advisory

Comm ttee responded that fasteners in the pre-existing inventory,
if not held out as FQA conpliant, could still be sold after the

i npl enmentation of the Act, neaning that the conpanies would
suffer no econom c | oss on these fasteners. The Commttee, also,
however, recommended to NI ST that finished fasteners manufactured
prior to the inplenentation date be permtted to be retested to
be in conpliance with the FQA provided that all the associated
requi renents of law could be net for the lot of fasteners in

question, such as the presence of the original set of
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certifications. The Conmttee al so recommended a one year
noratoriumon the retesting of these fasteners to avoid shortages
in the pipeline that could occur if pre-inplenentation materi al
was put up for retesting at the sanme tinme as new conpl ying
material was put up for initial testing. There also was
di scussion of placing atine limt, i.e., three years or five
years, on retesting of pre-inplenentation fasteners, but no
concl usi on was reached on this issue. The Fastener Advisory
Comm ttee reenphasi zed that if the hol ders of pre-existing
inventory did not wish to incur the cost of retesting after the
proposed noratorium the product would still be saleable in

comrer ce under section 15 of the Act.

Due to concerns about lot integrity and falsification of
certification docunments for pre-inplenentation fasteners, and the
Aot t | e- necki ngl concerns raised by the Fastener Advisory
Committee, in the final regul ations of Septenber 26, 1996, N ST
made no provision for the retesting of the pre-existing
inventory. This effectively neant that the fasteners in the pre-
exi sting inventory, when sold after the effective date of the

regul ations, could not be held out as FQA conpliant.

Fol |l owi ng the Septenber 8, 1997 notice of proposed rul emaki ng,

t he Departnent has considered the follow ng alternative solutions
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to the grandfathering issue, each of which was supported by one

or

(1)

(2)

nore conment s:

Seven of the comments opposed any regul atory change that
woul d permt fasteners manufactured before the effective
date of the regulation to be held out as conplying with the
FQA. The Departnent views this as essentially a
reaffirmation of the proposed change. Anong the reasons
stated for this position were: the inability of a procurer
of fasteners to determ ne whether the fasteners were
manuf act ured pre- or post-FQA;, possible hindrance of the
Governnent:=s ability to prosecute defective or counterfeit
fastener cases currently being investigated; enforcenent
probl ens; the additional cost and demand on | aboratories
that retesting would cause; and the inability to Aupgrade(
| ots of fasteners produced to previous revisions of
consensus standards to certify that they conformto the

requi renents of the current revisions.

One comment suggested that N ST permit new fasteners tested
in a duly accredited FQA | aboratory prior to the effective
date of the regulation be permtted to be held out as FQA

conpliant. N ST deenmed this alternative to be perm ssible

under the FQA since the requirenent of testing in an FQA
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(4)

(5)
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accredited | aboratory has been net.

Two coments suggested that the regul ati on be anended to
permt fasteners to be held out as FQA conpliant if they are
included in lots of fasteners manufactured before the
effective date of the regul ati on but subsequently tested or
retested after the effective date of the regulation in FQA
accredited | aboratories. N ST deened this alternative to be
perm ssi bl e under the FQA since the FQA requirenment of

testing in an FQA accredited | aboratory has been net.

Ei ght comments suggested that since fasteners are

manuf actured to high standards, N ST should permt al
fasteners manufactured prior to the effective date of the
regul ation to be held out as FQA conpliant, regardl ess of
whet her the fasteners were ever tested in a | aboratory,
accredited or otherwise. N ST has rejected this alternative
because the FQA requires that fasteners nust be tested by an
accredited | aboratory to be deened FQA conpliant. Hence,
this alternative is not perm ssible by law, since it does

not require testing.

Si x comments suggested that fasteners manufactured prior to

the effective date be deened to be FQA conpliant after a
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Apaperwor ki revi ew of |aboratory records. N ST has rejected
this alternative because the FQA requires that fasteners
must be tested by an FQA accredited | aboratory to be deened
FQA conpliant. Hence, this alternative is not permssible
by law, since the tests being reviewed were not conducted by

FQA accredited | aboratories.

(6) The recomendation of the Fastener Advisory Committee
received no comment, but is the sixth alternative consi dered

by NI ST.

Thus, NI ST was left wth four |awful alternatives, options (1),
(2), (3), and (6) above. Based upon the public comments, N ST
bel i eves that the weight of the evidence supports the view that
sone form of grandfathering beyond option (1) is appropriate.
Accordingly, N ST has decided to proceed imediately with option
(2) and has included this option in the final rule in sections
280.12(d) and (e). Section 280.12(d) allows that A asteners
manuf actured on or after [insert 30 days after publication of the
regul ations] may be represented, sold, or offered for sale as
conplying with the Act and these regulations if they are tested
and certified by a | aboratory appearing on the Accredited
Laboratory List ... and neet all other requirenents of the Act

and this part.@ Section 280.12(e) allows that A asteners
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manuf actured on or after [30 days after the publication of the
regul ations] by a Facility listed on the Facilities List may be
represented, sold, or offered for sale as conplying with the Act
and reqgulationsf if the Facility neets the requirenments of

section 280.810(c)(3).

NI ST does not believe that the existing record permts it to

endorse either option (3) or (6).

7. Paperwor k Reduction Act and Regul atory Flexibility Act

Various conmmenters questioned the statenents nade in the preanble
to the proposed rule regarding the Paperwork Reduction Act or the
Regul atory Flexibility Act or both. 1In general, these comenters
stated that the Departnent understated the cost to industry to
conply with the Act and regul ations and the inpact that those
costs would have on small businesses. The costs cited in these
comments included the costs of scrapping inventories and

di sruptions to supply because custoners woul d not accept pre-

i npl enentation fasteners on or after the inplenmentation date, the
costs of obtaining |aboratory accreditation or using an
accredited | aboratory, the costs of testing small lots, the costs

of added paperwork and storage of records. Two specific
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proposals were made in regard to this issue. One proposal was to
forma joint governnent-industry task force to nmeasure the costs
of conpliance. The other proposal was to conduct an in-depth
anal ysis of the negative inpact on distributors and manufacturers
under the Regul atory Flexibility Act and publish it for public
comment. Several commenters recommended del ayi ng i npl ementation
of the regul ati ons because of the costs to industry. The
Departnent notes that all of the concerns cited above relate to
the cost of complying with the existing rule. The final rule
creates an option for fastener manufacturers to use, in certain
i nstances, instead of the existing rule. Any costs associ ated
w th devel oping a registered fastener QAS would not be affected
by the costs of conplying with the existing rule. Therefore, the
Departnent is not delaying the inplenentation of the regul ati ons

due to this issue.

Commrent: Two trade organi zations comented that the cost of raw
mat eri al anal ysis obtained by coil analysis is disproportionately

hi gh for small producers.

Response: No change is nmade based on this comment. The
requirenents for raw materi al analysis and reports under the Act
are the sane for |arge producers and small producers. Under the

revised regulations, small firnms may obtain raw material anal ysis



69
reports fromeither the | aboratory that conducted the tests or

fromthe netal manufacturer.

Part 3: Comrents Recei ved Regarding I ssues Not Presented for

Public Comrent in the Notice of Proposed Rul emaking

The Departnent received many comments on issues that were not
presented for public comrent in the notice of proposed

rul emeki ng. These issues included: repeal the Fastener Quality
Act, anmend the Fastener Quality Act, deem conpliance with other
regul ations to be conpliance with the Fastener Quality Act,
create exenptions to the coverage of the Act and regul ations, and
define nore ternms. The Departnment will not respond to these
comments at this tinme because they were not presented for public
comment in the notice of proposed rul emaking but will retain

t hese comments for possible action at a | ater date.

Addi tional |nformation:

Executi ve Order 12866

This rule has been determ ned not to be significant under section

3(f) of Executive Order 12866.
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Executive Order 12612

This rule does not contain policies with Federalisminplications
sufficient to warrant preparation of a Federali sm assessnent

under Executive O der 12612.

Regul atory Flexibility Act

The Assistant General Counsel for Legislation and Regul ation of

t he Departnent of Commerce certified to the Chief Counsel for
Advocacy of the Small Business Administration that this rule wll
not have a significant econom c inpact on a substantial nunber of
smal | entities. N ST received one comment, addressed above,
regarding this certification. This coment did not cause a
change in the determ nation regarding the certification. As a

result, no final regulatory flexibility analysis was prepared.

Paperwor k Reduction Act

Not wi t hst andi ng any ot her provision of the Act, no person is
required to respond to, nor shall any person be subject to a
penalty for failure to conply with a collection-of-information
subject to the requirenents of the Paperwork Reduction Act, 44
U S. C 3501 et seqg., unless that collection of information
displays a currently valid Ofice of Managenent and Budget (QvVB)

control nunber.



71
This rule contains collections of information subject to the
requi renents of the Paperwork Reduction Act that have been
cl eared under OVB Control Nos. 0693-0015 and 0693-0026. The
public reporting burden for the self-certification of QAS
fastener manufacturing facilities is approximtely four hours:
the provisional registration is estimated at three hours, and one
hour for the associ ated recordkeepi ng requirenents. Send
comments regardi ng these burden estimtes or any other aspect of
the data requirenents, including suggestions for reducing the
burden to the O fice of Information and Regulatory Affairs,
O fice of Managenent and Budget, Washington, D.C. 20230
(Attention: N ST Desk Oficer) and to NIST (Attention: FQA
Program Manager, N ST, Building 820, Room 306, National Institute

of Standards and Technol ogy, Gaithersburg, NMD 20899).

Nat i onal Environnmental Policy Act

This rule will not significantly affect the quality of the human
environnent. Therefore, an environnental assessnment or
Envi ronmental |npact Statenment is not required to be prepared

under the National Environnmental Policy Act of 1969.
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Li st of Subjects in 15 CFR Part 280

Busi ness and industry, Fastener industry, |nports

Robert E. Hebner
Acting Deputy Director
Nati onal Institute of

St andards and Technol ogy

Dat ed:

WIlliam A Reinsch
Under Secretary

for Export Adm nistration

Dat ed:
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For reasons set forth in the preanble, Title 15 of the Code of
Federal Regul ations part 280 is anended as foll ows:
PART 280 - Fastener Quality
1. The authority for part 280 continues to read as foll ows:
Aut hority: Section 13 of the Fastener Quality Act (Pub.L. 101-

592, as anmended by Pub.L. 104-113).

2. Section 280.1 is anended by addi ng paragraph (d) to read as

foll ows:

Sec. 280.1 Purpose/description of rule.

* k% *

(d) Delegations of authority. The Secretary of Comrerce has

del egated authority to the Director, National Institute of

St andards and Technol ogy to promul gate regulations in this part
under sections 5 through 8 of the Fastener Quality Act (15 U. S.C.
5404 - 5407). In addition, the Secretary of Conmerce has

del egated concurrent authority to the Under Secretary for Export
Adm ni stration to anmend the regul ations issued under sections 5
through 7 of the Act, regarding enforcenent. The Secretary of
Commerce has al so del egated concurrent authority to anend the
regul ati ons issued under section 8 of the Act, regarding recordal
of insignias, to the Assistant Secretary and Conm ssi oner of

Pat ents and Tr adennar ks.
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3. Section 280.2 is anended by revising the definitions for
accreditation, consensus standards organi zation, and ori gi nal
| aboratory testing report, and addi ng the remaining definitions

as set forth bel ow

Sec. 280.2 Definitions.

Accreditation for purposes of the Act and this part neans
accreditation of a testing |aboratory or the registration of a
fastener manufacturing facility enploying a quality assurance

system (a Facility).

Accredited registrar nmeans a registrar, as defined in this part,
that is accredited by a recogni zed accreditor and appears on the

Regi strars List described in section 280.810(b).

Accreditor neans a Registrar accreditation body that neets the

requi renents of Subpart K of this part.

Aut hori zed representati ve neans an enpl oyee of an organi zation
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who is authorized by that organization to speak on its behal f for

pur poses of the Act and this part.

Certified Copy [of a |l aboratory testing report] means a conpl ete
and accurate copy of the original |aboratory testing report,

whi ch contains a statenent describing it as an accurate and

conpl ete copy of the original and which is signed by an

aut hori zed representative of the accredited | aboratory issuing
the report or, in the case of netal chem stry testing reports, an

aut hori zed representative of the netal manufacturer.

Consensus standards organi zati on neans the Anmerican Society for
Testing and Materials (ASTM, Anerican National Standards
Institute (ANSI), Anerican Society of Mechani cal Engi neers
(ASME), Society of Autonotive Engineers (SAE), or any other
consensus standards setting organi zation (donmestic or foreign)
publicly identified by NI ST as havi ng conparabl e know edge,
expertise, and concern for the health and safety in the field for

whi ch such organi zation purports to set standards.

Facility nmeans a fastener manufacturing facility, or a facility
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perform ng subcontracted processes for a fastener manufacturing
facility, inplenenting a fastener quality assurance system as

defined in this part.

Fastener Quality Assurance System (QAS). (1) Fastener Quality
Assurance System (QAS) neans a fastener manufacturing systemthat
has as a stated goal the prevention of defects through continuous
i nprovenent, and which seeks to attain that goal by
i ncor porating:
(1) advanced quality planning;
(1i) nmonitoring and control of the manufacturing process;
(1i1) process inspection enbodied in a conprehensive and
witten control plan for product/process characteristics,
process controls (including statistical process control),
tests, and neasurenent systens that will occur during mass
production; and
(1v) the creation, maintenance, and retention of electronic,
phot ographi c, or paper records, available for inspection
during the periods required by section 10 of the Act and
section 280.7 of this part, regarding the inspections,
tests, and neasurenments required by or performed pursuant to
the control plan.

(2) A Fastener Quality Assurance System contains the follow ng
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el ements at a m ni num
(1) a docunented quality managenent systemthat satisfies
the requirenents of |1SO 9001 AQuality Systens - Mdel for
qual ity assurance in design, devel opnent, production,
installation and servicing,( | SO9002 Auality Systens -
Model for quality assurance in production, installation and
servicing,@ or other quality system standards that
i ncorporate |1 SO 9001 or 1SO 9002 (e.g. QS-9000, AS-9000,
etc.);
(1i) arequirenent that raw material certification supplied
to the fastener manufacturer shall be traceable to that of a
mll heat of material that has been tested by a | aboratory
on the Accredited Laboratory List;
(ii1) a requirenment that subcontracted processes, including
pl ati ng and heat treating, are controlled by the
manuf acturer, to avoid product |ot contam nation, and that
finished lots of fasteners shall be traceable to
subcontract ed processes perfornmed by a registered Facility
on the Facilities List described in section 280.810 or
tested by a Laboratory on the Laboratories List described in
section 280. 101,
(tv) arequirenent that the fastener manufacturer fully
docunent fastener sanpling and inspection points and an in-

process control plan that enphasi zes defect prevention,
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rel ates frequency of inspection, corrective action for
nonconform ng characteristics, and sanpling frequency and
sanpl e size; a requirenent that the control plan be nade
avai l able to the custonmer upon request and shall identify
t hose standards and specifications upon which the plan is
based; and
(v) a requirenment that the in-process control plan include
those characteristics specified by the QAS standard,
characteristics specifically indicated by applicable
fastener standards and e+ specifications, and those
characteristics as designated by the end user for eval uating

product functionality.

Oiginal laboratory testing report neans: (1) In general, a

| aboratory testing report which is originally signed by an
approved signatory or is a copy thereof, certified by the

| aboratory that conducted the test; or

(2) For purposes of the alternative procedures for chem cal
characteristics described in section 5(d) of the Act and section
280.15 of this part only, a laboratory testing report which is
originally signed by an approved signatory or is a copy thereof,
certified by the |aboratory that conducted the test or by the

met al nmanuf act urer.
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Recogni zed accreditor nmeans an accreditor, as defined in this
part, that is recognized by N ST and appears on the Accreditors

Li st described in section 280.810(a).

Regi stered facility nmeans a facility, as defined in this part,
that is registered by an accredited registrar and appears on the

Facilities List described in section 280.810(c).

Regi strar nmeans a quality systens Registrar that neets the

requi renments of Subpart L of this part.

Regi strati on neans eval uation and certification of a

manuf acturing facility as conpetent to carry out and conform ng
to the applicable requirements of a Fastener Quality Assurance

System when such eval uation and certification is perfornmed by a

Regi strar as defined in this part.

Significantly alter means to alter or take any other action which

coul d weaken or otherwi se materially affect the performance or
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capabilities of the fastener as it was originally manufactured,
grade or property class marked, tested, or represented. The term
does not include the application of adhesives or seal ants,
| ocking el enments, provisions for |ock wires, coatings and
pl ati ngs of parts having a m ni num specifi ed Rockwel |l C hardness
of less than 32, or cutting off of fasteners. The cutting of
finished threaded rods, bars or studs to produce i ndividual
smal l er length threaded studs for resale is not a significant
alteration. However, cut threaded studs, rods, and bars offered
for sale shall be individually marked with the grade or property
class identification marking appearing on or acconpanying the
original threaded studs, rods, and bars from which the fasteners

were cut.

*x * * % %

4. Section 280.6 is revised to read as foll ows:

Sec. 280.6 Laboratory Test Reports

(a) When performng tests for which they are accredited under
this part, each | aboratory accredited under Subparts C, D, or E
of this part and currently listed in the Accredited Laboratory
List shall issue test reports of its work which accurately,

clearly, and unanbi guously present the test conditions, test
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set-up, test results, and all information required by this
section. Al reports nust be in English or be transl ated
into English, nust be signed by an approved signatory, nust be
protected by a tanper resistant system and contain the follow ng

i nformati on:

(1) Nanme and address of the | aboratory;

(2) Unique identification of the test report including date

of issue and serial nunber, or other appropriate neans;

(3) Nanme and address of client;

(4) Fastener Description, including:
(i) Manufacturer (nanme and address);
(i1) Product famly (screw, nut, bolt, washer, or
stud), drive and/or head configurations as applicabl e;
(1i1) Date of manufacture;
(1v) Head markings (describe or draw manufacturer's
recorded insignia and grade identification or property
cl ass synbol s);
(v) Nom nal dinensions (dianeter; length of bolt, screw
or stud; thickness of |oad indicating washer); thread

formand class of fit;
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(vi) Product standards and specifications related to
the laboratory in witing by the manufacturer, inporter
or distributor;
(vii) Lot nunber;
(viii) Specification and grade of material;
(i1 x) Coating material and standard and specification as

appl i cabl e;

(5) Sanmpling information
(1) Standards and specifications or reference for
sanpl i ng schene;

(1i) Final manufacturing |lot size;

(6) Test Results
(1) Test results for each sanple;
(1i) Al deviations fromthe test nethod;
(tit) Al other itenms required on test reports
according to the test nethod;
(iv) Were the report contains results of tests
performed by sub-contractors, these results shall be
clearly identified along with the nane of the
| aboratory and accreditation information listed in
paragraph (a)(10) of this section.

(v) A statenment that the sanples tested either conform



83

or do not conformto the fastener standards and

specifications and identification of any
nonconf or mance, except as provided for in section

280. 13 and 280. 14;

(7) A statenment that the report nust not be reproduced

except in full;

(8) A statenment to the effect that the test report relates

only to the iten(s) tested

(9) Nane, title and signature of approved signatory
accepting technical responsibility for the tests and test

report;

(10) The name of the body which accredited the | aboratory
for the specific tests perfornmed which are the subject of
the report, and code nunber assigned to the | aboratory by

the accreditation body, and the expiration of accreditation.

(b) When performng tests for which they are registered under
this part, each facility registered under Subpart | or J of this
Part and currently listed in the Facilities List shall issue test

reports of its work which accurately, clearly, and unanbi guously
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present test results, and all information required by this
section. In addition, the facilities shall attach reports of
chem cal characteristics and any report of the tests conducted in
a |laboratory under the accredited |aboratories list. Al reports
must be in English or be translated into English, nust be signed
by an approved signatory, nust be protected by a tanper resistant

system and contain the follow ng information:

(1) Nane and address of the facility;

(2) Unique identification of the test report, including
date of issue and serial nunber, or other appropriate neans

including references to control plan identification;

(3) Nane and address of client, if applicable;

(4) Fastener Description, including:
(i) Manufacturer (nane and address);
(ii1) Product famly (screw, nut, bolt, washer, or
stud), drive and/or head configurations as applicabl e;
(1i1)Date of manufacture;
(1v) Head markings (describe or draw manufacturer's
recorded insignia and grade identification or property

cl ass synbol s);
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(v) Nom nal dinensions (dianmeter; length of bolt,
screw or stud; thickness of | oad bearing washer);
thread formand class of fit;
(vi) Product standards and specifications related to
the facility in witing by the manufacturer, inporter
or distributor;
(vii)Lot nunmber;
(viii)Specification and grade of material;
(i1 x) Coating material and standard and specification as

appl i cabl e;

(5) Sanpling information:
(1) Standards and specifications or reference for
sanpl i ng schene;
(1i) Final manufacturing |lot size;
(ti1) ldentification of control plan governing
production of the lot to which the test report is

appl i cabl e;

(6) Test Results:
(1) Test results of actual tests required by
appl i cabl e fastener standards and specifications, and
characteristics designated by the end user;

(1i) Al deviations fromthe test nethod;
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(tit) Al other itenms required on test reports
according to the applicable fastener standards and
specifications, and characteristics designated by the
end user;
(i1v) Were the report contains results of tests
performed by sub-contractors, these results shall be
clearly identified along with the nane of the
| aboratory/facility and accreditation/registration
information listed in paragraph (b)(9) of this section.
(v) Where all processes under the applicable QAS were
found to be in accordance with the inspections, tests
and neasurenents required by the standards and
specifications and the QAS and characteristics
desi gnated by the end user, a statenent that the
sanples tested conformto the applicable fastener
st andards and specifications;
(vi) Where any process under the applicable QAS was
found not to be in accordance with the inspections,
tests, or nmeasurenents required by such QAS, a
statenent that the sanples tested do not conformto the
appl i cabl e fastener standards and specifications and

identification of any nonconformance;

(7) A statenent that the report nust not be reproduced
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except in full;

(8) Nane, title and signature of approved signatory
accepting technical responsibility for the tests and test

report;

(9) The nane of the registrar which registered the facility,
and code nunber assigned to the facility by the registrar,

and the expiration of registration.

(c) For alternative chem cal tests carried out under section
280.15 of this part, each | aboratory accredited under Subparts C,
D, or Eof this part and currently listed in the Accredited
Laboratory List shall provide to the fastener manufacturer,

either directly or through the nmetal manufacturer, a witten

i nspection and testing report containing all required
information. Al reports nmust be in English or be translated
into English, nust be signed by an approved signatory, nust be
protected by a tanper resistant system and contain the follow ng

i nformati on:

(1) Name and address of the | aboratory;
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(2) Unique identification of the test report including date

of

i ssue and serial nunber or other appropriate neans.

(3) Nanme and address of client;

(4) Coil or heat nunber of netal being tested;

(5) Test Results

(1) Actual tests required by the standards and

speci fications;

(1i) Test results for such coil or heat nunber chem cal
characteristics;

(ti1) Al deviations fromthe test nethod,

(tv) Al other itens required on test reports accordi ng
to the test nethod,

(v) Where the report contains results of tests
performed by sub-contractors, these results shall be
clearly identified along with the nane of the

| aboratory and accreditation information listed in
paragraph (c)(9) of this section.

(vi) A statenent that the sanples tested either conform

or do not conformto the netal standards and

specifications and identification of any

nonconf or rance;
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(6) A statenent that the report nust not be reproduced

except in full;

(7) A statement to the effect that the test report relates

only to the iten(s) tested

(8) Nane, title and signature of approved signatory
accepting technical responsibility for the tests and test

report;

(9) The nane of the body which accredited the | aboratory for
the specific tests performed which are the subject of the
report, and code nunber assigned to the | aboratory by the

accreditation body, and the expiration of accreditation.

(d) The laboratory shall issue corrections or additions to a test
report only by a further docunent suitably marked, e.g.,

ASuppl enent to test report serial nunber ..... @ This docunent
must specify which test result is in question, the content of the
result, the explanation of the result, and the reason for

acceptance of the result.

(e) For tests carried out by a Facility registered pursuant to

Subpart | or J of this Part, the Facility shall maintain
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| aboratory test reports in the forns of electronic, photographic,
or paper records, available for inspection during the periods
requi red by section 10 of the Act and section 280.7 of this part,
regardi ng the inspections, tests, and neasurenents required or

performed pursuant to the QAS control plan.

5. Section 280.7 is anended by revising paragraph (a) to read
as follows:

Sec. 280.7 Recordkeepi ng Requirenents.

(a) Each | aboratory accredited under Subparts C, D, or E or
section 280.104 of this part shall retain for 5 years after the
performance of a test all records pertaining to that test
concerning the inspection and testing, and certification, of
fasteners under the Act and this part. The final test report or
the test records maintained by the | aboratory shall contain
sufficient information to permt the test to be repeated at a
later tinme if a retest is necessary. The |aboratory shal

mai ntain the test report and a record of all original
observations, calculations, and derived data. The records shal
include the identity of personnel perform ng the testing.
Procedures for storage and retrieval of records nust be

docunented and maintained in the | aboratory=s quality manual
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*x * * % %

6. Section 280.10 is revised to read as foll ows:

Sec. 280.10 Sanpli ng.

(a) For tests conducted either in a |l aboratory on the Accredited
Laboratory List or in a Registered Facility, if a manufacturer
represents that the fasteners in a particular sanpl e have been
manuf actured to a standard or specification which provides for
the size, selection or integrity of the sanple to be inspected
and tested, the sanple shall be determ ned in accordance with

that standard or specification.

(b) For tests conducted in a |aboratory on the Accredited
Laboratory List, if a manufacturer represents that the fasteners
in a particular sanple have been manufactured to a standard or
speci fication which does not provide for the size, selection or
integrity of the sanple to be inspected and tested, the sanple
shal | be determ ned in accordance with the sanpling plan provided
by ASME/ ANSI B18. 18.2M Inspection and Quality Assurance For

Hi gh- Vol unme Machi ne Assenbly Fasteners; ASME/ ANSI B18. 18. 3M

| nspection and Quality Assurance for Special Purpose Fasteners;

or ASME/ ANSI B18.18.4M | nspection and Quality Assurance for

Hi ghly Speci alized Engi neering Applications--Fasteners.
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(c) For tests conducted in a Registered Facility, and not in a
| aboratory on the Accredited Laboratory List, if a manufacturer
represents that the fasteners in a particular sanpl e have been
manuf actured to a standard or specification which does not
provide for the size, selection or integrity of the sanple to be
i nspected and tested, the sanple for inspections and tests by the
Facility shall be determ ned by the sanpling plan provided by its
Fastener Quality Assurance System or by standards and
specifications intended for use with a Fastener Quality Assurance
System as appropriate. O, a manufacturer operating a
Regi stered Facility may elect to conduct inspections and tests
upon all of the fasteners within a specified |lot, provided that
this election is docunented in the control plan of its Fastener

Qual ity Assurance System

7. Section 280.11 is anended by revising paragraph (b) to read

as foll ows:

Sec. 280.11 Significant Alterations of Fasteners.

*x * * % %

(b) If the significant alteration is only electroplating of
fasteners having a m nimum specified Rockwell C hardness of 32 or
above, the requirenents set forth in paragraphs (a)(2) and (a)(3)

of this section shall not apply, but the alterer shall assign a
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new | ot nunber as set forth in paragraph (a)(1l) of this section
and shall test the electroplated fasteners as required by the

pl ati ng standards and specifications.

*x * * % %

8. Section 280.12 is revised to read as fol |l ows:

Sec. 280.12 Applicability.

(a) The requirenents of the Fastener Quality Act and this part
shal |l be applicable only to fasteners manufactured on or after

July 26, 1998.

(b) Metal manufactured prior to July 26, 1998 nay not be used to

manuf acture fasteners subject to the Act and this part unless the
nmetal has been tested for chem stry pursuant to section 280. 15 of
this part by a |l aboratory accredited under the Act and this part

and the chem cal characteristics of the metal conformto those

requi red by the standards and specifications.

(c) Nothing in the Act and this part prohibits selling finished
fasteners manufactured prior to July 26, 1998 or representing
that such fasteners neet standards and specifications of a

consensus standards organi zati on or a governnment agency.
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(d) Fasteners manufactured on or after [30 days after date of
publication] may be represented, sold, or offered for sale as
conplying with the Act and these regulations if they are tested
and certified by a | aboratory appearing on the Accredited
Laboratory List described in section 280.101, and neet all other

requi renents of the Act and this part.

(e) Fasteners manufactured on or after [30 days after date of
publication] by a Facility listed on the Facilities List may be
represented, sold, or offered for sale as conplying with the Act
and these regul ati ons upon N ST:s acknow edgnent of receipt of

the itenms required in section 280.810(c)(3).

9. Section 280.104 is added to Subpart B to read as foll ows:

Sec. 280.104 Accreditation of Certain Manufacturing Facilities as

Laboratori es

(a) Subject to the limtations contained in paragraphs (b), (c),
and (d) of this section, registration of a fastener manufacturing
facility enploying a fastener quality assurance system shall be
deened to neet the requirenents of accreditation of a |aboratory
for purposes of the Act and this part. The independent third-

party Registrar registering such facility under this section
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shall conply with all procedures set forth in Subparts | through
L of this part. Records docunenting the inspection and testing of
a lot of fasteners perfornmed by such an accredited | aboratory
shall be maintained by the facility in accordance with the
requi renents of sections 280.6, 280.808, and 280.809 of this

part.

(b) I'n any instance where a Facility acconplishes any in-process
i nspection and testing by performng | aboratory tests on a sanple
of fasteners at any stage in the manufacturing process, those
tests nmust be conducted by a | aboratory on the Accredited
Laboratory List. Such a |laboratory nay be |ocated on the sane
prem ses as a fastener manufacturing facility if the |aboratory
is separately accredited pursuant to a provision of this part

ot her than section 280.104(a).

(c) Any |l aboratory tests perforned outside the Facility:=s in-
process inspection and testing nust be conducted by a | aboratory

on the Accredited Laboratory List.

(d) Chem cal and raw material testing nust be perforned by a

| aboratory on the Accredited Laboratory List.
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10. Section 280.602 is anended by revising paragraphs (e)(2),
(h), and (j) and addi ng paragraphs (k), (1), (m, (n), and (0) to

read as foll ows:

Sec. 280.602 Viol ati ons.

*x * * % %

(e) Msrepresentation and conceal nent of facts

* * %

(2) I'n connection with the preparation, subm ssion, use, or
mai nt enance of a | aboratory test report, certificate of
conformance as described in sections 280.5 and 280.6 of this
part, or any quality assurance system docunent required by this
part or;

*x * * % %

(h) Falsification of Docunents Relating to Accreditation of

Laboratories or Registrars or Approval or Recognition of

Accreditors or Accreditation Bodies. No person shall falsify or

make any false or m sleading statenent on or in connection with
any docunent relating to | aboratory accreditation or approval or
recognition of accreditation bodies, Accreditors or Registrars as
requi red by section 6(a) or 6(b) of the Act or this part.

*x * * % %

(j) Falsification of Laboratory Accreditation, Accreditation Body

or Accreditor. No person shall falsely claimto be an accredited
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| aboratory or approved or recognized accreditation body or
Accreditor as described in section 6 of the Act or Subparts B, C,

D, E, I and J of this part.

(k) Sale of fasteners manufactured prior to the inplenentation

date as conpliant with the Act. No person shall represent, sell

or offer for sale fasteners manufactured prior to July 26, 1998
as being in conformance wth the Act or this part except as

provided for in section 280.12(d) or (e) of this part.

(1) Failure to Assign |lot nunber traceable to Manufacturer:s

singl e, unique |ot nunber. No inporter, distributor, or

significant alterer shall assign a | ot nunber unless the assigned
| ot nunber is traceable to a manufacturer:zs single, unique |ot

nunber.

(m Falsification of Docunents relating to the registration of

Fast ener Manufacturing Facilities as accredited | aboratories,

accreditation of Registrars or recognition of Accreditors. No

person shall falsify or make any fal se or m sl eadi ng statenent on
or in connection with any docunent relating to the registration
of Fastener Manufacturing Facilities as accredited | aboratories,
accreditation of Registrars or recognition of Accreditors as

requi red by Subparts I, J, K, and L of this part.
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(n) False claimof registration of Fastener Manufacturing

Facilities as accredited | aboratories, accreditati on of

Regi strars, and recognition of Accreditors. No person shal

falsely claimto be a registered Fastener Manufacturing Facility,
an accredited Registrar, or a recognized Accreditor as descri bed

by Subparts I, J, K, and L of this part.

(o) Falsification of Docunments relating to the Certification of

FQA Conpliance required for provisional listing on the Facilities

List. No person shall falsify or make any fal se or m sl eading
statenent on or in connection with any docunent relating to the
certification of FQA conpliance required for provisional listing

on the Facilities List pursuant to section 280.810(c)(3).

11. Subparts | through L are added to read as foll ows:

Subpart | - Special Rule for the Accreditation of

Certain Fastener Manufacturing Facilities, Whose | nplenented

Fastener Quality Assurance Systens Meet Defined Requirenents, as

Laboratori es

Sec.

280. 800 | nt roducti on.
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280. 801 Appl i cati on.
280. 802 Revi ew and deci si on process.
280. 803 Criteria for recognition.
280. 804 Mai nt ai ni ng recogni zed st at us.
280. 805 Vol untary term nation of recognition.
280. 806 | nvol untary term nation of recognition by NI ST.
280. 807 Subcontracti ng.
280. 808 Reports.
280. 809 Record keepi ng.
280. 810 Li sting of recognized accreditors, accredited
Regi strars, and registered facilities.
280. 811 Renmoval froma |ist.

280. 812 Appeal .

Subpart | - Special Rule for the Accreditation of Certain

Fast ener Manufacturing Facilities, \Wose |npl enented

Fastener Quality Assurance Systens Meet Defi ned

Requi renents, as Laboratories

Sec. 280.800 Introduction.

(a) This special rule applies to those fastener manufacturers,
enpl oying a fastener quality assurance system (QAS) as defined in

this part, who wish to seek accreditation of the particul ar
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manuf acturing facility enploying the QAS as a | aboratory within
the neaning of the Act. This rule consists of this Subpart, and
Subparts J, Kand L. The rule adopts the view that a fastener
manufacturing facility is deenmed to be an accredited | aboratory
for purposes of the Act and this part if such facility enploys a
fastener quality assurance system (QAS) that has been formally
regi stered by a NI ST-recogni zed quality systens Registrar. The
rule applies only to facilities manufacturing fasteners; raw
materials for fastener manufacture nust be tested and certified
by a laboratory |isted on the Accredited Laboratory List. This
Subpart sets out the full process that NI ST requires for the
accreditation of a fastener manufacturing facility enploying a
QAS in the United States: a fastener manufacturing facility
enploying a QAS (a AFacility@) wll be deened to be an accredited
| aboratory if it is registered by a Quality Systens Registrar (a
"Registrar") that in turn has been accredited by a Registrar
Accreditation Body (an "Accreditor") that has been recogni zed by
NI ST. Subpart J provides for foreign Accreditors to be

recogni zed and to recogni ze Registrars under the sane procedures.

(b) A chain is thus established to assure the proper regul ation
of Facilities: N ST recognizes Accreditors that neet the
requi renents of Subpart K of this Part, which is based upon I SO

Gui de 61; the NI ST-recogni zed Accreditors may in turn accredit
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Regi strars that neet the requirenents of Subpart L of this Part,
whi ch is based upon | SO Guide 62. The Registrars, in turn, may
register Facilities that satisfy the elenents of a fastener

qual ity assurance system (QAS), as defined in this part.

(c) Wthin this Subpart, sections 280.801 through 280. 809
contain the procedures that N ST uses to process requests from
Accreditors for recognition by NIST. Section 280.810 establishes
three lists that NIST wll maintain: section 280.810(a) provides
for a list of Accreditors that have been recogni zed by NI ST;
section 280.810(b) provides for a |list of Registrars that have
been accredited by Accreditors |isted according to section
280.810(a); and section 280.810(c) provides for a list of
Facilities that have been registered by Registrars |isted
according to section 280.810(b). The renai nder of this Subpart,
sections 280.811 and 280.812, contain procedural provisions

related to the lists established by section 280. 810.

Sec. 280.801 Application.

(a) Application nust be made by Accreditors to N ST for
recognition to accredit Registrars under the Act. Upon request,
NI ST will provide application forns and instructions. The

applicant shall conplete the application in English and may
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provi de whatever additional enclosures, attachnents or exhibits

the applicant deens appropriate.

(b) Application packages may be obtained from Manager, FQA
Accreditation Body Evaluation Program N ST, Bldg. 820, Room 282,
Gai t hersburg, Maryl and, 20899. Requests nmay be nmade by mail or
by FAX to: (301) 963-2871.

(c) The applicant shall reinburse NIST for all costs incurred in
the evaluation of its accreditation program and subsequent costs
incurred in ensuring the continued conpliance of its program

Rei mbur senent shall be in accordance with the fee schedul e

established by NIST for this purpose.

(d) An application may be revised by an applicant at any tine
prior to the final decision by NIST. An application may be
w t hdrawn by an applicant, w thout prejudice, at any tinme prior

to the final decision by N ST.

Sec. 280.802 Review and deci si on process.

(a) Applications submtted by Accreditors will be accepted by
NI ST and their recei pt acknowl edged in witing. The applications

will be reviewed by N ST against the criteria specified in this
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Subpart and in Subpart K of this part. N ST may request

addi tional information as needed fromthe applicant.

(b) NI ST shall conduct on-site assessnments of the facilities of
the applicant including all of the applicant's organi zational

units and | ocations covered by the application.

(c) If the applicant's programis deened by NIST to have net the
requi renents for recognition, the applicant shall be notified by
NIST in witing. The recognition notice shall include the date
when the recognition begins and the scope of the recognition. The
recognition period shall be for as long as the Accreditor
continues to satisfy the requirenents of section 280.803. As
part of maintaining its approved status, each Accreditor shal
agree to be reassessed by NI ST every two years followng its
initial notice of recognition. N ST will maintain and nmake

available to the public a list of recognized Accreditors.

(d) If the applicant does not neet the requirenents for
recognition, the applicant shall be notified in witing, listing
the specific requirenents fromthis Subpart and Subpart K of this
part which the applicant's program has not net. After receipt of
such a notification, and within the response period provided by

NI ST, the applicant may:
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(1) Submt additional information for further review
Revi ewi ng the new subm ssion may involve additional on-site
visits by NI ST personnel. Additional fees may be required.

O H
(2) Submt a request that the original application be
reconsi dered, including a statenent of reasons why the

appl i cant shoul d have been recogni zed.

Sec. 280.803 Criteria for recognition.

An applicant for N ST recognition nmust denonstrate the ability to
operate a registrar accreditation programconsistent with the
requi renents of this Subpart and Subparts A and K of this part,
and accredit registrars of Facilities to requirenents set out in

Subpart L of this part.

Sec. 280.804 Muintaining recogni zed st at us.

(a) Accreditors shall continue to satisfy all the requirenents

of recognition during the recognition period.

(b) Upon request, recogni zed Accreditors shall make available to

NI ST and/or BXA all records and materials pertaining to the
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program

(c) N ST has the right to participate as an observer during any
on-site visit to a Registrar being audited by a N ST-recogni zed
Accreditor, or a Facility being audited by an accredited

Registrar, or it may performits own surveillance visit of such

bodies at its discretion.

(d) Neither the Accreditor, nor any Registrar it accredits, nor
any Facility registered under the Act and this part shall take
any action which states or inplies the approval, or endorsenent
by NI ST or any ot her agency of the U S. Federal CGovernnment of any
product or report pertaining to a product associated with any
activities carried out under the recognition. None of these
entities may take any action which states or inplies that they
are recogni zed or authorized by NIST to act or performin any
area(s) beyond that which was specified in their recognition

under this part.

Sec. 280.805 Voluntary term nation of recognition.

An Accreditor may voluntarily termnate its recognition by giving
witten notice to NIST and to all Registrars accredited by that

body under its accreditation program The witten notice shal



106

state the date on which the termination will take effect.

Sec. 280.806 Involuntary term nation of recognition by N ST.

(a) N ST may termnate or suspend its recognition of an
Accreditor if such an action is deened to be in the public

i nterest.

(b) Before termnating the recognition of an Accreditor, N ST
will notify the Accreditor in witing, giving it the opportunity
to rebut or correct the stated reasons for the proposed
termnation. |If the problens are not corrected or reconciled

wi thin 30 days, or such longer tine as NIST in its sole

discretion may grant, the termnation shall becone effective.

(c) An Accreditor may appeal a termnation to the Director by
submtting a statenent of reasons why the recognition should not
be termnated. N ST may, at its discretion, hold in abeyance the
term nation action pending a final decision by the Director.
Wthin 60 days follow ng recei pt of the appeal, the Director

shall informthe Accreditor in witing of his or her decision.

(d) Registrars and regi stered organi zati ons whi ch have been

listed by NIST in accordance with this Subpart, based on their
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accreditation by an Accreditor whose recognition has been
term nated, shall be renoved fromthe |ist, unless an exception

is granted by NI ST.

Sec. 280. 807 Subcontracti ng.

| f a recogni zed Accreditor, an accredited Registrar, or a
registered Facility subcontracts any of its functions to another
entity it nust place the work with another recognized Accreditor,
accredited Registrar, or registered Facility; informthe client,
before the fact, that subcontracting will be necessary, and
clearly indicate in all appropriate records, and reports to the

client, specifically what functions were subcontract ed.

Sec. 280.808 Reports.

Reports and records shall be maintained in such a manner to
preserve original data, and be collected as required into a final
form sufficient to satisfy custoner and | egal requirenents.
Such reports shall be provided upon request to the Bureau of
Export Adm nistration, to the National Institute of Standards and
Technol ogy, or to any ot her agency of the federal governnent

authorized to obtain such records under this part.
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Sec. 280.809 Record keepi ng.

Each recogni zed Accreditor, accredited Registrar, or fastener
manuf act urer whose Facility has been registered shall retain al
applicable records required under the Act and this part for 5
years. All records are subject to the requirenents in section

280.7 of this part.

Sec. 280.810 Listing of recognized accreditors, accredited

registrars, and registered facilities.

(a) List of Accreditors. N ST shall prepare and naintain a |ist
of Accreditors recogni zed under this Subpart and Subpart J of

this Part.

(b) List of Registrars. NI ST shall prepare and maintain a |i st
of Registrars accredited by Accreditors listed in accordance with

section 280.810(a).

(1) Nanes and information regardi ng accredited Registrars
may only be included on the list frominformation submtted
to NI ST by an Accreditor listed in accordance with section
280.810(a) that submts the listing fee established by N ST

and the followng information, in English:
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(1) the name of the Accreditor which granted the

accreditation;

(1i) the nanme and address of the Registrar affected by

the accreditation action;

(ti1) the nature of the accreditation action (e.qg.,

initial accreditation, renewal of accreditation, etc.);

(iv) a copy of the Registrar:zs accreditation
certificate and a scope of accreditation which states
the quality system standard(s) for which the Registrar
has been accredited for purposes of assessing and

regi stering a fastener manufacturer=s Facility; and

(v) the nanme and tel ephone nunber of the accredited
Regi strar=s authori zed representative(s), and

i nformati on concerning the physical |ocations of al
organi zational units involved in the accreditation

activities.

Al'l Accreditors listed by NIST in accordance with

section 280.810(a) shall pronptly notify N ST of each
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accreditation action taken. Accreditation actions include
initial accreditations, denials of accreditation, renewals,
suspensions, term nations, and changes in scope.
Notifications shall be filed with: Fastener Quality Act
Program Manager, Ofice of Standards Services, National
Institute of Standards and Technol ogy, Gaithersburg,

Maryl and 20899.

(c) List of facilities. N ST shall prepare and nmaintain a |ist
of Facilities registered by Registrars listed in accordance with

section 280.810(b).

(1) Nanes and information regarding registered Facilities

may only be included on the list frominformation submtted
to NI ST by accredited Registrars listed in accordance with

section 280.810(b) that submt the listing fee established

by NI ST, through their Accreditors, and the follow ng

i nformati on:

(1) the nanme of the fastener manufacturer and the

address of the registered Facility;

(1i) the nanme of the authorized representative of the

fastener manufacturer whose Facility is registered;
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(ti1) the scope of registration, stating the quality
system standard(s) to which the Facility has been

regi stered; and

(tv) the effective dates of the registration.

(2) Al Registrars listed by NIST in accordance with
section 280.810(b) shall pronptly notify N ST of each
regi stration action. Registration actions include initial
regi strations, denials of registration, renewals,
suspensions, term nations, and changes in scope.
Notifications shall be filed with: Fastener Quality Act
Program Manager, Ofice of Standards Services, National
Institute of Standards and Technol ogy, Gaithersburg,

Maryl and 20899.

(3)(i) If a Facility intends to be listed in accordance with
section 280.810(c) (1) but the registration process wll not
be conpleted by July 26, 1998, the Facility may be
provisionally listed on the Facilities List by providing the
followwng to NI ST on or before Septenber 30, 1998:
(A) certification that:
(1) the Facility is registered to QS5-9000 or

an equivalent by a quality systens registrar;
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(2) the Facility confornms to all other
requi renents of the Act and these regul ations
at the time of certification;
(3) if the Facility ceases to be registered
to QS5-9000 or an equivalent by an accredited
Regi strar and/or ceases to conformto any
ot her requirenment of the Act and these
regul ations at any tinme during the
provisional listing period, it will notify
NI ST of that fact within three working days;
and
(4) if the Facility fails to apply to an
accredited Registrar for registration under
the FQA within 30 days of the tine the
Regi strar is accredited by a N ST-approved
Accreditor, an authorized representative of
the Facility will inmmediately notify NI ST.
(I'f the Facility=s current Regi strar decides
not to seek accreditation under the FQA it
is the Facility=s responsibility to apply to
anot her Regi strar that has been approved by
NI ST- ABEP. ) ;

(B) alist of fasteners produced or processed by

the Facility, identified by either a part nunber
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or a specification nunber;

(C© alist of standards included in the Facility:s

regi stration

(D) a copy of the Facility=s registration

certificate; and

(E) the listing fee established by N ST.
(1i) The Facility nust neet all the requirenents of the
Act and these regul ations by May 25, 1999. If the
Facility fails to receive FQA registration by May 25,

1999, it will be renoved fromthe Facilities List.

(d) These lists will be readily accessible to the public. Only
entities listed by NIST are authorized to offer services which
conply with the Act and this part. N ST shall revise as
appropriate all listings when notified of applicable actions and
shal | take appropriate steps to make changes pronptly avail abl e

to the public.

Sec. 280.811 Renobval froma |ist.

NI ST may renove froma list any listed entity if N ST deens such
action to be in the public interest. An entity may appeal the
removal or proposed renoval froma list to the Director by

submtting a statenment of reasons why it should remain on the
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list. NST may, at its discretion, hold in abeyance a renoval
action pending a final decision by the Director. The Director
shall informthe entity in witing of the decision within sixty

days follow ng recei pt of the appeal.

Sec. 280.812 Appeal .

An applicant Accreditor, Registrar, or fastener manufacturer
whose Facility has been regi stered may appeal the renoval or
proposed renoval fromthe Accreditors list, the Registrars list,

or the Facilities list, to the Director.

Subpart J - Recognition of Foreign Registrar

Accreditati on Bodi es

Sec.
280. 900 | nt roducti on.

280. 901 Recognition of foreign entities.

Subpart J - Recognition of Foreign Registrar Accreditation Bodies

Sec. 280.900 Introduction.
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In accordance with section 6(a)(1)(C of the Act, this Subpart
sets forth the conditions under which the recognition of foreign
entities by their governnments, by organizations acting on behalf
of their governnents, or by organizations recogni zed by the

Director shall be deened to neet the requirenents of the Act.

Sec 280.901 Recognition of foreign entities.

Forei gn Accreditors w shing to be recognized to accredit

Regi strars must submt an application for evaluation to N ST
according to Subpart | of this Part. N ST recognitionis limted
to bodies that accredit Registrars which register Facilities
produci ng fasteners covered by the Act. To be recogni zed by

NI ST, Accreditors nust neet conditions set out in Subparts | and
K of this Part and accredit Registrars of Facilities to

conditions set out in Subpart L of this Part.

Subpart K - Requirenents for Registrar

Accreditation Bodies (Accreditors)

Gener al
280. 1000 |Introduction.
280. 1001 Scope.

Requi renments for Accreditors
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280. 1010 Accreditors.

280. 1011 Accreditor personnel.

280. 1012 Deci sion on accreditation.

280.1013 References to accredited status.

280. 1014 Change in the accreditation.

280. 1015 Appeal s, conplaints and di sputes.

280. 1016 Access to records of appeals, conplaints and di sputes.
Requi renments for Assessnent

280. 1020 Application for accreditation.

280. 1021 Preparation for assessnent.

280. 1022 Assessnent.

280. 1023 Assessnent report.

280. 1024 Surveillance and reassessnent procedures.

Subpart K - Requirenents for Registrar Accreditation Bodies

(Accreditors)

Gener al

Sec. 280.1000 Introduction.

This Subpart sets out organizational, operational and other
requi renents that must be nmet by all Accreditors recogni zed by

NI ST under Subpart | or J of this part. This Subpart also sets
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out the requirenents agai nst which an Accreditor assesses the

conpet ence of an applicant Registrar.

Sec. 280.1001 Scope.

These are general requirenents for an Accreditor to followif it

is to be recognized as conpetent and reliable in assessing and

subsequently accrediting Registrars.

Requi renents for Accreditors

Sec. 280.1010 Accreditors.

(a) Ceneral provisions. (1) The policies and procedures under

whi ch the Accreditor operates shall be non-discrimnatory, and
they shall be adm nistered in a non-discrimnatory manner.
Procedures shall not be used to inpede or inhibit access by

appl i cant bodies other than as specified in this part.

(2) The Accreditor shall nmake its services accessible to
all applicants whose activities fall wthin its declared
field of operation. There shall not be undue financial or
ot her conditions. Access shall not be conditional upon the

size of the applicant body or nenbership of any association
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or group, nor shall accreditation be conditional upon the

nunber of bodi es al ready accredited.

(3) The accreditation criteria against which the conpetence
of a Registrar is assessed shall be those outlined in
Subpart L of this part. |If an explanation is required as to
the application of these docunents to a specific
accreditation program it shall be fornmul ated by rel evant
and inpartial commttees or persons possessing the necessary

techni cal conpetence, and published by the Accreditor.

(4) The Accreditor shall confine its requirenents,
assessnent and deci sions on accreditation to those matters
specifically related to the scope of the accreditation being

consi der ed.

(b) Organi zation of a recogni zed Accreditor. The structure of

the Accreditor shall be such as to give confidence in its

accreditations. In particular, the Accreditor shall:

(1) Be inpartial;

(2) Be responsible for its decisions relating to the

granting, naintaining, extending, reducing, suspending and
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wi t hdrawi ng of accreditation;
(3) ldentify the managenent (conmttee, group or person)
which will have overall responsibility for all of the

fol | ow ng:

(1) Performance of assessnent and accreditation as

defined in this part;

(1i1) Formulation of policy matters relating to the

operation of the Accreditor;

(ii1) Decisions on accreditation;

(1v) Supervision of the inplenentation of its policies;

(v) Supervision of the finance of the Accreditor; and

(vi) Delegation of authority to commttees or

i ndi vidual s, as required, to undertake defined

activities on its behal f.

(4) Have docunents which denonstrate that it is a |egal

entity;
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(5) Have a docunented structure which saf eguards
inpartiality, including provisions to assure the
inpartiality of the operations of the Accreditory+; this
structure shall enable the participation of all parties
significantly concerned in the devel opnent of policies and
principles regarding the content and functioning of the

accreditation system

(6) Ensure that each decision on accreditation is taken by a
person or persons different fromthose who carried out the

assessnent;

(7) Have rights and responsibilities relevant to its

accreditation activities;

(8) Have adequate arrangenents to cover liabilities arising

fromits operations and/or activities;

(9) Have financial stability and resources required for the

operation of an accreditation system

(10) Enploy a sufficient nunber of personnel having the
necessary education, training, technical know edge and

experience for performng accreditation functions rel ating
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to the type, range and volunme of work perfornmed, under a

responsi bl e seni or executi ve;

(11) Have a quality system as outlined in paragraph (d) of
this section, giving confidence in its ability to operate an

accreditation systemfor registration bodies;

(12) Have policies and procedures that distinguish between
accreditation and any other activities in which the

Accreditor is engaged;

(13) Together with its senior executive and staff, be free
fromany comercial, financial and other pressures which

m ght influence the results of the accreditation process;

(14) Have formal rules and structure for the appointnent and
operation of any commttees which are involved in the
accreditation process; such coommttees shall be free from
any comrercial, financial and other pressures that m ght

i nfl uence deci si ons;

(15) Ensure that activities of related bodies do not affect
the confidentiality, objectivity or inpartiality of its

accreditations and shall not offer or provide, directly or
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indirectly, those services that accredit others to perform
consulting services to obtain or maintain accreditation, or
services to design, inplenent or maintain a certification

schene;

(16) Have policies and procedures for the resol ution of
conpl ai nts, appeals and di sputes received from bodi es or
ot her parties about the handling of accreditation of any

related matters;

(17) Have a structure where nenbers are chosen to provide a
bal ance of interest, where no single interest predom nates;

and

(18) Assure that other products, processes or services that
may be offered, directly or indirectly, do not conprom se
confidentiality or the objectivity or inpartiality of its

accreditation process and deci sions.

(c) Subcontracting. (1) Wien an Accreditor decides to

subcontract work related to accreditation (e.g. audits) to an
external body or person, a properly docunented agreenent covering
the arrangenents, including confidentiality and conflict of

interest, shall be drawn up. The Accreditor shall:
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(1) Take full responsibility for such subcontracted
work and maintain its responsibility for granting,
mai nt ai ni ng, extendi ng, reducing, suspending or

wi t hdrawi ng accreditation;

(11) Ensure that the subcontracted body or person is
conpetent and conplies with the applicable provisions
of this part, including section 280.807, and is not

i nvol ved, either directly or through its enployer, with
t he design, inplenentation or maintenance of a

regi stration schenme in such a way that inpartiality

coul d be conprom sed; and

(ti1) obtain the consent of the applicant or

accredited body.

(2) Requirenents in paragraphs (c)(1)(i) and (ii) of this
section are also relevant, by extension, when an Accreditor
uses, for granting its own accreditation, work provided by

anot her Accreditor with which it has signed an agreenent.

(d) Quality system (1) The managenent of the Accreditor with

executive responsibility for quality shall define and docunent

its policy for quality, including objectives for quality and its



124
commtnent to quality. The nmanagenent shall ensure that this
policy is understood, inplenented and maintained at all |evels of

t he organi zati on.

(2) The Accreditor shall operate a quality systemin
accordance with the relevant elenents of this part and
appropriate to the type, range and vol une of work perforned.
This quality system shall be docunented, and the

docunent ation shall be available for use by the staff of the

Accreditor.

(3) The Accreditor shall ensure effective inplenentation of

t he docunented quality system procedures and instructions.

(4) The Accreditor shall designate a person with direct
access to its highest executive |evel who, irrespective of
other responsibilities, shall have defined authority to
ensure that a quality systemis established, inplenented and
mai ntai ned in accordance with this part, and report on the
performance of the quality systemto the managenent of the
Accreditor for review and as a basis for inprovenent of the

quality system

(5) The quality systemshall be docunented in a quality
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manual and associ ated quality procedures, and the quality

manual shall contain or refer to at |east the foll ow ng:

(1) A quality policy statenent;

(i) A brief description of the |egal status of the
Accreditor, including the names of its owners, if
applicable, and, if different, the nanes of the persons

who control it;

(1i1) The names, qualifications, experience and terns
of reference of the senior executive and ot her
accreditation personnel influencing the quality of the

accreditation function;

(tv) An organization chart show ng |ines of
authority, responsibility and allocation of functions
stenmm ng fromthe senior executive and, in particular,
the rel ati onship between those responsible for the
assessnment and those nmaki ng deci sions regardi ng

accreditation;

(v) A description of the organization of the

Accreditor, including details of the managenent



126
(commttee, group or person), its constitution, terns

of reference and rul es of procedure;

(vi) The policy and procedures for conducting

managenent revi ews;

(vii) Adm nistrative procedures including docunent

contr ol

(viii) The operational and functional duties and
service pertaining to quality, so that the extent and
limts of each person:ss responsibility are known to al

concer ned;

(1 x) The policy and procedures for the recruitnment and
training of Accreditor personnel (including auditors)

and nonitoring their performance;

(x) Alist of its subcontractors and details of the
procedures for assessing, recording and nonitoring

t heir conpetence;

(xi) Its procedures for handling nonconformties and

for assuring the effectiveness of any corrective
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actions taken;

(xi1) The policy and procedures for inplenmenting the

accreditation process, including:

(A) The conditions for issue, retention and

wi t hdrawal of accreditati on docunents;

(B) Checks of the use and application of

docunents used in the accreditation;

(C The procedures for assessing and accrediting

applicants; and

(D) The procedures for surveillance and

reassessnent of accredited bodies.

(xiii) The policy and procedures for dealing with

appeal s, conplaints and di sputes; and

(xiv) The procedures for conducting internal audits

based on appropriate international docunentation.

(e) Conditions for granting, maintaining, extending, reducing,
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suspendi ng and withdrawi ng accreditation. (1) The Accreditor

shal | specify the conditions for granting, maintaining, extending
and reduci ng accreditation, and the conditions under which
accreditation may be suspended or withdrawn, partially or in
total, for all or part of the accredited body:s scope of
accreditation. In particular, the Accreditor shall require the
accredited body to notify it pronptly of any intended changes to

the quality systemor other changes which may affect conformty.

(2) The Accreditor shall have procedures to grant,

mai ntai n, wthdraw and suspend accreditation; to extend or
reduce the scope of accreditation; and to conduct
reassessnment in the event of changes significantly affecting
the activity and operation of the accredited body (such as
change of ownershi p, changes in personnel or equipnent), or
if analysis of a conplaint or any other information

i ndi cates that the accredited body no | onger conplies with

the requirenents of the Accreditor.

(f) Internal audits and managenent reviews. (1) The Accreditor

shal | conduct periodic internal audits covering all procedures in
a planned and systematic manner, to verify that the quality
systemis being inplenented and is effective. The Accreditor

shal | ensure that personnel responsible for the area audited are
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informed of the outconme of the audit; corrective action is taken
in atinely and appropriate manner; and the results of the audit

are docunent ed.

(2) The top managenent of the Accreditor shall reviewits
quality systemat defined intervals sufficient to ensure its
continuing suitability and effectiveness in satisfying the
requi renents of this part and the stated quality policy and

obj ectives. Records of such reviews shall be naintained.

(g) Docunentation. (1) The Accreditor shall docunent, update

at regular intervals, and nmake avail able (through publications,

el ectronic nedia or other nmeans), on request:

(1) I'nformation about the authority under which the

Accredi tor operates;

(i1) A docunented statenent of its accreditation
system including its rules and procedures for
granting, maintaining, extending, reducing, suspending

and w t hdrawi ng accreditation;

(tit) I'nformation about the assessnent and

accreditation process;
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(tv) A description of the means by which the Accreditor
obt ai ns financial support, and general information on

the fees charged to applicants and accredited bodies;

(v) A description of the rights and duties of
applicants and accredited bodies, as specified,
including requirenments, restrictions or limtations on
the use of the Accreditor:ss | ogo and on the ways of
referring to the accreditation granted, in confornmance

with section 280.804(d); and

(vi) Information on procedures for handling conplaints,

descri bing the scope of accreditation granted to each.

(2) The Accreditor shall establish and maintain procedures
to control all docunents and data that relate to its
accreditation functions. These docunents shall be revi ewed
and approved for adequacy by appropriately authorized and
conpet ent personnel prior to issuing any docunents foll ow ng
initial devel opnent or any subsequent anmendnent or change
being made. A listing of all appropriate docunents with the
respective i ssue and/ or anendnment status identified shall be
mai ntai ned. The distribution of all such docunments shall be

controlled to ensure that the appropriate docunentation is
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made avail able to personnel of the Accreditor, or applicants
and accredited bodies, when required to performany function
relating to the activities of applicants and accredited

bodi es.

(h) Records. (1) The Accreditor shall maintain a record system
to suit its particular circunstances and to conply with this

part. The records shall denonstrate that accreditation
procedures have been effectively fulfilled, particularly with
respect to application fornms, assessnent reports, and ot her
docunents relating to granting, maintaining, extending, reducing,
suspendi ng or withdraw ng accreditation. The records shall be
identified, managed and di sposed of in such a way as to ensure
the integrity of the process and confidentiality of the
information. The records shall be kept for a period of five

years.

(2) The Accreditor shall have a policy and procedures for
retaining records for a period of five years. The
Accreditor shall have a policy and procedures concerning
access to these records consistent wth paragraph (h)(1) of

this section.

(1) Confidentiality. (1) The Accreditor shall have adequate
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arrangenents, consistent with applicable | aws, to safeguard
confidentiality of the information obtained in the course of its
accreditation activities at all levels of its organization,
i ncluding commttees and external bodies or individuals acting on

its behal f.
(2) Except as required in this part, information about a
particul ar body shall not be disclosed to a third party

w thout the witten consent of the body.

Sec. 280. 1011 Accreditor personnel.

(a) Ceneral provisions. (1) The personnel of the Accreditor

i nvol ved in accreditation shall be conpetent for the functions

t hey perform

(2) Information on the relevant qualifications, training
and experience of each nenber of the personnel involved in
the accreditation process shall be maintained by the
Accreditor. Records of training and experience shall be

kept up to date.

(3) dearly docunented instructions shall be available to

t he personnel describing their duties and responsibilities.
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These instructions shall be maintained up to date.

(b) Qualification criteria for auditors and technical experts.

(1) In order to ensure that assessnents are carried out
effectively and uniformy, the mninumrelevant criteria for

conpet ence shall be defined by the Accreditor

(2) Auditors shall neet the requirenents of the appropriate

i nternati onal docunentati on.

(3) Technical experts are not required to conply with the
requi renents for auditors, and guidance on their personal
attributes may be obtained from appropriate international

docunent ati on.

(c) Selection procedure. (1) The Accreditor shall have a

procedure for selecting auditors and, if applicable, technical
experts on the basis of their conpetence, training,

qual i fications and experience, and for initially assessing the
conduct of auditors and technical experts during assessnents, and
subsequently nonitoring the performance of auditors and techni cal

experts.

(2) Wen selecting the audit teamto be appointed for a
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speci fic assessnent, the Accreditor shall ensure that the
skills brought to each assignnent are appropriate. The team

shal | :

(i) Be famliar with the Act and this part,
accreditation procedures and accreditation

requirenents;

(1i1) Have a thorough know edge of the rel evant

assessnent nethod and assessnent docunents;

(1i1) Have appropriate technical know edge of the
fastener technology for which accreditation is sought
and, where relevant with associ ated procedures and
their potential for failure (technical experts who are

not auditors may fulfil this function);

(iv) Have a degree of understanding sufficient to make
a reliable assessnent of the conpetence of the

accredited body to operate within its scope;

(v) Be able to communicate effectively, both in witing

and orally, in the required | anguages;
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(vi) Be free fromany interest that m ght cause team
menbers to act in other than an inpartial or non-

di scri m natory manner, for exanple,

(A) Audit team nenbers or their organization
shal | not have provided consulting services to
the applicant or accredited body which
conprom se the accreditation process and

deci si on; and

(B) I'n accordance with the directives of the
Accreditor, the audit team nenbers shall inform
the Accreditor, prior to the assessnent, about
any existing, former or envisaged |ink between

t hensel ves or their organization and the body to

be assessed.

(d) Contracting of assessnment personnel. The Accreditor shal

require the personnel involved in the assessnent to sign a
contract or other docunent by which they conmt thenselves to
conply with the rules defined by the Accreditor, including those
relating to confidentiality and those relating to i ndependence
fromcomercial and other interest, and any prior and/or present

link with the bodies to be assessed. The Accreditor shall ensure
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t hat, and document how, any subcontracted assessnent personnel
satisfy all the requirenents for personnel outlined in this

Subpart.

(e) Assessnment personnel records. (1) The Accreditor shal

possess and mai ntain up-to-date records on personnel conducting

assessnments, consisting of:

(i) Name and address;

(1i) Affiliation and position held in the organi zation;

(1i1) Educational qualifications and professional

st at us;

(1v) Experience and training in each field of

conpet ence of the Accreditor;

(v) Date of nobst recent updating of record; and

(vi) Performance appraisal .

(2) The Accreditor shall ensure, and verify, that any

subcontracted body maintains records, which satisfy the
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requi renents of this part, of assessnent personnel who are

subcontracted to the Accreditor

(f) Procedures for assessnent teanms. Assessnent teans shall be

provided with up-to-date assessnent instructions and all relevant

informati on on accreditation arrangenents and procedures.

Sec. 280.1012 Decision on accreditation.

(a) The decision whether or not to accredit a body shall be nade
on the basis of the information gathered during the

accreditation process and any other relevant information. Those
who make the accreditation decision shall not have partici pated

in the audit.

(b) The Accreditor shall not delegate authority for granting,
mai nt ai ni ng, extendi ng, reducing, suspending or wthdraw ng

accreditation to an outside person or body.

(c) The Accreditor shall provide to each of its accredited
bodi es accreditati on docunents such as a letter outlining the
scope of accreditation and a certificate signed by an officer who
has been assigned such responsibility. These accreditation

docunents shall identify, for the body and each of its sites
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covered by the accreditation:

(1) The nane and address;

(2) The scope of the accreditation granted, including as

appropri ate:

(1) The type of registration schene;

(1i) The standards and/or other normative docunments and
regul atory requirenents agai nst which products,

services or systens are regi stered; and

(1i1) Fasteners covered by the Act.

(3) The effective date of accreditation and, as applicable,

the termfor which the accreditation is valid.

(d) In response to an application for an anmendnent to the scope
of an accreditation already granted, the Accreditor shall decide
what, if any, assessnent procedure is appropriate to determ ne
whet her or not the amendnent should be granted and shall act

accordingly.
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Sec. 280.1013 References to accredited status.

(a) An Accreditor which is proprietor or licensee of a synbol or
| ogo, intended for use under its accreditation program shal

have a policy governing its use. It shall normally allow an
accredited body to refer to its accreditation in certificates,
reports, and stationery and publicity material relating to

accredited activities.

(b) The Accreditor shall not allow use of its mark or logo in
any way which inplies that the Accreditor itself approved a
product, service or systemregistered by an accredited body.
Were a Facility is registered only wiwth respect to its quality
assurance system the synbol or |logo shall not be used on a
product or in any other way that may be interpreted as denoting

product conformance, as required by section 280.804(d).

(c) The Accreditor shall take suitable action to deal with
incorrect reference to the accreditation system or m sl eading
use of accreditation |logos found in advertisenents, catal ogues,
etc. Such action could include corrective action, wthdrawal of
certificate, publication of the transgression and, if necessary,

ot her | egal action.
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Sec. 280.1014 Change in the accreditation.

The Accreditor shall give due notice of any changes it intends to
make in its requirenents for accreditation. It shall take
account of views expressed by interested parties before deciding
on the precise formand effective date of the changes. Foll ow ng
a decision on, and publication of, the changed requirenents, it
shall verify that each accredited Registrar carries out any
necessary adjustnents to its procedures within such tinme as, in

t he opinion of the Accreditor, is reasonable.

Sec. 280.1015 Appeals, conplaints and di sputes.

The Accreditor shall keep a record of all appeals, conplaints and
di sputes, and renedial actions relative to accreditation; take
appropriate corrective and preventive action; and docunent the

actions taken and assess their effectiveness.

Sec. 280.1016 Access to records of appeals, conplaints and

di sput es.

The Accreditor shall require each applicant and accredited
Regi strar to nake available to it, when requested, the records of

all conplaints, appeals and di sputes, and subsequent actions.
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Requi renents for Assessnent

Sec. 280.1020 Application for accreditation.

(a) (1) As specified in section 280.1010(g)(1) of this part, the
Accreditor shall maintain up-to-date detail ed descriptions of the
assessnment and accreditation procedure, the docunents containing
the requirenents for accreditation, and docunents describing the
rights and duties of accredited Registrars, and shall provide
themto applicants and accredited Registrars. The Accreditor

shall require that an accredited Registrar:

(1) Always conplies with the relevant provisions of this

part;

(i1) Makes all necessary arrangenents for the conduct of the
assessnent, including provision for exam ning docunentation
and the access to all areas, records (including internal
audit reports) and personnel for the purposes of assessnent,

surveil l ance, reassessnent and resol ution of conplaints;

(ti1) Only clains that it is accredited with respect to
those activities for which it has been granted

accreditation;
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(1v) Does not use its accreditation in such a manner as to
bring the Accreditor into disrepute, and does not make any
statenment regarding its accreditation which the Accreditor

may consi der m sl eadi ng or unaut hori zed;

(v) Upon suspension or withdrawal of its accreditation,
di scontinues use of all advertising matter that contains any
reference thereto and returns any accreditati on docunents as

requi red by the Accreditor;

(vi) Does not allow the fact of its accreditation to be used
to inply that a product, process, system or person is
approved by the Accreditor, as required by section

280. 804(d) :

(vii) Ensures that no accreditation docunent, mark or
report, or any part thereof, is used in a m sleading manner;

and

(viii) In making reference to its accreditation status in
communi cation nedia such as docunents, brochures or
advertising, conplies with the requirenents of the

Accreditor.



143
(2) When the desired scope of accreditation is related to a
speci fic program any necessary explanation shall be provided to
the applicant. |If requested, additional application information

shal | be provided to the body.

(b) The Accreditor shall require an official application form
duly conpleted and signed by a duly authorized representative of

the applicant, in which or attached to which:

(1) The scope of the desired accreditation is defined; and

(2) The applicant agrees to conply with the requirenents for
accreditation and to supply any infornmation needed for its

eval uati on.

(c) At least the followi ng shall be provided by the applicant

prior to the on-site assessnent:

(1) The general features of the applicant body, such as
corporate entity, nane, address, |egal status and, where

rel evant, hunman and techni cal resources;

(2) General information concerning the body covered by the

application, such as its functions, and its relationship in
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a larger corporate entity, and its physical |ocations;
(3) A description of the systens or products it registers
and the standards or other normative docunents applicable to

each; and

(4) A copy of its quality manual and, where required, the

associ at ed docunent ati on.

Sec. 280.1021 Preparation for assessnent.

(a) Before proceeding with the assessnment, the Accreditor shal
conduct, and maintain records of, a review of the request for

accreditation to ensure that:

(1) The requirenments for accreditation are clearly defined

and docunent ed;

(2) Any difference in understandi ng between the Accreditor

and the applicant is resol ved; and

(3) The Accreditor has the capability to performthe
accreditation service wwth respect to the scope of the

accreditation sought, the location of the applicant:s
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operations, and any special requirenents such as the

| anguage used by the applicant.

(b) The Accreditor shall prepare a plan for its assessnent

activities to allow for the necessary arrangenents to be nade.

(c) The Accreditor shall nomnate a qualified audit teamto
evaluate all material collected fromthe applicant and to conduct
the audit on its behalf. Experts in the areas to be assessed nmay

be attached to the Accreditor:s team as advi sers.

(d) The applicant shall be informed of the nanes of the nenbers
of the audit teamwho wll carry out the assessnent, with
sufficient notice to appeal against the appoi ntnment of any

particul ar auditors or experts.

(e) The audit teamshall be formally appointed and provided with
t he appropriate worki ng docunents. The plan for and the date of
the audit shall be agreed upon wth the applicant. The nmandate
given to the audit teamshall be clearly defined and nmade known
to the applicant, and shall require the audit teamto exam ne the
structure, policies and procedures of the applicant, and confirm
that these neet all the requirenents relevant to the scope of

accreditation, and that the procedures are inplenented and are
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such as to give confidence in the registrations of the applicant.

Sec. 280.1022 Assessnent.

(a) The audit team shall assess all services of the applicant
covered by the defined scope against all applicable accreditation

requirenents.

(b) The Accreditor shall witness fully the on-site activities of
one or nore assessnents or audits conducted by an applicant
before an initial accreditation is granted for any function

requiring on-site activity by the applicant

Sec. 280.1023 Assessnent report.

(a) The Accreditor may adopt reporting procedures that suit its

needs but, as a mninmum these procedures shall ensure that:

(1) A neeting takes place between the audit team and the
appl i cant:s managenent prior to |leaving the prem ses, at
which the audit team provides a witten or oral indication
on the conformty of the applicant wwth the particul ar
accreditation requirenents and provi des an opportunity for

the applicant to ask questions about the findings and their
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basi s;

(2) The audit team provides the Accreditor with a report of
its findings as to the applicantz=s conformty to all of the

accreditation requirenents;

(3) Areport on the outcone of the assessnent is pronptly
brought to the applicant:s attention by the Accreditor,
identifying any nonconformty to be discharged in order to

conply with all of the accreditation requirenents;

(4) The Accreditor shall invite the applicant to conment on
the report and to describe the specific actions taken, or

pl anned to be taken within a defined tinme, to renmedy any
nonconformty with the accreditation requirenents identified
during the assessnent, and shall informthe applicant of the
need for full or partial reassessnment or whether a witten
declaration to be confirmed during surveillance wll be

consi dered adequat e;

(5) The report shall contain as a m ni num

(i) The date(s) of the audit(s);
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(1i) The name(s) of the person(s) responsible for the

report;

(ti1) The nanmes and addresses of all sites audited;

(1v) The assessed scope of accreditation or reference

t heret o;

(v) Comments on the conformty of the applicant with
the accreditation requirenents and, where applicable,
any useful conparisons with the results of previous

assessnent of the applicant; and

(vi) An explanation of any differences fromthe
information presented to the applicant at the closing

meet i ng.

(b) If the final report authorized by the Accreditor differs
fromthe report referred to in paragraphs (b)(3) and (5) of this
section, it shall be submtted to the applicant with an

expl anation of any differences fromthe previous report. The

report shall take into consideration:

(1) The qualification, experience and authority of the staff
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encount er ed;

(2) The adequacy of the internal organization and procedures
adopted by the applicant to give confidence in the quality

of its services; and
(3) The actions taken to correct identified nonconformties
i ncl udi ng, where applicable, those identified at previous

assessnents.

Sec. 280.1024 Surveillance and reassessnent procedures.

(a) The Accreditor shall have an established docunented program
consistent wwth the accreditation granted, for carrying out
periodic surveillance and reassessnent at sufficiently close
intervals to verify that its accredited Registrar continues to

conply with the accreditation requirenents.

(b) Surveillance and reassessnent procedures shall be consistent
with those concerning the assessnent of the applicant as

described in this part.

(c)(1) The Accreditor shall have arrangenents to ensure that an

accredited Registrar infornms it wi thout delay of changes in any
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aspects of its status or operation that affect its:

(1) Legal, commercial or organizational status;

(1i) Organization and managenent, for exanple key

manageri al staff;

(ii1) Policies or procedures, where appropriate,;

(itv) Prem ses; and

(v) Personnel, equipnent, facilities, working

envi ronment or other resources, where significant.

(2) The accredited Registrar shall also informthe
Accreditor of other such matters that nmay affect activities,
or conformance with the requirenments, or any other rel evant

criteria of conpetence specified by the Accreditor.

Subpart L - Requirenents for Registrars

Gener al

280. 1100 I ntroducti on.
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280. 1101 Scope.

Requirenments for Registrars
280. 1110 Registrars.
280. 1111 Regi strar personnel.
280. 1112 Changes in the registration requirenents.
280. 1113 Appeal s, conplaints and di sputes.

Requi renents for Registration
280. 1120 Application for registration.
280. 1121 Preparation for assessnent.
280. 1122 Assessnent.
280. 1123 Assessnent report.
280. 1124 Decision on registration.
280. 1125 Surveillance and reassessnent procedures.
280. 1126 Use of certificates and | ogos.
280. 1127 Access to records of conplaints to fastener

manuf act ur ers.

Subpart L - Requirenents for Registrars

Gener al

Sec. 280.1100 I ntroducti on.

This Subpart sets out organizational, operational and other
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requi renents that must be nmet by all Registrars accredited under

Subparts | or J of this part.

Sec. 280.1101 Scope.

These are general requirements that nust be nmet by a third-party
body registering Facilities. Note: In sonme countries, the
bodi es which verify conformty of quality systens to specified
standards are called Aertification bodies,{ in others
Aregistration bodies,( in others Aassessnent and registration
bodi esf or Acertification/registration bodies,® and in still
others Aegistrars.il Reference to such bodies as ARegi strarsf

shoul d not be understood to be limting.

Requi renments for Registrars

Sec. 280.1110 Regi strars.

(a) Ceneral provisions. (1) The policies and procedures under

whi ch the Registrar operates shall be non-discrimnatory, and
they shall be adm nistered in a non-discrimnatory manner.
Procedures shall not be used to inpede or inhibit access by

applicants other than as specified in this part.
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(2) The Registrar shall make its services accessible to al
applicants. There shall not be undue financial or other
conditions. Access shall not be conditional upon the size
of the applicant body or nenbership of any association or
group, nor shall registration be conditional upon the nunber

of Facilities already registered.

(3) The criteria against which the quality assurance system
of an applicant is assessed shall be those outlined in the
qual ity system standards or other nornmative docunents
relevant to the function perforned. |If an explanation is
required as to the application of these docunents to a
specific registration program it shall be formul ated by
relevant and inpartial conmttees or persons possessing the
necessary techni cal conpetence, and published by the

Regi strar.

(4) The Registrar shall confine its requirenents,
assessnent, and decision on registration to those matters
specifically related to the scope of the registration being

consi der ed.

(b) Organization of a registrar. The structure of the Registrar

shall be such as to give confidence in its registrations. In
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particul ar, the Registrar shall:

(1) Be inpartial;

(2) Be responsible for its decisions relating to the

granting, naintaining, extending, reducing, suspending and

wi t hdrawi ng of registration;

(3) Identify the managenent (conm ttee, group, Or person)

which will have overall responsibility for each of the

fol | ow ng:

(1) Performance of assessnent and registration as

defined in this part;

(1i1) Formulation of policy matters relating to the

operation of the Registrar,

(1i1) Decisions on registration;

(1v) Supervision of the inplenentation of its policies;

(v) Supervision of the finances of the Registrar; and
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(vi) Delegation of authority to commttees or in-
di viduals, as required, to undertake defined activities

on its behal f.

(4) Have docunents which denonstrate that it is a |egal

entity;

(5) Have a docunented structure which saf eguards
inpartiality, including provisions to assure the
inpartiality of the operations of the Registrar, this
structure shall enable the participation of all parties
significantly concerned in the devel opnent of policies and
principles regarding the content and functioning of the

regi stration system

(6) Ensure that each decision on registration is taken by a
person or persons different fromthose who carried out the

assessnent;

(7) Have rights and responsibilities relevant to its

registration activities;

(8) Have adequate arrangenents to cover liabilities arising

fromits operations and/or activities;
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(9) Have the financial stability and resources required for

the operation of a registration system

(10) Enploy a sufficient nunber of personnel having the
necessary education, training, technical know edge, and
experience for performng registration functions relating to
the type, range, and volunme of work perfornmed, under a re-

sponsi bl e seni or executi ve;

(11) Have a quality system as outlined in paragraph (d)of
this section, giving confidence in its ability to operate a

regi stration systemfor Facilities;

(12) Have policies and procedures that distinguish between
regi stration and any other activities in which the Registrar

I S engaged;

(13) Together with its senior executive and staff, be free
fromany comrercial, financial, and other pressures which

m ght influence the results of the registration process;

(14) Have formal rules and structures for the appointnent
and operation of any commttees which are involved in the

regi stration process; such conmttees shall be free from any
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commercial, financial, and other pressure that m ght

i nfl uence deci si ons;

(15) Ensure that activities of related bodies do not affect
the confidentiality, objectivity, or inpartiality of its
registrations and shall not offer or provide, directly or
indirectly, those services that it registers others to
perform consulting services to obtain or maintain
registration, or services to design, inplenent, or maintain

quality systens;

(16) Have policies and procedures for the resol ution of
conpl ai nts, appeals, and di sputes received from fastener
manuf acturers or other parties about the handling of

registration or any other related matters;

(17) Have a structure where nenbers are chosen to provide a
bal ance of interests, where no single interest predom nates;

and

(18) Assure that other products, processes, or services that
may be offered, directly or indirectly, do not conprom se
confidentiality or the objectivity or inpartiality of its

regi stration process and deci sions.
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Subcontracting. (1) Wien a Registrar decides to subcontract

work related to registration (e.g. audits) to an external
body or person, a properly docunented agreenent covering the
arrangenments, including confidentiality and conflicts of

interest, shall be drawn up. The Registrar shall:

(1) Take full responsibility for such subcontracted
work and maintain its responsibility for granting,
mai nt ai ni ng, extendi ng, reducing, suspending, or

wi t hdrawi ng regi stration;

(11) Ensure that the subcontracted body or person is
conpetent and conplies with the applicable provisions -
of this part, including section 280.7, and is not

i nvol ved, either directly or through its enployer, with
t he design, inplenentation, or maintenance of a quality
systemin such a way that inpartiality could be

conprom sed; and

(1i1) Qotain the consent of the applicant or fastener

manuf act urer whose Facility is registered.

(2) Requirenents in paragraphs (c)(1) and (2) of this
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section are also relevant, by extension, when a Registrar
uses, for granting its own registration, work provided by

anot her Registrar with which it has signed an agreenent.

(d) Quality system (1) The nmanagenent of the Registrar with

executive responsibility for quality shall define and docunent
its policy for quality, including objectives for quality and its
commtnent to quality. The nmanagenent shall ensure that this
policy is understood, inplenented, and nmaintained at all |evels

of the organi zati on.

(2) The Registrar shall operate a quality systemin
accordance with the relevant elenents of this part and
appropriate to the type, range, and vol une of work
performed. This quality system shall be docunented and the
docunent ation shall be available for use by the staff of the

Regi strar.

(3) The Registrar shall ensure effective inplenmentation of

t he docunented quality system procedures and instructions.

(4) The Registrar shall designate a person with direct
access to its highest executive |evel who, irrespective of

other responsibilities, shall have defined authority to
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ensure that a quality systemis established, inplenented,
and mai ntained in accordance with this part, and report on
the performance of the quality systemto the managenent of
the Registrar for review and as a basis for inprovenent of

the quality system

(5 The quality systemshall be docunented in a quality
manual and associ ated quality procedures and the quality

manual shall contain or refer to at |east the foll ow ng:

(1) Aquality policy statenent;

(i) A brief description of the |legal status of the
Regi strar, including the nanes of its owners, if
applicable, and, if different, the nanes of the persons

who control it;

(1i1) The nanmes and qualifications, experience, and
terms of reference of the senior executive and ot her
certification/registration personnel, affecting the

quality of the certification/registration function;

(1v) An organization chart show ng lines of authority,

responsibility, and allocation of functions stemm ng
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fromthe senior executive and, in particular, the
rel ati onshi p between those responsible for the
assessnment and those taking decisions regarding

regi stration

(v) A description of the organization of the
regi stration body, including details of the managenent
(commttee, group, or person), its constitution, terns

of reference and rul es of procedure;

(vi) The policy and procedures for conducting nman-

agenent revi ews;

(vii) Adm nistrative procedures including docunent

contr ol

(viii) The operational and functional duties and
services pertaining to quality, so that the extent and
limts of each person:ss responsibility are known to al

concer ned;

(1x) The policy and procedures for the recruitnment and
training of registration body personnel (including

auditors) and nonitoring their performance;
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(x) Alist of its subcontractors and details of the
procedure for assessing, recording, and nonitoring

t heir conpetence;

(xi) Its procedures for handling nonconformties and
for assuring the effectiveness of any corrective

actions taken;

(xi1) The policy and procedures for inplenmenting the

regi stration process, including:

(A) The conditions for issue, retention, and

wi t hdrawal of registration docunents;

(B) Checks of the use and application of docu-
ments used in the registration of quality

syst ens;

(C The procedures for assessing and registering
fastener manufacturers: quality systens as

enpl oyed in particular Facilities; and

(D) The procedures for surveillance and re-

assessnent of registered Facilities.
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(xi1i) The policy and procedures for dealing with

appeal s, conplaints, and di sputes; and

(xiv) The procedures for conducting internal audits

based on the provisions described in appropriate

i nternati onal docunentati on.

(e) Conditions for granting, maintaining, extending, reducing,

suspendi ng, and withdrawing registration. (1) The Registrar

shal | specify the conditions for granting, maintaining, reducing,
and extending registration and the conditions under which

regi stration may be suspended or withdrawn, partially or in
total, for all or part of the Facilityss scope of registration.

In particular, the Registrar shall require the fastener
manufacturer to notify it pronptly of any intended changes to the
qual ity assurance system or other changes which may affect

conformty.

(2) The Registrar shall require the fastener manufacturer
to have a docunented quality system which confornms to
applicable quality system standards or other normative

docunent s.

(3) The Registrar shall have procedures to grant, naintain,
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wi thdraw and, if applicable, suspend registration; to extend
or reduce the scope of registration; and to conduct
reassessnent in the event of changes significantly affecting
the activity and operation of the Facility (such as change
of ownershi p, changes in personnel or equipnent), or if
anal ysis of a conplaint or any other information indicates
that the registered fastener Facility no | onger conplies

with the requirenents of the Registrar.

(4) The Registrar shall have docunented procedures which

shal |l be made avail abl e on request for:

(1) I'nitial assessnent and for the surveill ance and
reassessnent of a fastener manufacturer:s quality

assurance system as enployed in a particular Facility;

(1i) Continuing conformty with relevant requirenents;
and for verifying and recording that a fastener
manuf acturer takes corrective action on a tinely basis

to correct all nonconformties; and

(ti1) ldentifying and recordi ng nonconformties and the
need for corrective action by fastener manufacturers on

atinely basis for such itens as incorrect references
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to the registration or m sl eading use of registration

i nf ormati on.

(f) Internal audits and managenent reviews. (1) The Registrar

shal | conduct periodic internal audits covering all procedures in
a planned and systematic manner, to verify that the quality
assurance systemis inplenented and is effective. The Registrar
shal | ensure that personnel responsible for the area audited are
informed of the outconme of the audit; corrective action is taken
inatinely and appropriate manner; and the results of the audit

are recorded.

(2) The top managenent of the Registrar shall reviewits
quality systemat defined intervals sufficient to ensure its
continuing suitability and effectiveness in satisfying the
requi renents of this part and the stated quality policy and

obj ectives. Records of such reviews shall be maintained.

(g) Docunentation. (1) The Registrar shall docunent, update at

regul ar intervals, and nmake avail abl e t hrough publicati ons,

el ectronic nedia, or other neans), on request;

(1) I'nformation about the authority under which the

Regi strar oper at es;
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(1i) A docunented statenent of its registration system
including its rules and procedures for granting,
mai nt ai ni ng, extendi ng, reducing, suspending, and

wi t hdrawi ng regi stration;

(ti1) I'nformation about the assessnent and registration

process;

(1v) A description of the means by which the Registrar
obt ai ns financial support, and general information on
the fees charged to applicants and fastener

manuf acturers whose Facilities have been registered;

(v) A description of the rights and duties of
applicants and fastener manufacturers whose Facilities
have been registered, including requirenents,
restrictions, or limtations on the use of the

Regi strar=s | ogo and on the ways of referring to the

regi stration granted,;

(vi) Information on procedures for handling conplaints,

appeal s and di sputes; and

(vii) Adirectory of registered Facilities, including
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their locations, describing the scope of registration

granted to each.

(2) The Registrar shall establish and maintain procedures
to control all docunents and data that relate to its

regi stration functions. These docunents shall be reviewed
and approved for adequacy by appropriately authorized and
conpet ent personnel prior to issuing any docunents foll ow ng
initial devel opnent or any subsequent anmendnent or change
being made. A listing of all appropriate docunents with the
respective i ssue and/ or anendnment status identified shall be
mai ntai ned. The distribution of all such docunments shall be
controlled to ensure that the appropriate docunentation is
made avail able to personnel of the Registrar or of the
fastener manufacturer whose Facility is registered, when
required to performany function relating to the activities

of an applicant or registered Facility.

(h) Records. (1) The Registrar shall maintain a record system
to suit its particular circunstances and to conply with this
part. The records shall denonstrate that the registration
procedures have been effectively fulfilled, particularly with
respect to application fornms, assessnent reports, and ot her

docunents relating to granting, maintaining, extending, reducing,
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suspendi ng, or withdraw ng registration. The records shall be
identified, managed and di sposed of in such a way as to ensure
the integrity of the process and confidentiality of the
information. The records shall be kept for a period of five

years.

(2) The Registrar shall have a policy and procedures for
retaining records for a period of five years. The Registrar
shal | have a policy and procedures concerning access to

t hese records consistent with paragraph (h)(1) of this

secti on.

(1) Confidentiality. (1) The Registrar shall have adequate

arrangenents, consistent with applicable | aws to safeguard
confidentiality of the information obtained in the course of its
registration activities at all levels of its organization,
i ncluding commttees and external bodies or individuals, acting

on its behal f.

(2) Except as required in this part, information about a
particul ar product, quality assurance system Facility, or
fast ener manufacturer shall not be disclosed to a third
party without the witten consent of the fastener

manuf act ur er.
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(a)

(b)
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280. 1111 Regi strar personnel.

Ceneral provisions.

(1) The personnel of the Registrar involved in registration

shal |l be conpetent for the functions they perform

(2) Information on the relevant qualifications, training
and experience of each nenber of the personnel involved in
the registration process shall be maintained by the

Regi strar. Records of training and experience shall be kept

up to date.

(3) dearly docunented instructions shall be available to

t he personnel describing their duties and responsibilities.

These instructions shall be maintained up to date.

Qualification criteria for auditors and techni cal experts.

(1) In order to ensure that assessnments are carried
out effectively and uniformy, the mnimumrelevant criteria

for conpetence shall be defined by the Registrar

(2) Auditors shall neet the requirenents of the appropriate
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i nternational docunentation. For the assessnent of a
quality system the relevant guidelines for auditing and the
criteria for auditors are those defined in the appropriate

i nternati onal docunentati on.

(3) Technical experts are not required to conply with the
requi renents for auditors, and gui dance on their personal
attributes may be obtained the appropriate international

docunent ati on.

(c) Selection procedure. (1) The Registrar shall have a

procedure for selecting auditors and, if applicable, technical
experts on the basis of their conpetence, training,

qual i fications, and experience, and for initially assessing the
conduct of auditors and technical experts during assessnent and
subsequently nonitoring the performance of auditors and techni cal

experts.

(2) Wen selecting the audit teamto be appointed for a
specific assessnent, the Registrar shall ensure that the
skills brought to each assignnent are appropriate. The team

shal | :

(1) Be famliar with the Act and this part,
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regi stration procedures and registration requirenents;

(1i1) Have a thorough know edge of the rel evant

assessnent nethod and assessnent docunents;

(1i1) Have appropriate technical know edge of the
fastener technology for which registration is sought
and where rel evant with associ ated procedures and their
potential for failure (technical experts who are not

auditors may fulfil this function);

(1v) Have a degree of understanding sufficient to nmake
a reliable assessnent of the conpetence of the Facility
to provide products, processes or services inits

regi stered scope;

(v) Be able to communicate effectively, both in witing

and orally, in the required | anguages;
(vi) Be free fromany interest that m ght cause team
menbers to act in other than an inpartial or non--

di scrim natory manner, for exanple:

(A) Audit team nenbers or their organization
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shal | not have provided consulting services to
t he applicant or fastener manufacturer whose
Facility is registered which conprom se the

regi stration process and deci sion; and

(B) I'n accordance with the directives of the
Regi strar, the audit team nenbers shall inform
the Registrar, prior to the assessnment, about
any existing, former or envisaged |ink between
t hensel ves or their organization and the
fastener manufacturer whose Facility is to be

assessed.

(d) Contracting of assessnment personnel. The Registrar shal

requi re the personnel involved in the assessnment to sign a con-
tract or other docunment by which they commt thenselves to conply
with the rules defined by the Registrar, including those relating
to confidentiality and those relating to i ndependence from
commercial and other interests, and any prior and/or present |ink
with the fastener manufacturers whose Facilities are to be
assessed. The Registrar shall ensure that, and docunent how, any
subcontracted assessnment personnel satisfy all the requirenents

for assessnent personnel outlined in this Subpart.



(e)

173

Assessnent personnel records. (1) The Registrar shall pos-

sess and mai ntain up-to-date records on assessnent personnel,

consi sting of:

()

(i) Name and address;

(1i) Affiliation and position held in the organi zati on,

(1i1) Educational qualifications and professional

st at us;

(1v) Experience and training in each field of com

petence of the Registrar;

(v) Date of nobst recent updating of records; and

(vi) Performance apprai sal .

(2) The Registrar shall ensure and verify that any

subcontracted body mai ntains records which satisfy the

requi renents of this part, of assessnent personnel who are

subcontracted to the Registrar.

Procedures for audit teans. Audit teans shall be provided
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W th up-to-date assessnent instructions and all rel evant

informati on on registration arrangenents and procedures.

Sec. 280.1112 Changes in the registration requirenents.

The Regi strar shall give due notice of any changes it intends to
make in its requirenents for registration. |1t shall take account
of views expressed by the interested parties before deciding on
the precise formand effective date of the changes. Follow ng a
deci sion on, and publication of, the changed requirenents, it
shall verify that each fastener manufacturer whose Facility is
regi stered carries out any necessary adjustnents to its
procedures within such tine as, in the opinion of the Registrar,

i s reasonabl e.

Sec. 280.1113 Appeal s, conplaints and di sputes.

Appeal s, conplaints and di sputes brought before the Registrar by
fastener manufacturers or other parties shall be subject to the
procedures of the Registrar. The Registrar shall keep a record
of all appeals, conplaints and di sputes, and renedi al actions
relative to registration; take appropriate corrective and
preventive action; and docunent the actions taken and assess

their effectiveness.
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Requi renents for Registration

Sec. 280.1120 Application for registration.

(a) (1) As specified in subsection 280.1110(g)(1) of this part,
the Registrar shall naintain up-to-date a detail ed description of
the assessnent and registration procedure, the docunents
containing the requirenents for registration and docunents
describing the rights and duties of fastener manufacturers whose
Facilities are registered, and shall provide themto applicants
and those fastener manufacturers. The Registrar shall require

that a fastener manufacturer whose Facility is registered:

(1) Always conplies with the relevant provisions of this

part;

(i1) Makes all necessary arrangenents for the conduct of the
assessnent, including provision for exam ning docunentation
and the access to all areas, records (including internal
audit reports) and personnel for the purposes of assessnent,

surveill ance, reassessnent, and resol ution of conplaints;

(t1i1) Only clainms that its Facility is registered with

respect to those activities for which it has been granted
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regi stration

(1v) Does not use the registration in such a manner as to
bring the Registrar into disrepute, and does not nmake any
statenment regarding its registration which the Registrar may

consi der m sl eadi ng or unauthori zed;

(v) Upon suspension or withdrawal of the registration
(however determ ned), discontinues use of all adverti sing
matter that contains any reference thereto and returns any

regi stration docunents as required by the Registrar;

(vi) Uses registration only to indicate that the quality
assurance systemas enployed in its Facility is in
conformty wth specified standards or other normative
docunents, and does not use the registration to inply that a
product or service is approved by the Registrar, as required

by section 280. 804;

(vii) Ensures that no registration docunent, mark or report,

or any part thereof, is used in a m sleading manner; and

(viiti) I'n making reference to the registration in

communi cati on nmedi a such as docunents, brochures, or
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advertising, conplies with the requirenents of the

Regi strar.

(2) Wen the desired scope of registration is related to a
specific program any necessary explanation shall be provided to
the fastener manufacturer. |If requested, additional application

information shall be provided to the fastener manufacturer.

(b) The Registrar shall require an official application form
duly conpleted and signed by a duly authorized representative of
t he applicant fastener manufacturer in which or attached to

whi ch:
(1) The scope of the desired registration is defined; and
(2) The applicant agrees to conply with the requirenents for
registration and to supply any information needed for its

eval uati on.

(c) (1) At least the followng information shall be provided by

the applicant prior to the on-site assessnent:

(1) The general features of the applicant, such as corporate

entity, nane, addresses, |egal status and, where rel evant,
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human and techni cal resources;

(1i) General information concerning the quality system and

the activities it covers;

(1i1) A description of the systens to be registered and the
standards or other normative docunents applicable to each;

and

(tv) Acopy of its quality manual and, where required, the

associ at ed docunent ati on.

(2) The information gathered fromthe application docunentation
and the quality manual review may be used for the preparation of
the on-site assessnent and shall be treated with appropriate

confidentiality.

Sec. 280.1121 Preparation for assessnent.

(a) Before proceeding with the assessnment the Registrar shal
conduct, and maintain records of, a review of the request for

registration to ensure that:

(1) The requirenments for registration are clearly defined,
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docunent ed, and under st ood;

(2) Any difference in understandi ng between the Registrar

and the applicant is resol ved; and

(3) The Registrar has the capability to performthe
registration service wwth respect to the scope of the
regi stration sought, the location of the applicant's
operations, and any special requirenents such as the

| anguage used by the applicant.

(b) The Registrar shall prepare a plan for its assessnent

activities to allow for the necessary arrangenents to be nade.

(c) The Registrar shall nomnate a qualified audit teamto
evaluate all material collected fromthe applicant and to conduct
the audit on its behalf. Experts in the areas to be assessed nmay

be attached to the Registrar=s team as advi sers.

(d) The fastener manufacturer shall be informed of the nanes of
the nenbers of the audit teamwho will carry out the assessnent,
with sufficient notice to appeal against the appointnment of any

particul ar auditors or experts.
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(e) The audit teamshall be formally appointed and provided with
t he appropriate worki ng docunents. The plan for and the date of
the audit shall be agreed to by the fastener manufacturer. The
mandate given to the audit team shall be clearly defined and nade
known to the fastener manufacturer, and shall require the audit
teamto exam ne the structure, policies, and procedures of the
Facility and the quality assurance systemit enploys, and confirm
that these neet all the requirenents relevant to the scope of
registration, and that the procedures are inplenmented and are
such as to give confidence in the products, processes, or

services of the Facility being eval uat ed.

Sec. 280.1122 Assessnent.

The audit team shall assesses the quality assurance system
enployed in the Facility being eval uated, covered by the defined

scope against all applicable registration requirenents.

Sec. 280.1123 Assessnent report.

(a) The Registrar nmay adopt reporting procedures that suit its

needs but, as a mninmum these procedures shall ensure that:

(1) A neeting takes place between the audit team and the
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fast ener manufacturer:s managenent prior to |leaving the
prem ses, at which the audit team provides a witten or ora
i ndication regarding the conformty of the quality assurance
system as enployed in particular Facility, with the
particul ar registration requirenents and provi des an
opportunity for the fastener manufacturer to ask questions

about the findings and their basis;

(2) The audit team provides the Registrar with a report of
its findings as to the conformty of the quality assurance
system as enployed in the particular Facility, wth all of

the registration requirenents;

(3) Areport on the outcone of the assessnent is pronptly
brought to the fastener manufacturer=s attention by the
Regi strar, identifying any nonconformty to be discharged in

order to conply with all of the registration requirenents;

(4) The Registrar shall invite the fastener manufacturer to
comment on the report and to describe the specific actions
taken, or planned to be taken within a defined tinme, to
remedy any nonconformty with the registration requirenents
identified during the assessnent of its quality assurance

system as enployed in the particular Facility, and shal
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informthe fastener manufacturer of the need for full or
partial reassessnent of its quality assurance system or
whet her a witten declaration to be confirnmed during

surveillance will be considered adequate;

(5) The report shall contain as a m ni num

(i) The date(s) of the audit(s);

(1i) The name(s) of the person(s) responsible for the

report;

(ti1) The nanmes and addresses of the Facility audited;

(1v) The assessed scope of registration or reference
thereto, including reference to the standard(s)

appl i ed;

(v) Comments on the conformty of the quality assurance
system as enployed in the particular Facility, with
the registration requirenents, with a clear statenent
of nonconformty and, where applicable, any useful
conparison wth the results of previous assessnents of

the quality assurance system as enployed in that
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particular Facility; and

(vi) An explanation of any differences fromthe in-

formati on presented to the body at the closing neeting.

(b) If the final report authorized by the Registrar differs from
the report referred to in paragraphs (a)(3) and (5) of this
section, it shall be submtted to the fastener manufacturer with
an explanation of any differences fromthe previous report. The

report shall take into consideration:

(1) The qualification, experience, and authority of the

staff encount ered.

(2) The adequacy of the internal organization and procedures
adopted by the applicant body to give confidence in the
qual ity assurance system as enployed in the particul ar

Facility; and
(3) The actions taken to correct identified nonconformties
i ncl udi ng, where applicable, those identified at previous

assessnents.

Sec. 280.1124 Decision on registration.
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(a) The decision whether or not to register a fastener Facility
shal |l be taken by the Registrar on the basis of the information
gathered during the registration process and any other rel evant
informati on. Those who nmake the registration decision shall not

have participated in the audit.

(b) The Registrar shall not delegate authority for granting,
mai nt ai ni ng, extendi ng, reducing, suspending, or wthdraw ng

registration to an outside person or body.

(c) The Registrar shall provide to each fastener manufacturer
whose Facility is registered, registration docunents such as a
letter or a certificate signed by an officer who has been

assi gned such responsibility. These docunents shall identify,
for the fastener manufacturer and the particular Facility covered

by the registration:

(1) The nane and addresses;

(2) The scope of registration granted, including as

appropri ate:

(1) The quality system standards and/or other normative

docunents to which quality systens are registered;
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(1i) The product, process, or service categories; and,

i f appropriate,

(1i1) Regulatory requirenments, product standards, or
ot her normative docunents agai nst which products are

suppl i ed.

(3) The effective date of registration and the termfor

which the registration is valid.

(d) Any application for amendnent to the scope of a previously
granted registration shall be processed by the Registrar. The
Regi strar shall decide what, if any, assessnment procedure is

appropriate to determ ne whet her or not the anmendnent shoul d be

granted and shall act accordingly.

Sec. 280.1125 Surveillance and reassessnent procedures.

(a) The Registrar shall carry out periodic surveillance and
reassessnent at sufficiently close intervals to verify that its
regi stered Facilities continue to conply with the registration
requi renents. The period involved cannot be greater than one

year.
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(b) Surveillance and reassessnent procedures shall be consistent
wi th those concerning the assessnment of the Facility as descri bed

in this part.

Sec. 280.1126 Use of certificates and | ogos.

(a) The Registrar shall exercise proper control over ownership,
use and display of its quality systemregistration mark and

| ogos.

(b) If the Registrar confers the right to use a synbol or |ogo
to indicate registration of a Facility, the fastener manufacturer
may use the specified synbol or logo only as authorized in
witing by the Registrar. This synbol or |ogo shall not be used
on a product or in a way that may be interpreted as denoting

product conformty.

(c) The Registrar shall take suitable action to deal with
incorrect references to the registration systemor m sl eadi ng use
of certificates and | ogos found in advertisenents, catal ogs, etc.
Such action could include corrective action, wthdrawal of
certificate, publication of the transgression and, if necessary,

ot her | egal action.
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Sec. 280.1127 Access to records of conplaints to fastener

manuf act ur ers.

The Regi strar shall require each fastener manufacturer whose
Facility is registered to nmake available to the Registrar, when
requested, the records of all conplaints and corrective action
taken in accordance with the requirements of the quality system

standards or other normati ve documents.



