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Agenda

�Informing the Publication of 
USA Notifications

� U.S. Regulatory Process

� Relevant U.S. Laws

� U.S. Publication Process
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U.S. Regulatory Process

�Transparency

� Participation

� Access

� Cooperation

� Accountability
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�Benefits

� Better regulations

� Public understanding

� Public confidence

� Public acceptance
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�U.S. Congress

� Bills

� Laws

� Authority for rule making is 
passed to Federal regulatory 
agencies (ministries)
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�Federal Regulatory Agencies
� Consumer Product Safety Commission 

(CPSC)

� Department of Agriculture (USDA)

� Department of Energy (DOE)

� Department of Transportation (NHTSA)

� Environmental Protection Agency (EPA)

� Food and Drug Administration (FDA)
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Relevant U.S. Laws

� Executive Order No. 12866

� National Technology Transfer and 
Advancement Act (NTTAA)

� Office of Management and Budget 
(OMB) Circular A-119

� Administrative Procedure Act (APA)
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� Executive Order No. 12866

Regulatory Planning and Review
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� National Technology Transfer and 
Advancement Act (NTTAA)

� Office of Management and Budget 
(OMB) Circular A-119

Federal Participation in the Development and 

Use of Voluntary Consensus Standards and in

Conformity Assessment Activities
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� Administrative Procedure Act 
(APA)

Federal Regulatory Agency Rules for Creation of

Regulations to Implement Legislation
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U.S. Publication Process

�Notice and Comment

� Notice

� Comments

� Final Rule (Regulation)
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U.S. Federal Register
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Notice

A notice is published in the 
Federal Register.

Components include:
� Identification and significance of the problem to 

be addressed
� Assessment of any existing regulations
� Identification of alternatives to regulation
� Cost effectiveness based on

� Cost and benefit analysis of alternative 
resolutions

� Risk assessment of alternative resolutions
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� And . . . 

� Definition of the proposed regulation, 
including its purpose, legal authority, and 
technical content

� Definition of performance objectives (least 
burdensome, simple, clearly stated)

� Impact statements (which address potential 
effects on the economy and private 
markets, on public health and safety, on the 
environment)
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� And . . . 
� Harmonization, consistency and compatibility 

with related State, local, and tribal regulatory 
functions (not duplicative)

� Where, when, and how comments may be 
submitted 

� Contact information for a responsible 
department official (usually an expert in the 
subject area and often the person who drafted 
the regulation).
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Comments

Comments are accepted.

� No restrictions

� Equal treatment 

� Open and fair

� Full consideration to substantive

comments

� May impact the final regulation
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� Process is clear and predictable.

� Comments from interested parties 
enhance the department’s knowledge 
of general and specific technical 
information related to the subject of a 
proposed regulation.
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Final Rule

A regulation is issued.

� Comments are addressed

� Basis and purpose

� Justification for decisions

� Date of effect

� Codification into law
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� Final Federal regulations must be published 
in the Federal Register.

� Regulations take effect 30 days after 
publication.

� Notice and comment procedure may be 
used to solicit additional input from 
stakeholders during future regulatory 
actions.
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� Regulations summary

� Federal regulatory departments and 
interested parties collaborate to ensure 
balance.

� The open publication process of notice 
and comment ensures transparency.

� Unnecessary obstacles to trade are not 
created for global trading partners.
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Online Resources

� E. O. No. 12866
http://www.access.gpo.gov/uscode/title5/parti_chapter5_.html

� NTTAA
http://www.access.gpo.gov/nara/publaw/104publ.html

� Circular A-119
http://www.whitehouse.gov/omb/circulars/a119/a119.html

� APA
http://www.archives.gov/federal-register/laws/administrative-
procedure/

� Federal Register
http://www.archives.gov/federal-register/
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Thank you.

USA WTO TBT Enquiry Point

NCSCI / NIST

100 Bureau Drive

Gaithersburg, MD USA 20899-2100

E-mail: ncsci@nist.gov

Telephone:  301-975-4040

Telefax:  301-926-1559


