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§ 286.8 Confidentiality of information. 

All information collected relative to 
an applicant during an evaluation is 
maintained as confidential. Informa-
tion is released only as required under 
the terms of the Freedom of Informa-
tion Act or other legal requirement, 
subject to the rules of the Department 
of Commerce for such disclosure as 
found in 15 CFR part 4. 

§ 286.9 Maintaining recognized status. 

Each program participant remaining 
in the program shall continuously 
meet all program requirements and co-
operate with NIST in the conduct of all 
surveillance and reassessment activi-
ties. Participants shall reimburse NIST 
for expenses incurred for these pur-
poses. 

§ 286.10 Appeal. 

Any applicant or other affected party 
may appeal to the NIST Director any 
action taken under the program. When 
appropriate, the Director may seek an 
independent review by the Deputy 
Chief Counsel. 

§ 286.11 Listings. 

(a) NIST maintains lists of all bodies 
holding current NIST program certifi-
cates, together with the assessment 
areas for which they are issued. 

(b) NIST also maintains lists of those 
qualified conformity assessment bodies 
that are currently accredited by bodies 
recognized by NIST, along with the ac-
tivities of the assessment bodies within 
the scope of the NIST recognition pro-
gram. 

(c) The lists are made available to 
the public through various media, e.g., 
printed directories, electronic bulletin 
boards, or other means to ensure acces-
sibility by all potential users. 

(d) With respect to the lists specified 
in paragraph (a) and (b) of this section, 
NIST may delist any body if it deter-
mines the action to be in the public in-
terest. 

§ 286.12 Terminations. 

(a) Voluntary termination. Any partic-
ipant may voluntarily terminate par-
ticipation at any time by written noti-
fication to NIST. 

(b) Involuntary termination. If a par-
ticipant does not continue to meet all 
program requirements, or if NIST de-
termines it to be necessary in the pub-
lic interest, NIST may withdraw that 
participant’s certificate. A body that 
has had its status as a certificate hold-
er terminated may reapply when pre-
pared to demonstrate full conformance 
with program requirements. 

PART 287—GUIDANCE ON FEDERAL 
CONFORMITY ASSESSMENT 

Sec. 
287.1 Purpose and scope of this guidance. 
287.2 Definitions. 
287.3 Responsibilities of the National Insti-

tute of Standards and Technology. 
287.4 Responsibilities of Federal agencies. 
287.5 Responsibilities of an Agency Stand-

ards Executive. 

AUTHORITY: Sec. 12, Pub. L. 104–113, 110 
Stat. 782 (15 U.S.C. 272). 

SOURCE: 65 FR 48900, Aug. 10, 2000, unless 
otherwise noted. 

§ 287.1 Purpose and scope of this guid-
ance. 

(a) This part provides guidance for 
each Federal agency to use in evalu-
ating the efficacy and efficiency of its 
conformity assessment activities. Each 
agency should coordinate its con-
formity assessment activities with 
those of other appropriate government 
agencies and with those of the private 
sector to reduce unnecessary duplica-
tion. This guidance is intended to help 
Federal agencies improve the manage-
ment and coordination of their own 
conformity assessment activities with 
respect to other government entities 
and the private sector. This will help 
ensure more productive use of the in-
creasingly limited Federal resources 
available to conduct conformity assess-
ment activities. This will also support 
the role of the U.S. Government in pur-
suing international trade and other re-
lated negotiations and agreements 
with foreign countries and U.S. indus-
try in pursuing agreements with for-
eign national and international private 
sector organizations. 

(b) This guidance applies to all agen-
cies, which set policy for, manage, op-
erate, or use conformity assessment ac-
tivities and results, both domestic and 

VerDate Sep<11>2014 11:23 Mar 31, 2015 Jkt 235051 PO 00000 Frm 00378 Fmt 8010 Sfmt 8010 Y:\SGML\235051.XXX 235051w
re

ie
r-

av
ile

s 
on

 D
S

K
5T

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



369 

NIST, Dept. of Commerce § 287.2 

1 Definitions of accreditation, certification, 
conformity assessment, inspection, sup-
plier’s declaration of conformity, registra-
tion and testing are based on the Inter-
national Organization for Standardization 
(ISO)/International Electrotechnical Com-
mission (IEC), Guide 2 (1996). In certain in-
dustrial sectors, it is recognized that organi-
zations other than ISO or IEC may issue 
definitions relevant to conformity assess-
ment, such as the Codex Alimentarius Com-
mission with respect to the food industry 
sector. 

2 For some agencies, accreditation may 
mean that a body or person meets require-
ments defined in a specific section(s) of the 
CFR. The referenced section(s) may include 
only limited requirements for demonstration 
of technical competency. 

international, except for activities car-
ried out pursuant to treaties. 

(c) This guidance does not preempt 
the agencies’ authority and responsi-
bility to make regulatory or procure-
ment decisions authorized by statute 
or required to meet programmatic ob-
jectives and requirements. These deci-
sion-making activities include: deter-
mining the level of acceptable regu-
latory or procurement risk; setting the 
level of protection; balancing risk, cost 
and availability of technology (where 
statutes permit) in establishing regu-
latory and procurement objectives; and 
determining or implementing procure-
ment or regulatory requirements nec-
essary to meet programmatic or regu-
latory objectives. Each agency retains 
broad discretion in its selection and 
use of regulatory and procurement con-
formity assessment practices and may 
elect not to use or recognize alter-
native conformity assessment prac-
tices if the agency deems them to be 
inappropriate, inadequate, or incon-
sistent with statutory criteria or pro-
grammatic objectives and require-
ments. Nothing contained herein shall 
give any party any claim or cause of 
action against the Federal government 
or any agency thereof. Each agency re-
mains responsible for representation of 
the agency’s views on conformity as-
sessment in matters under its jurisdic-
tion. Each agency also remains the pri-
mary point of contact for information 
on the agency’s regulatory and pro-
curement conformity assessment ac-
tions. 

§ 287.2 Definitions. 1 
Accreditation means a procedure used 

to provide formal notice that a body or 
person is competent to carry out spe-
cific tasks. These tasks include: sam-

pling and testing; inspection; certifi-
cation; and registration. 2 

Agency means any Executive Branch 
Department, independent commission, 
board, bureau, office, agency, govern-
ment-owned or controlled corporation, 
or other establishment of the Federal 
government. It also includes any regu-
latory commission or board, except for 
independent regulatory commission 
subject to separate statutory require-
ments regarding policy setting, man-
agement, operation, and use of con-
formity assessment activities. It does 
not include the legislative or judicial 
branches of the Federal government. 

Agency Standards Executive means an 
official designated by an agency as its 
representative on the Interagency 
Committee for Standards Policy (ICSP) 
and delegated the responsibility for 
agency implementation of OMB Cir-
cular A–119 and the guidance in this 
part. 

Certification means a procedure used 
to provide written assurance that a 
product, process, service, or person’s 
qualifications conforms to specified re-
quirements. 

Conformity assessment means any ac-
tivity concerned with determining di-
rectly or indirectly that requirements 
are fulfilled. Requirements for prod-
ucts, services, systems, and organiza-
tions are those defined by law or regu-
lation or by an agency in a procure-
ment action. Conformity assessment 
includes: sampling and testing; inspec-
tion; supplier’s declaration of con-
formity; certification; and quality and 
environmental management system as-
sessment and registration. It also in-
cludes accreditation and recognition. 
Conformity assessment does not in-
clude mandatory administrative proce-
dures (such as registration notifica-
tion) for granting permission for a good 
or service to be produced, marketed, or 
used for a stated purpose or under stat-
ed conditions. Conformity assessment 
activities may be conducted by the 
supplier (first party) or by the buyer 
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(second party) either directly or by an-
other party on the supplier’s or buyer’s 
behalf, or by a body not under the con-
trol or influence of either the buyer or 
the seller (third party). 

Inspection is defines ad the evaluation 
by observation and judgment accom-
panied as appropriate by measurement, 
testing or gauging of the conformity of 
a product, process or service to speci-
fied requirements. 

NIST means the National Institute of 
Standards and Technology, an agency 
within the United States Department 
of Commerce. 

Recognition means a procedure used 
to provide formal notice that an ac-
creditation body is competent to carry 
out specific tasks. These tasks include: 
the accreditation of testing labora-
tories and inspection, certification, and 
registration bodies. A governmental 
recognition system is a set of one or 
more procedures used by a Federal 
agency to provide recognition. 

Registration means a procedure used 
to give written assurance that a sys-
tem conforms to specified require-
ments. Such systems include those es-
tablished for the management of prod-
uct, process or service quality and en-
vironmental performance. 

Sampling means the selection of one 
or more specimens of a product, proc-
ess, or service for the purpose of evalu-
ating the conformity of the product, 
process or service to specified require-
ments. 

Supplier’s declaration of conformity 
means a procedure by which a supplier 
gives written assurance that a product, 
process, service or organization con-
forms to specified requirements. 

Testing means the action of carrying 
out one or more technical operations 
(tests) that determine one or more 
characteristics or performance of a 
given product, material, equipment, or-
ganism, person’s qualifications, phys-
ical phenomenon, process, or service 
according to a specified technical pro-
cedure (test method). 

§ 287.3 Responsibilities of the National 
Institute of Standards and Tech-
nology. 

(a) Work with agencies through the 
Interagency Committee on Standards 
Policy (ICSP) to coordinate Federal, 

state and local conformity assessment 
activities with private sector con-
formity assessment activities. NIST 
chairs the ICSP; assists the ICSP in de-
veloping and publishing policies and 
guidance on conformity assessment re-
lated issues; collects and disseminates 
information on Federal, state and pri-
vate sector conformity assessment ac-
tivities; and increases public awareness 
of the importance of conformity assess-
ment and nature and extent of national 
and international conformity assess-
ment activities. 

(b) Encourage participation in the 
ICSP by all affected agencies and en-
sure that all agency views on con-
formity assessment are considered. 

(c) To the extent that resources are 
available, develop information on state 
conformity assessment practices; and, 
upon request by a state government 
agency, work with that state agency to 
reduce duplication and complexity in 
state conformity assessment activities. 

(d) Review within three years from 
August 10, 2000, the effectiveness of the 
final guidance and recommend modi-
fications to the Secretary as needed. 

§ 287.4 Responsibilities of Federal 
agencies. 

Each agency should: 
(a) Implement the policies contained 

in the guidance in this part. 
(b) Provide a rationale for its use of 

specified conformity assessment proce-
dures and processes in rulemaking and 
procurement actions to the extent fea-
sible. Further, when notice and com-
ment rulemaking is otherwise required, 
each agency should provide the oppor-
tunity for public comment on the ra-
tionale for the agency’s conformity as-
sessment decision. 

(c) Use the results of other govern-
mental agency and private sector orga-
nization conformity assessment activi-
ties to enhance the safety and efficacy 
of proposed new conformity assessment 
requirements and measures. An exam-
ple of this would be to collect and re-
view information on similar activities 
conducted by other Federal, state and 
international organizations and agen-
cies and private sector organizations to 
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determine if the results of these activi-
ties can be used to improve the effec-
tiveness of a proposed Federal agency 
conformity assessment activity. 

(d) Use relevant guides or standards 
for conformity assessment practices 
published by domestic and inter-
national standardizing bodies as appro-
priate in meeting regulatory and pro-
curement objectives. Guides and stand-
ards for sampling, testing, inspection, 
certification, quality and environ-
mental management systems, manage-
ment system registration and accredi-
tation are issued by organizations 
which include, but are not limited to, 
the American National Standards In-
stitute, the International Organization 
for Standardization (ISO), the Inter-
national Electrotechnical Commission 
(IEC), the International Telecommuni-
cations Union (ITU) and the Organiza-
tion for Economic Cooperation and De-
velopment (OECD), the World Health 
Organization (WHO), and the Codex 
Alimentarius Commission. Each agen-
cy retains responsibility for deter-
mining which, if any, of these docu-
ments are relevant to its needs. 

(e) Identify appropriate private sec-
tor conformity assessment practices 
and programs and consider the results 
of such practices and/or programs as 
appropriate in existing regulatory and 
procurement actions. Responsibility 
for the determination of appropriate-
ness rests with each agency. Examples: 
an agency could use the results of pri-
vate sector or other governmental con-
formity assessment activities to sched-
ule procurement type audits more ef-
fectively. This could allow agencies to 
reduce the number and extent of audits 
conducted at companies which are per-
forming in accordance with contract 
specifications and which are under re-
view by a third party or another agen-
cy and to concentrate agency audit ef-
forts on companies which have shown 
problems in conforming to contract 
specifications. Another example is the 
Federal Communications Commission’s 
(FCC) Telecommunication Certifi-
cation Body (TCB) program, which al-
lows designated private entities to 
issue telecommunications equipment 
approvals for specified regulatory re-
quirements. In addition, under Part 15, 
FCC premarketing approval require-

ments for certain types of equipment 
have been replaced with suppliers dec-
laration of conformity to the regula-
tions, provided test results supporting 
the declaration are obtained from an 
accredited testing lab. 

(f) Consider using the results of other 
agencies’ conformity assessment proce-
dures. Example: An agency could use 
the results of another agency’s inspec-
tion/audit of a supplier to eliminate or 
reduce the scope of its own inspection/ 
audit of that supplier. 

(g) Participate in efforts designed to 
improve coordination among govern-
mental and private sector conformity 
assessment activities. These efforts in-
clude, but are not limited to, the Na-
tional Cooperation for Laboratory Ac-
creditation (NACLA) organization, the 
National Environmental Laboratory 
Accreditation (NELAC), the Inter-
national Organizations for Standard-
ization’s (ISO) Committee on Con-
formity Assessment (CASCO), con-
formity assessment related activities 
of the American National Standards 
Institute (ANSI), and ICSP working 
groups dealing with conformity assess-
ment issues. 

(h) Work with other agencies to avoid 
unnecessary duplication and com-
plexity in Federal conformity assess-
ment activities. Examples: An agency 
can participate in another agency’s 
conformity assessment activities by 
conducting joint procurement audits/ 
inspections of suppliers that sell to 
both agencies. An agency can share 
conformity assessment information 
with other agencies. An agency can use 
conformity assessment information 
provided by other agencies to the ex-
tent appropriate to improve the effec-
tiveness and efficiency in its own con-
formity assessment activities. Con-
formity assessment information may 
include: Conformity assessment proce-
dures and results, technical data on the 
operation of conformity assessment 
programs, processing methods and re-
quirements for applications, fees, facil-
ity site data, complaint review proce-
dures, and confidentiality procedures. 

(i) Encourage domestic and inter-
national recognition of U.S. con-
formity assessment results by sup-
porting the work of the U.S. Govern-
ment in international trade and related 

VerDate Sep<11>2014 11:23 Mar 31, 2015 Jkt 235051 PO 00000 Frm 00381 Fmt 8010 Sfmt 8010 Y:\SGML\235051.XXX 235051w
re

ie
r-

av
ile

s 
on

 D
S

K
5T

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



372 

15 CFR Subtitle B, Ch. II (1–1–15 Edition) § 287.5 

negotiations with foreign countries and 
U.S. industry in pursuing agreements 
with foreign national and international 
private sector organizations and any 
resulting activities/requirements re-
sulting from those negotiations/agree-
ments. 

(j) Participate in the development of 
private sector conformity assessment 
standards to ensure that Federal view-
points are represented. 

(k) Work with other agencies to har-
monize Federal requirements for qual-
ity and environmental management 
systems for use in procurement and 
regulation, including provisions which 
will allow the use of one quality or en-
vironmental management system per 
supplier facility in the Federal pro-
curement process and the sharing and 
usage of audit results and related infor-
mation as appropriate. 

(l) Work with other ICSP members, 
NIST, and the private sector to develop 
national infrastructures for coordi-
nating and harmonizing U.S. con-
formity assessment needs, practices 
and requirements in support of the ef-
forts of the U.S. Government and U.S. 
industry to increase international mar-
ket access for U.S. products. 

(m) Work with other ICSP members, 
NIST, and the private sector as nec-
essary and appropriate to establish cri-
teria for the development and imple-
mentation of governmental recognition 
systems to meet government recogni-
tion requirements imposed by other na-
tions and regional groups to support 
the efforts of the U.S. Government to 
facilitate international market access 
for U.S. products. 

(n) Assign an Agency Standard Exec-
utive responsibility for coordinating 
the agency-wide implementation of the 
guidance in this part. 

§ 287.5 Responsibilities of an Agency 
Standards Executive. 

In addition to carrying out the duties 
described in OMB Circular A–119 re-
lated to standards activities, an Agen-
cy Standards Executive should: 

(a) Promote the following goals: 
(1) Effective use of agency con-

formity assessment related resources 
and participation in conformity assess-
ment related activities of agency inter-
est. 

(2) Development and dissemination of 
agency technical and policy positions. 

(3) Development of agency positions 
on conformity assessment related 
issues that are in the public interest. 

(b) Ensure that agency participation 
in conformity assessment related ac-
tivities is consistent with agency mis-
sions, authorities, priorities, and budg-
et. 

(c) Cooperate with NIST in carrying 
out agency responsibilities under the 
guidance in this part. 

(d) Consult with NIST, as necessary, 
in the development and issuance of in-
ternal agency procedures and guidance 
implementing the policies in this part. 

(e) Establish an ongoing process for 
reviewing his/her agency’s existing 
conformity assessment activities and 
identifying areas where efficiencies can 
be achieved through coordination with 
other agency and private sector con-
formity assessment activities. 

(f) Work with other parts of his/her 
agency to develop and implement im-
provements in agency conformity as-
sessment related activities. 

(g) Report to NIST, on a voluntary 
basis, on agency conformity assess-
ment activities for inclusion in the an-
nual report to the Office of Manage-
ment and Budget (OMB) on the agen-
cy’s implementation of OMB Circular 
A–119. 
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