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GUIDELINESON

REGULATORY COOPERATION AND TRANSPARENCY

l. INTRODUCTION

1. At the London Summit of May 1998, the European Union and the United States launched the
Transatlantic Economic Partnership (TEP). The TEP Action Pan, in its section on bilatera
actions in the area of technicd barriers to trade in goods, cdls on both sides to take actions to
address technicd barriers to trade in goods, induding improving the didogue between U.S. and
EU regulators.

The Action Plan further cdls on both sdes to identify and implement jointly defined genera
government Guiddines for effective regulatory co-operation and for improving access to each
other's regulatory procedures, induding the opportunity for dl interested parties to have
meaningful input in regulatory procedures and receive reasonable consderation of their views.

2. In a Joint Statement on Regulatory Cooperation of December 1997, both sides called for
enhanced cooperation, whenever possble, in the areas of consultation in the early dtages of
drafting regulations, grester rdiance on each other’s technical resources and expertise, and
harmonization of regulatory requirements or mutua recognition. The statement notes that the
god of this cooperation will be to mantan a high levd of protection for hedth, safety,
consumers and the environment and to ensure the integrity of the regulatory processes as both
Sdes seek to improve effective market access.

3. The Joint U.S-EU Statement on Ealy Warning and Problem Prevention Principles and
Mechanisms, adopted at the Bonn Summit in June 1999, notes that early warning is intended to
hdp each sde to take the other Sde's interests into account at an early stage when formulating
policy, legidaive or regulatory decisons, and that the bedrock of early warning is transparency.
Regulatory cooperation should also contribute to this objective.

. OBJECTIVES

4. The objectives of these Guiddines are to improve cooperation between regulators and to
promote transparency to the public in establishing and amending regulaions, and, in particular,
to:

(@ Improve the planning and development of regulatory proposds, leverage resources
for regulations development, improve the qudity and leve of technica regulations,



pursue, as appropriate, harmonized, equivaent or compatible solutions, and take
appropriate steps to minmize or, where appropriate, diminate unnecessary divergence in
regulations through a more sysematic didogue between regulators, involving increased
cooperation at al phases of the regulations devel opment process,

(b) Obtan an increased predictability in the development and establishment of
regulaions by identifying and exchanging regulatory objectives, instruments and time-
tables,

(o) Grant the opportunity for regulators of each sde to provide the other with meaningful
input on regulatory meatters, and the possibility to obtain reasonable consideration of such

Input;

(d) Promote public participation through disclosure of and access to supporting
documents, paticularly the timdy release of the supporting rationdes, andyses and data
for regulatory proposals, and a timdy opportunity for dl interested parties, both domestic
and non-domedtic, to provide meaningful comments concerning regulatory proposals,
incdluding supporting materids;

(e Obtan from each other and interested parties the benefit of the expertise,
perspectives and ideas for dterndive approaches, and of a fuller identification of
unintended effects and practical problems associated with regulatory proposas, thereby
promoting the adoption of technicd regulaions that are more performance-oriented and
cogt-effective and have fewer adverse effects;

(f)  Provide public explanations for technicd regulations, including the technica
information and maor regulatory dternatives considered, the anayses peformed, the
potential impacts on consumers, regulated parties, and others identified, the criteria
gpplied to guide decison-making, and the congderation given to the public comments,
and

(9 Create grester public undergtanding of the purpose and effect of regulatory
proposals, greater public confidence in the farness and openness of the regulations
development process, and greater public acceptance of the technica regulaions adopted,
thereby enhancing the deveopment and implementation of regulations, and contributing
to a stable and sustainable foundation for long-term economic and social growth and
development.

Taking these steps will hep minimize and resolve trade frictions, and facilitate trade in goods.

5. These Guiddines should be implemented in ways that:



(& Contribute to achieving high levels of protection for hedth, safety, consumers and
environmen;

(b) Are fully conagtent with any gpplicable domestic legd requirements, including rules
and policies on trangparency of government activities to the public at large, and preserve
the integrity of the domestic regulations development process, and

(o Are fully consgent with any applicable internationd rights and obligations,
induding those under the World Trade Organization, in particular under the Agreement
on Technica Barriersto Trade.

6. The Guiddines are intended to make a contribution to on-going discussons in multilaterd
ingtitutions on the process of regulations devel opment.

1. FIELD OF APPLICATION

7. This document sets forth the Guiddines which regulators of the U.S. Federal Government and
the services of the European Commission intend to apply on a voluntary basis as broadly as

possible.

8. The regulatory activity concerned is the planning and development of technica regulations
rdating to goods in the fidd of gpplication of the WTO/TBT Agreement, including the
development of technical regulaiions for submisson as legidaive proposals with the exception
of regulatory processes relaing to agricultura products.

9. The Guideines should apply to future technica regulations, and amendments to existing
technical regulations. Regulatory cooperation in accordance with the Guiddines should apply to
those regulations and amendments that regulators of ether dde bdieve may have sgnificant
trade effects, benefits or other impacts.

V. OPERATIONAL ELEMENTSOF REGULATORY COOPERATION

Consaultation and Exchange of Information

10. Regulators should consult with their counterparts and exchange as much information as
possble in order to achieve the above objectives. Such consultation and exchange should occur
throughout the regulations development process, beginning as early as possible in that process.
Didogues may be informd, and could take place in actuad mestings, or remotdy, using
electronic or other forms of communication, and be made on abilateral or multilaterd basis.



Regulators may share non-public information to the extent such information may be shared with
foreign governments in accordance with applicable rules.

| dentification and Selection of Problemsto be Addressed through Regulation
11. Regulators should:

(8 Data collection Examine the appropriateness and possibility of collecting the same
or dmilar data about the nature, extent and frequency of problems potentidly warranting
regulatory action as those collected by their counterparts where it would expedite making
datigtically significant judgments about those problems. The possbility and
appropriateness of collecting complementary data about the nature, extent and frequency
of those problems to be addressed by a particular regulatory action should dso be
examined. Periodicaly conduct comparisons of data collection practices.

(b) Andyds of data and of problem causality. Examine the posshility and
appropriateness of udng the same or amilar assumptions and methodology as those used
by ther counterparts for andyzing the data and determining the magnitude and causes of
goecific problems potentidly warranting  regulatory  action. Periodically compare
andytical assumptions and methodologies.

Periodicdly compare judgments with those of ther counterparts about the exiding or
anticipated problems, their reative magnitude, and ther causes, as wdl as possble
regulatory solutions.

(¢) Priority sdting. Compare the data, analyses and criteria used in sdecting rulemaking
priorities with those used by their counterparts. Periodically compare bases for selecting
rulemaking priorities.

Monitoring of Forthcoming Rulemaking Projects

12. To enable monitoring of forthcoming rulemaking projects, regulators should:
(8 Periodicdly exchange information of ongoing or planned rulemaking proceedings in
their areas of responghility. Such information should include annua work programs
liding the new technicad regulations, and the amendments to existing technica
regulations, that are likely to be proposed or adopted in the next year; and

(b) Upon request by their counterparts concerning a specific proposa, supplement the
annua work programs, to the extent possble, with information regarding regulatory



approaches under consderation, including potentiad benefits, costs and other impacts for
al parties, domestic and non-domestic, where assessed and available.

Resear ch

13. Regulators should examine areas in which plans for pre and post-normative R&D to support
rule-making and implementation could be periodicaly exchanged and compared.

Cooperative research agendas should ad in reducing duplicative research; generding more
information at less cost; gathering the best technical data; establishing a common scientific
bass, addressng the most pressng regulatory problems in a more condsent and more
performance-oriented manner; and thus minmizng unnecessary differences in new regulatory
requirements, while more effectively improving hedth, safety and environmenta protection.

Selection of Regulatory Approaches

14. Regulators should, early in the regulations development process, exchange information with
counterparts about contemplated approaches to regulatory requirements, induding conformity
assessment procedures, in order to:

(8 Examine the posshilities for grester convergence on how to date the objectives of
regulaions and to define the scope of regulations. The interface between regulations and
voluntary standards should aso be addressed in the context;

(b) Compare methods and assumptions used in andyzing regulatory proposals,
induding, where appropriate, andyss of technicd and economic practicability, and
benefits of any mgor dternative regulatory requirements and approaches considered.
Such information exchange should aso indude a comparison of the potential cost-
effectiveness of the regulatory proposa to that of mgor dternaive regulaory
reguirements and approaches considered.

Rule-making
15. Regulators should exchange information about contemplated regulatory requirements and
examine opportunities to minimize unnecessary divergences in  technica regulatiions through
means such as achieving harmonized or compatible solutions or to consider the use of mutud
recognition, as may be appropriate, in specific cases.

Post-implementation review of technical regulations



16. If post implementation reviews of regulations are carried out, regulators should:

V.

(@ Compare methods and assumptions used in such reviews. Reviews may include inter
alia an examindion of the effectiveness of the technicad regulation in achieving its stated
objectives, its burdensomeness, and its compatibility with other technica regulations.

(b) Where applicable, make summaries of the results of post-implementation reviews
available to regulators of the other sde.

OPERATIONAL ELEMENTS OF TRANSPARENCY

17. The planning and development of technical regulations is an issue that concerns the public,
whether domestic or foreign. Transparency is necessary to ensure that these concerns are
properly understood and taken into account in this process.

Regulators should apply, in accordance with relevant rules, the following eements of
trangparency in technica regulations planning and development:

(& Provide information about current and future activities to develop regulations, and
opportunities for public participation;

(b) Conault with the public, including interested stakeholders, domegtic and foreign, in
an early and broad manner;

(c) As part of the development process for technica regulations:

(i) Provide timdy announcement to the public about reguldions at an early
appropriate stage in their development when amendments to the regulation can
gill be introduced and public comments taken into account;

@) Invite the public to submit comments on the regulation, accompanying
explanations, and supporting documents, and specify a reasonable period of time
for the submission of comments;

(iii) Further ad public commenters by:

(A) Providing a public explanation of the reasoning underlying the
regulaion. The dements of this explanation would idedly include the
need for the regulation, its ams, its anticipated impacts (quantified where
possible), its economic and technicd feadhility, and dternative regulatory
options, and



(B) ldentifying the relevant research, data, and anaysis relied upon by the
regulators in developing the regulation and fadlitating public access to
that materid. Any limitations to public access should be clearly defined.

(d) Respond in an adequate and timedy manner to public questions and
recommendations;

(e) Take public comments into account in the development of technicd regulations and
address them in an explanation of the reasoning underlying the find action. This
explanation would idedly address each dgnificant issue raised by the comments, the
rationde of the find action, and a summary of any dgnificant changes to the regulation;
and

(f) Make increased use of the Internet to provide access to documents, research, data,
and analysis, and regulatory explanations.

VI. PROCEDURAL ASPECTSOF THE GUIDELINES

18. The implementation and functioning of these Guiddines, and progress on identified
regulatory projects, will be reviewed on an ongoing basis by the TEP/TBT Working Group.

19. Both gdes will work jointly to identify areass for further improvements in the exiding
regulatory cooperation, and areas in which regulatory cooperation could be further expanded or
established ex novo.

20. Both sdes will continue efforts to identify means to improve operationd trangparency in
their respective regulatory sysems. Both sides will review ways to improve access of interested
parties, domestic and foreign, to each other’s regulatory procedures and will continue to consult
with those parties on operationa trangparency.

21. Both sdes will encourage conformity assessment bodies and standards development
organizetions to follow the Guiddines reaing to transparency, where relevant, when such
bodies interpret regulations.

22. Both sdes will endeavor to identify specific regulatory proposas for the initid gpplication
of the Guiddines.



