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appeal the decision to the Director of
NIST. If the laboratory appeals the de-
cision to the Director of NIST, the pro-
posed denial or revocation will be
stayed pending the outcome of the ap-
peal. The proposed denial or revocation
will become final through the issuance
of a written decision to the laboratory
in the event that the laboratory does
not appeal the proposed denial or rev-
ocation within the thirty-day period.

(2) If accreditation is revoked, the
laboratory may be given the option of
voluntarily terminating the accredita-
tion.

(3) A laboratory whose accreditation
has been revoked must cease use of the
NVLAP logo on any of its reports, cor-
respondence, or advertising related to
the area(s) affected by the revocation.
If the revocation is total, NVLAP will
instruct the laboratory to return its
Certificate and Scope of Accreditation
and to remove the NVLAP logo from
all test or calibration reports, cor-
respondence, or advertising. If the rev-
ocation affects only some, but not all
of the items listed on a laboratory’s
Scope of Accreditation, NVLAP will
issue a revised Scope that excludes the
revoked area(s) in order that the lab-
oratory might continue operations in
accredited areas.

(d) A laboratory whose accreditation
has been voluntarily terminated, de-
nied or revoked, may reapply and be
accredited if the laboratory:

(1) Completes the assessment and
evaluation process; and

(2) Meets the NVLAP conditions and
criteria for accreditation.

§285.14 Criteria for accreditation.

The requirements for laboratories to
be recognized by the National Vol-
untary Laboratory Accreditation Pro-
gram as competent to carry out tests
and/or calibrations are contained in
clauses 4 and 5 of ISO/IEC 17025, General
requirements for the competence of testing
and calibration laboratories, including
revisions from time to time.

§285.15 Obtaining documents.

(a) Application forms, NVLAP hand-
books, and other NVLAP documents
and information may be obtained by
contacting the NVLAP, National Insti-
tute of Standards and Technology, 100

§286.1

Bureau Drive, Mail Stop 2140, Gaithers-
burg, Maryland 20899-2140; phone: 301-
975-4016; fax: 301-926-2884; e-mail:
nvlap@nist.gov.

(b) Copies of all ISO/IEC documents
are available for purchase from the
American National Standards Insti-
tute’s eStandards Store at http:/
webstore.ansi.org. You may inspect cop-
ies of all applicable ISO/IEC documents
at the National Voluntary Laboratory
Accreditation Program, National Insti-
tute of Standards and Technology, 100
Bureau Drive, Room BI115, Gaithers-
burg, MD. For access to the NIST cam-
pus, please contact NVLAP by phone at
301-975-4016 or by e-mail at
NVLAP@nist.gov to obtain instructions
for visitor registration.

[66 FR 29221, May 30, 2001, as amended at 72
FR 36347, July 3, 2007]
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§286.1 Purpose.

The purpose of this program is to en-
able U.S. industry to satisfy mandated
foreign technical requirements using
the results of U.S.-based conformity as-
sessment programs that perform tech-
nical evaluations comparable in their
rigor to practices in the receiving
country. Under this program, the De-
partment of Commerce, acting through
the National Institute of Standards
and Technology, evaluates U.S.-based
conformity assessment bodies in order
to be able to give assurances to a for-
eign government that qualifying bodies
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§286.2

meet that government’s requirements
and can provide results that are ac-
ceptable to that government. The pro-
gram is intended to provide a tech-
nically-based U.S. approval process for
U.S. industry to gain foreign market
access; the acceptability of conformity
assessment results to the relevant for-
eign government will be a matter for
agreement between the two govern-
ments.

§286.2 Scope.

(a) For purposes of this program, con-
formity assessment consists of product
sample testing, product certification,
and quality system registration. Asso-
ciated activities can be classified by
level:

(1) Conformity level: This level encom-
passes comparing a product, process,
service, or system with a standard or
specification. As appropriate, the eval-
uating body can be a testing labora-
tory, product certifier or certification
body, or quality system registrar.

(2) Accreditation level: This level en-
compasses the evaluation of a testing
laboratory, a certification body, or a
quality system registrar by an inde-
pendent body—an accreditation body—
based on requirements for the accept-
ance of these bodies, and the granting
of accreditation to those which meet
the established requirements.

(3) Recognition level: This level en-
compasses the evaluation of an accred-
itation body based on requirements for
its acceptance, and the recognition by
the evaluating body of the accredita-
tion body which satisfies the estab-
lished requirements.

(b) NIST operates the NVCASE pro-
gram as follows:

(1) Conformity level: Under this pro-
gram NIST accepts requests for evalua-
tions of U.S. bodies involved in activi-
ties related to conformity assessment.
NIST does not perform conformity as-
sessments as part of the program and
therefore does not accept requests for
such evaluations.

(2) Accreditation level: NIST accepts
requests for accreditation of con-
formity assessment bodies only when
(i) directed by U.S. law; (ii) requested
by another U.S. government agency; or
(iii) requested to respond to a specific
U.S. industrial or technical need, rel-
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ative to a mandatory foreign technical
requirement, if it has been determined
after public consultation that (A) there
is no satisfactory accreditation alter-
native available and the private sector
has declined to make acceptable ac-
creditation available, and (B) there is
evidence that significant public dis-
advantage would result from the ab-
sence of any alternative.

(3) Recognition level: NIST accepts re-
quests for recognition of bodies that
accredit testing laboratories, certifi-
cation bodies, and quality system reg-
istrars when (i) directed by U.S. law;
(ii) requested by another U.S. govern-
ment agency; or (iii) requested to re-
spond to a specific U.S. industrial or
technical need relative to a mandatory
foreign technical requirement if it has
been determined after public consulta-
tion that (A) there is no suitable alter-
native available and (B) there is evi-
dence that significant public disadvan-
tage would result from the absence of
any alternative.

§286.3 Objective.

The objective of the program is to
identify the activities of requesting
U.S.-based conformity assessment bod-
ies that have been evaluated as meet-
ing requirements established for their
acceptance by foreign governments.
The evaluations may be provided by
NIST or by bodies recognized by NIST
for this purpose under the scope of this
program.

§286.4 Implementation.

The program is operated on a cost re-
imbursable basis. It is open for vol-
untary participation by any U.S.-based
body that conducts activities related
to conformity assessment falling with-
in the program’s scope. A common pro-
cedural approach is followed in re-
sponding to a request to participate.
(See §286.7 Evaluation process.) All
evaluation activities rely on the use of
generic program requirements based on
standards and guides for the operation
and acceptance of activities related to
conformity assessment. Specific cri-
teria for use in each evaluation are de-
rived from the program requirements,
as appropriate, for the mandated for-
eign technical requirements specified
in the request to participate. A request
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