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Transparency and Non-Discrimination

1 In the United States, the promulgation of technical regulations by federa agenciesis governed
by various statutes and executive orders. These statutes and executive orders impose procedura
requirements which serve to insure that technical regulations adopted by government agencies are
necessary for the fulfilment of objectivesfor the public good such as protecting health, safety, essential
security, the environment, or consumers. The U.S. regulatory process is transparent from proposed
rule to final rule making, and in the implementation or application of such rules.

2. Either the Executive Branch or the Congress (either the Senate or House of Representatives)
may initiate new legislation or anendmentsto existing legislation. Evenif thereis an Administration
proposal, drafting is often done by Congressional staff, with varying amounts of consultation with the
Executive Branch agency responsible for implementing thelaw. The processisan iterative one, involving
extensive negotiation and compromise within thelegislative bodies. The process can frequently result
in afina statute that is significantly different from the original proposals. All statutes are subject to
Congressional approva and are forwarded to the President of the United States for enactment.

3. The Administrative Procedure Act (APA) sets forth the general procedures for rulemaking
to be followed by agencies of the United States Government (5 U.S.C. section 551 et seg.) At a
minimum, the APA requires that for the issuance of a substantive rule (as distinguished from a procedura
rule or a statement of policy), an agency must:

Q) Publish a notice of proposed rulemaking in the Federal Register. This notice must
set forth the text or the substance of the proposed rule, the lega authority for the rulemaking
proceeding, and applicable times and places for public participation.

2 Provide al interested persons - nationals and non-nationals alike - an adequate
opportunity for submission of written comments on the proposed rule. This public comment
process serves a number of purposes, including giving interested persons the opportunity to
provide the agency with information that will enhance the agency's knowledge of the subject
matter of the rulemaking. The public comment process also provides interested persons with
the opportunity to challenge the factual assumptions on which the agency is proceeding, and
to show in what respect such assumptions are in error.
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3 Publish a notice of final rulemaking at least thirty days before the effective date of
the rule which includes a statement of the basis and purpose of the rule, and responds to al
substantive comments received. The APA makes an exception from the requirement for
publication of thefinal rulethirty days before its effective dateif the rule makes an exemption
or relievesarestriction, or if the agency makes and publishes afinding that an earlier effective
date is required "for good cause"

4, Usudly, rulemaking proceedings are commenced by an agency at itsowninitiative. However,
the APA provides that each agency of the United States Government shall afford interested persons
theright to petition for theissuance, anendment, or repeal of arule. According to law, agencies must
respond to the request. If the request is meritorious, work will commence on developing a proposed
rule. In some cases, Congress by statute directs an agency to begin a rulemaking proceeding.

5. The APA aso contains provisions for advance notice of proposed rulemaking. This allows
agencies to seek genera comments on issues prior to developing the specific regulatory proposal.
Often agencieswill provide sixty daysor morefor public comment in an advance notice of rulemaking.

6. The adjustment period alowed for affected industriesto meet the new regulatory requirements
will vary with the economic impact and the reasons for the new requirements, e.g., the effective date
of new labelling requirements may be delayed for ayear or moreto permit inventories of existing labels
to be depleted.

7. There are only limited exceptions to requirements for notice and comment on rulemaking.
For example, agenciesarenot requiredto publishinadvancefor publiccomment their genera statements
of policy, or rules concerning their agency's organization, procedure or practice.

8. From start to finish, a simple or high priority rulemaking may take as much as a year to
complete. Regulations for controversial and complicated issues will take much longer. Everyone has
an equal opportunity tocomment on proposed rulesduring the specified comment period. Thisincludes
commercid representatives and Embassies of foreign countries. According to U.S. law, public comments
have to be reviewed and assessed, and then addressed in the fina rule.

9. In addition to providing for public participation in the rulemaking process, the APA subjects
all fina rulesto judicial review (e.g., United States District Court). In particular, areviewing court
must set aside aruleif the court finds that the agency' s actions were "arbitrary, capricious, an abuse
of discretion, or otherwise not in accordance with law". In certain cases, a court must invaidate a
rule if its provisions are "unsupported by substantial evidence" (5 U.S.C. section 706(2)). Thus, at
aminimum, technical regulations promulgated by a U.S. Government agency must meet one of the
two aforementioned legal standards.

10. The Office of Management and Budget (OM B) publishesaUnified Agendaof Federa Regulations
in the Federa Register each April and October. This publication contains a brief description of each
activity of each agency that is likely to result in the issuance of a proposed or final rule within the
next twelve months. This publication isin addition to the notices published by agenciesin the Federal
Register to initiate a rulemaking proceeding.

11. Specific administrative and procedurd requirements and, in some instances, different procedures
and a more stringent standard for judicial review, may be incorporated into a particular agency's
authorizing statutesin additionto the APA requirements. Theseadditional requirementsprovidefurther
assurance that technical regulations are necessary to fulfil government objectives for the public good.
For example, provisions of the Consumer Product Safety Act [15 U.S.C. section 2058(a)], the Federal
Hazardous Substances Act [15 U.S. C. section 1262(f)], and the Flammable Fabrics Act [15 U.S.C.
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section 1193(g)], require the publication of an advance notice of proposed rulemaking as thefirst step
in a proceeding for the issuance of certain kinds of standards and banning rules. All three of these
statutesrequirethe Consumer Product Safety Commission to provide opportunity for oral presentations
concerning certain typesof proposed rulesat apublic hearing, and theseacts providefor judicial review
of certain rules by a United States Court of Appeals rather than by a United States District Court.
Additionally, the Consumer Product Safety Act provides that in reviewing a consumer product safety
standard or banning rule, the court shall not sustain the rule unless its provisions are supported by
"substantia evidence on the record taken as a wholée".

12. Specific regulations and enforcement responsibilitiesfor all products, new or used, are codified
in the Code of Federa Regulations (CFR). It isdivided into 50 titles which represent broad sectoral
areas subject to federa regulation. Eachtitleis further divided into chapters, which usually bear the
name of theissuing agency. Each chapter is subdivided into parts covering specific regulatory areas.
The index refers users to the appropriate titles and chapters affecting specific areas. The CFR aso
contains Federa requirements for packaging and shipping. The CFR is updated annualy, usualy in
the Spring. Individua states or local jurisdictions (cities or counties) may impose additional special
requirementsfor specific products(e.g., building and construction productsand materials, automobiles)
entering their state boundaries. All U.S. agencies maintain the same regulations for domestic and
imported merchandise and agricultural products. Thus, products madein the United States are subject
to the same requirements as imported products.

13. Statutes and regulations may be subject to interpretation by agency-developed policies or
guidelines. Withintheframework of thestatute or regul ation an agency hasthe administrativeflexibility
tomodify policiesand guidelinesto reflect current conditions, e.g. new scientificinformation, advances
in processing technologies, or lessfrequently to bring policiesinto alignment with broader USG policy
positions. Guidelines aso are used internally to ensure that regulations are interpreted and applied
uniformly by an agency's employees throughout the country.





