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American and European Perspectives on
Private Standards in Public Law

EMILY S. BREMER"

For over a century, the U.S. and Europe have relied on private
organizations to develop and maintain the vast number of technical
standards essential for technological advancement, trade, and public
safety in any complex, modern society. Today, the U.S. and the
European Union (EU) each have a well-established policy requiring the
use of private standards in government regulation. Although these
policies have much in common, they differ in several key respects. One
consequence of these policy differences is that the two governments
often use different technical standards to regulate the same goods and
processes. In the ongoing free trade negotiations, standards policy thus
is viewed as a significant potential source of non-tariff barriers to trade.
Some have suggested that the U.S. should modify its standards policy in
certain respects in order to address this issue and facilitate a free trade
agreement with the EU.

This paper explores the often-subtle differences in the private
standardization systems and governmental standards policies in the U.S.
and the EU. It argues that some of these differences reflect discretionary
policy choices attributable to each government’s unique history,
economic reality, and political commitments. On these issues, both
governments have greater latitude to modify their approach to achieve
international regulatory harmonization. On other issues, however,
fundamental principles of public law constrain how these governments
integrate private standards into their regulatory regimes. Any free trade
agreement must respect these constraints and accommodate some
necessary degree of divergence between the U.S. and EU standards
policies. In addition to having immediate relevance for the trade
negotiations, this paper’s comparative analysis may also help to identify
the possibilities and limitations of any governmental framework for
public-private regulatory integration.

* Senior Attorney and Research Coordinator, Administrative Conference of the
United States. The views expressed here are those of the author and do not necessarily
reflect those of the Administrative Conference, its committees, or its members. | am
grateful to the EU Delegation to the U.S. for providing opportunities for me to engage
with EU and U.S. officials with relevant expertise, to those officials for sharing their
knowledge with me, and to Sam Bray, Reeve Bull, Brian Frye, and workshop
participants at the University of Kentucky College of Law for thoughtful feedback on
earlier drafts.

Preliminary Draft—Please Do Not Cite or Circulate





2 Bremer Sept. 2014

TABLE OF CONTENTS
INEFOTUCTION ... e 2
I.  Regulation and Standardization in International Trade................... 7
A. The Benefits and Challenges of Standardization....................... 7
B. Standards and International Trade..........cc.ccoovvviniinienieninnnnens 9
C. Domestic Concerns with U.S. Standards Policy .........cccccee..... 13
Il.  Two Standardization Systems, Alike in Dignity ..........c.ccoovvvnienne. 16
A. The American Perspective..........cocooviiiiiinieiieienc s 16
B. The European Perspective ..........ccceveevvevieiieseece e 23
C. A Note on Similarities and Differences..........cccccocevvvrieninnnnnns 29
I1l. Law, Policy, and Public-Private Integration..........c..ccccccceeverreennnne. 32
A. Policy-Based DIfferenCes........cccovveiineniniinieieic e 32
B. Mixed Issues of Policy and Law ..........c.ccocvvveiveiienencncnenien 34
C. Legally Required DIfferences..........cccoovviiiriieiciencnesesenins 37
CONCIUSION ...t 44

INTRODUCTION

Around the start of the twentieth century, there emerged in the
U.S. and Europe a variety of private technical committees and
professional societies devoted to developing the many technical
standards essential to modern industry, trade, and public safety. Over
the decades, often in collaboration with government institutions and
spurred on by the enormous standardization needs of the World Wars,
these private standards development organizations became increasingly
sophisticated, interconnected, and authoritative. Owing to differences in
the political, social, and economic realities in the U.S. and Europe,
however, these private standards development systems evolved quite
differently. In Europe, national governments established close
relationships with private standards development organizations,
resulting in a standardization system that, while nongovernmental, is
coordinated, hierarchical, and directly regulated.! The U.S. government,
in contrast, took a more indirect and informal approach to collaborating
with private standards development organizations, resulting in a
nongovernmental standards system that is highly decentralized, non-
hierarchical, and market-driven.?

Today, both the U.S. and the European Union (EU) use privately
developed technical standards to support governmental regulatory

1 Tim Biithe & Walter Mattli, The New Global Rulers: The Privatization of
Regulation in the World Economy 17 (2011).

2 See generally Emily S. Bremer, On the Cost of Private Standards in Public
Law, 63 U. KaN. L. REv. __ (forthcoming 2014) [hereinafter Bremer, On the Cost],
available at http://papers.ssrn.com/sol3/papers.cfm?abstract_id=2495082.
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activities.> In many respects, the two governments take a similar
approach. Both have a formalized and well-established policy governing
the use of private standards to fulfill public standardization needs: the
U.S. standards policy is set forth in statute* and executive policy,® while
the EU standards policy is found in an EU Commission regulation.
Under these policies, both governments rely primarily on private sector
standards development organizations to create the technical standards
used in governmental regulatory regimes. Strong preference is given to
technical standards developed through a “voluntary consensus” process
designed to produce standards that are backed by consensus reached
through a transparent, fair, and inclusive process. The two governments
even appear to take a similar approach to approving private standards
for regulatory use: U.S. agencies typically “incorporate by reference,”’
while the EU Commission “references” standards.

Despite these similarities, there are several key differences in
how the U.S. and the EU approach the integration of private standards
into public law. For example, U.S. agencies may use any existing
private standard to fulfill regulatory standardization needs. There are no
official recognized standards development organizations, standards are
typically developed in the first instance for non-governmental purposes,

3 Both the US and EU standards policies govern the use of standards in all
government activities, including procurement and regulation. This paper, however, is
primarily concerned with the regulatory use of standards.

4 See National Technology Transfer and Advancement Act of 1995 (NTTAA),
Pub. L. No. 104-113, § 12(d), 110 Stat. 775 (1996) (codified at scattered sections of 15
USC. (2006)), available at http://standards.gov/standards_gov/nttaa.cfm.

> OFFICE OF MGMT. & BUDGET, EXEC. OFFICE OF THE PRESIDENT, OMB
CIRCULAR NoO. A-119, FEDERAL PARTICIPATION IN THE DEVELOPMENT AND USE OF
VOLUNTARY CONSENSUS STANDARDS AND IN CONFORMITY ASSESSMENT ACTIVITIES,
63 Fed. Reg. 8546, 8549 (Feb. 19, 1998) [hereinafter CIRCULAR A-119], available at
http://standards.gov/al19.cfm. OMB has recently proposed to revise Circular A-119.
See Request for Comments on a Proposed Revision of OMB Circular No. A-119,
“Federal Participation in the Development and Use of Voluntary Consensus Standards
and in Conformity Assessment Activities,” 79 Fed. Reg. 8207 (Feb. 11, 2014).

6 See Commission Regulation 1025/2012, On European Standardisation, 2012
0.J. (L 316).

"In the U.S., regulatory use of standards has recently become controversial
because it often means that the public must pay a private standards developer to see
the full text of a proposed or final regulation that incorporates by reference a privately
developed, copyrighted standard. See Emily S. Bremer, Incorporation by Reference in
an Open-Government Age, 36 HARv. J.L. & Pus. PoL’y 131 (2013) [hereinafter
Bremer, Incorporation by Reference]; see also Nina A. Mendelson, Private Control
Over Access to the Law: The Perplexing Federal Regulatory Use of Private
Standards, 112 MicH. L. Rev. 737 (2014); Peter L. Strauss, Private Standards
Organizations and Public Law, 22 WM. & MARY BILL RTS. J. 497 (2013); infra at Part
I.C (discussing the domestic controversy over regulatory incorporation by reference).
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and government funding is not provided. In contrast, under the EU
standards policy, the EU Commission issues requests and grants
funding to certain officially recognized European standards
development organizations to develop new technical standards
specifically designed to facilitate compliance with the essential
requirements of specified EU legislation. Another distinction involves
the legal consequence of a government decision to integrate a private
standard into public regulation. U.S. agencies often (but not always) do
this by giving the standard formal legal effect through regulatory
“incorporation by reference.” In contrast, when the EU Commission
“references” a private standard in EU legislation, the standard always
remains formally voluntary. These and other differences between the
American and European perspectives on private standards in public law
are often subtle or appear to be minor. But closer examination reveals
that the differences have real practical consequences and are often
rooted in fundamental principles of public law.

The differences between the American and European
perspectives on private standards in public law have emerged as a
central point of discussion in the ongoing free trade negotiations
between the U.S. and the EU.8 Both governments agree that tariffs must
be eliminated as barriers to trade. As a result, the present negotiations
are primarily focused on finding ways to remove non-tariff or technical
barriers to trade.® Such barriers are created, for example, when U.S.
agencies and the EU Commission impose different and inconsistent
regulatory requirements on similar products. Differences in standards
policy may make these barriers more common and difficult to remove.
For example, the EU policy only permits the use of technical standards
developed by one of the few recognized European or international
standards development organizations. Many U.S. agencies, in contrast,
use technical standards created by American standards development
organizations, such as ASTM International,*® ASME,*! or the National
Fire Protection Association (NFPA). While U.S. standards policy
imposes no restriction on the ability of U.S. agencies to recognize

8 Negotiations in this most recent effort, referred to as the Transatlantic Trade
and Investment Partnership (TTIP), begin in July 2013. Nicholas G. Karambelas, A
US. Lawyer’s Guide to the Transatlantic Trade and Investment Partnership,
WASHINGTON LAWYER, Jul./Aug. 2014, at 31. As of May 2014, there had been five
rounds of negotiations, and the talks were continuing. Id. at 32.

% These concepts are explained infra at Part I.B.

10 «“ASTM” originally stood for the “American Society of Testing and Materials,”
but the organization now identifies itself by the acronym alone. This appears to be
something of a trend among standards development organizations. See Bremer, On the
Cost, note 2, at 30 n.182.

11 Like ASTM International, the “American Society of Mechanical Engineers,” is
today known only by its acronym. See id. at 30 n.183.
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European or international standards as equivalently protective,*? the EU
standards policy effectively prohibits the EU Commission from
extending similar recognition to equivalently protective technical
standards developed by American standards development organizations.
Standards policy creates other issues, too. For example, one concern for
the U.S. is that the structure of the European standards development
system deprives U.S. companies of the opportunity to participate
directly in the development of European standards. There is no such
barrier to European companies participating directly in the work of
American technical committees.

Through a comparative analysis of governmental standards
policies in the U.S. and the EU, this paper explores how core principles
of public law might influence or constrain how a government may
integrate private standards into governmental regulatory regimes. The
literature on private standards setting has predominately focused on
antitrust and intellectual property (primarily patent, but also copyright)
issues from a domestic U.S. perspective.’® When the U.S. standards
policy was in its infancy more than four decades ago, however,
Professor Robert Hamilton extensively examined, from a regulatory

12 The EU has expressed concern that the American practice of giving technical
standards formal legal effect through regulatory incorporation by reference would
impose such a restriction. Although the practice may introduce some rigidity, it likely
cannot be avoided, and it does not prevent agencies from entering mutual recognition
agreements or otherwise accepting the use of European standards as equivalently
protective alternatives for demonstrating regulatory compliance. See infra at Part I11.C.

13 See Pamela Samuelson, Questioning Copyrights in Standards, 48 B.C. L. REV.
193, 224 (2007); Mark A. Lemley, Ten Things to Do About Patent Holdup of
Standards (And One Not To), 48 B.C. L. Rev. 149-50 (2007); Mark A. Lemley & Carl
Shapiro, Patent Holdup and Royalty Stacking, 85 Tex. L. Rev. 1991 (2007); Lawrence
A. Cunningham, Private Standards in Public Law: Copyright, Lawmaking and the
Case of Accounting, 104 MicH. L. Rev. 291 (2005); Kimberly A. Moore, Worthless
Patents, 20 BERKELEY TECH. L.J. 1521, 1526 (2005); Michael A. Carrier, Why
Antitrust Should Defer to the Intellectual Property Rules of Standard-Setting
Organizations: A Commentary on Teece & Sherry, 87 MINN. L. REv. 2019 (2003);
Patrick D. Curran, Standard-Setting Organizations: Patents, Price Fixing, and Per Se
Legality, 70 U. CHI. L. Rev. 983 (2003); Daniel J. Gifford, Developing Models for a
Coherent Treatment of Standard-Setting Organizations: Patents, Price Fixing, and
Per Se Legality, 43 IDEA 331 (2003); David J. Teece & Edward F. Sherry, Standards
Setting and Antitrust, 87 MINN. L. REv. 1913 (2003); Mark A. Lemley, Intellectual
Property Rights and Standard-Setting Organizations, 90 CAL. L. ReEv. 1889 (2002);
Janice M. Mueller, Patenting Industry Standards, 34 J. MARSHALL L. Rev. 897
(2001); Kraig A. Jakobsen, Comment, Revising Standards-Setting Organizations’
Patent Policies, 3 Nw. J. TECH. & INTELL. PROP. 43 (2004); Katie M. Colendich,
Comment, Who Owns “The Law”? The Effect on Copyrights When Privately-
Authored Works are Adopted or Enacted by Reference into Law, 78 WASH. L. REV.
589, 590 (2003).
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policy perspective, the potential benefits and limitations on agency use
of private standards in health and safety regulation.’* More recently,
some scholars have begun to examine the relationship between
standards and international law and trade.® Others have explored how,
in world transformed by the Internet, the government’s incorporation by
reference of copyrighted private standards into binding federal
regulations negatively affects the public’s right to freely access the
law.® This paper moves beyond the public access debate to examine
other ways in which regulatory policy and core principles of public law
might affect and even constrain how governments interact with private
standards developers and integrate private standards with government
regulations.t’

A government’s approach to technical standardization and the
regulatory use of standards, this paper argues, should reflect that
government’s unique history, political values, and legal commitments.
One should accordingly expect to find differences in the private
standardization systems and standards policies of two distinct
governments, such as those of the U.S. and the EU. In some instances,
one government may be legally prevented from adopting certain aspects
of standards policy that are perfectly permissible within another
government’s public law framework. Beyond such legal constraints,
unique market conditions, social structures, or political values may
make certain provisions or approaches to standards issues more
desirable as a matter of policy to one government than to another. This
analysis has immediate implications for the ongoing free trade
negotiations between the U.S. and the EU. It clarifies and explains some
of the more controversial differences between the U.S. and EU

14 See Robert W. Hamilton, The Role of Nongovernmental Standards in the
Developmentof Mandatory Federal Standards Affecting Safety or Health, 56 Tex. L.
Rev. 1329, 1379-86 (1978). Professor Hamilton’s study provided the basis for an
Administrative Conference recommendation that precipitated what has become the
modern U.S. standards policy. See Admin. Conf. of the US, Recommendation 78-4,
Federal Agency Interaction with Private Standard-Setting Organizations in Health and
Safety Regulation, 44 Fed. Reg. 1357 (Jan. 5, 1979); see also Bremer, Incorporation
by Reference, supra note 7, at 149. Other scholars have explored other kinds of public-
private collaboration in regulation and public policy. See, e.g., Clark C. Havinghurst,
Foreword: The Place of Private Accrediting Among the Instruments of Government,
57 Law & Contemp. Probs. 1 (1994).

15 See Janelle M. Diller, Private Standardization in Public International
Lawmaking, 33 MIcH. J. INT’L L. 481 (2012); Christopher S. Gibson, Globalization
and the Technology Standards Game: Balancing Concerns of Protectionism and
Intellectual Property in International Standards, 22 BERKELEY TECH. L.J. 1403 (2007).

16 See Bremer, supra note 2; Mendelson, supra note 7; Strauss, supra note 7;

Bremer, Incorporation by Reference, supra note 7.
17
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standards policies. This in turn provides a more stable foundation for
negotiating an agreement that can eliminate barriers to trade while
accommodating some necessary differences in how the two
governments approach standardization issues.

This paper proceeds in three parts. Part | provides background,
including by briefly explaining some relevant principles of international
trade law and the role and importance of technical standardization to
modern life and government. It explains how the details of standards
policy—which may some may view as an obscure topic—have come to
have such central relevance to the U.S.-EU trade negotiations. It also
identifies recent domestic controversies that may benefit from the
deeper understanding of standards issues that comparative analysis may
provide. Part 1l compares and contrasts the American and European
perspectives on how best to facilitate a robust public-private partnership
in standards. Part Ill builds on this comparative analysis, focusing on
points of difference that have been sources of international confusion or
disagreement. It argues that certain changes to U.S. standards policy
that have been urged to address both international and domestic
challenges would impermissibly conflict with fundamental principles of
U.S. public law. The paper concludes by identifying ways this
comparative analysis may benefit both international relations and
domestic policy development.

l. REGULATION AND STANDARDIZATION IN INTERNATIONAL TRADE

This part provides an introduction to standardization, explains
how standards can operate as barriers to trade, and describes the recent
domestic controversy in the U.S. regarding the regulatory use of private
standards.

A The Benefits and Challenges of Standardization

Standardization has two components: technical standards (often
referred to simply as “standards”) and conformity assessment.®
Standards are documents that provide guidelines, best practices, and
other rules or norms governing the characteristics of products,
processes, production methods, and other related technical matters.
They serve a variety of functions and include authoritative definitions,

18 This paper provides only a brief overview of standardization, which
necessarily omits the incredible diversity observable in the world of standards. See,
e.g., Pascal Liu, Private standards in international trade: issues and opportunities,
paper presented at the World Trade Organization’s Workshop on Environment-Related
Private Standards, Certification and Labelling Requirements (Geneva, July 2009),
available at http://www.fao.org/fileadmin/templates/estt AG_ MARKET_ANALYSIS/
Standards/Private_standards___ Trade Liu_WTO_wkshp.pdf.
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technical specifications, and test methods.*® Standards can be further
divided into two types: (1) performance standards, which specify
desired results or outcome (e.g., that a flooring material shall be
manufactured so as to withstand a certain measure of heat for a
specified period of time); and (2) design standards, which prescribe the
design or other means that shall be used to promote a desired outcome
(e.g., that flooring shall be constructed of a certain material in a
specified thickness).?® The second component of standardization is
conformity assessment, which includes the methods and procedures that
are used to assess whether a particular material, product, or process
conforms to a specified standard.?! Conformity assessment is an integral
standardization activity, although this paper primarily focuses on
standards.

Although most people have never heard of standards, they are
essential to all modern economies and conveniences.?? They make mass
production possible, facilitate market competition and technological
innovation, and ensure the safety of everyday products and appliances.
Standards facilitate the interoperability of component parts, from those
as common and simple as wall sockets and electrical plugs to the more
complex parts that make cellular telephones interoperable with wireless
service facilities (i.e., cellular towers).?® The authoritative definitions of

19 See, e.g., CIRCULAR A-119, supra note 5, at 9 3(a)(1) (defining “standards™ as
“[clommon and repeated use of rules, conditions, guidelines or characteristics for
products or related processes and production methods, and related management
systems practices”); id. at g 3(a)(2) (explaining that “standards” also include “[t]he
definition of terms; classification of components; delineation of procedures;
specification of dimensions, materials, performance, designs, or operations;
measurement of quality and quantity in describing materials, processes, products,
systems, services, or practices; test methods and sampling procedures; or descriptions
of fit and measurements of size or strength,” EU standards policy uses very similar
definitions for the related terms “standard” and “technical specification.” See
Commission Regulation 1025/2012, On European Standardisation, 2012 O.J. (L 316),
art. 2(1) & (4).

20 See, e.g., CIRCULAR A-119, supra note 5, at 9 3(c) (defining “performance
standard,” including via juxtaposition with a “prescriptive” or design standard).

2l See, eg., ISO, Conformity assessment and certification,
http://www.iso.org/iso/home/fags/fags_conformity_assessment_and_certification.htm
(“At its simplest, "conformity assessment” means checking that products, materials,
services, systems or people measure up to the specifications of a relevant standard.”)

22 See generally, Bremer, On the Cost, supra note 2, at 21-24 (explaining the
importance of standards).

2 The telecommunications functions of a smartphone alone require more than
600 standards to work. Dr. George Arnold, Director, Standards Coordination Office,
NIST, Remarks at NIST Fundamentals of Standards for Government Agencies
Workshop: Overview of NIST and the Standards Coordination Office (May 9, 2013).
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common terms and technical specifications provided by standards
ensure that products purchased in the marketplace are fit for purpose
regardless of the identity of their producer or manufacturer.

Although standards are typically developed by private standards
development organizations®* and are formally voluntary upon issuance,
they often come to acquire some coercive effect.® In many instances,
market forces and widespread informal acceptance make standards de
facto mandatory. Governments may contribute to these informal forces
when they use private standards to fulfill government standardizations
needs, whether in connection with procurement or to support regulatory
activities.® When a government uses a private standard to specify its
procurement requirements, this action may add considerably to the
market force behind the affected standard. In the regulatory context,
with which this paper is principally concerned, governments may use
standards to provide essential technical details that flesh out regulatory
requirements. As discussed in greater detail below, some governments,
including the EU, do this in a manner that is formally non-binding. The
approach may nonetheless contribute to the de facto coercive effect of
the standards so used. Other governments, including in the U.S., may
integrate standards into regulations in a way that gives those standards
formal legal effect.

The coercive effect of standards, whether resulting from formal
or informal forces, can have consequences in international trade.?’
Government use of standards amplifies these consequences because it
increases the likelihood that the standards will have coercive effect
within that government’s territory. The next section discusses how
government use of standards in regulation can create barriers to trade, as
well as how this difficult problem has become one central focus of the
ongoing free trade negotiations between the U.S. and the EU.

B. Standards and International Trade
In recent decades, as traditional barriers to trade such as tariffs

and quotas have been steadily reduced, attention has shifted to technical
or non-tariff barriers to trade (NTBs).22 NTBs include restrictions on

24 The predominately private nature of the standards development communities
in the U.S. and the EU are discussed in detail in Part I1.A.

25 See Bremer, On the Cost, supra note 2, at 28-29.

2% Standards may also acquire some degree of legal force when they are used to
flesh out contractual obligations or define the duty of care in tort cases. See, e.g.,
Bremer, On the Cost, supra note 2, at 29.

27 Cf. Gibson, supra note 15, at 1405 (“Standards for technology have become a
significant factor in international trade.”).

28 See, e.g., Gibson, supra note 15, at 1405 (explaining that the “trade barriers of
the past—high tariffs and quotas imposed on imports—have been greatly reduced or in
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trade that arise when different governments impose inconsistent
regulatory requirements within their respective jurisdictions.?® For
example, Europe and the U.S. have different requirements for food
labeling. These differences “require producers who distribute food in
both markets to produce the same goods in different packaging,
depending on the market, which hinders economies of scale and adds
cost and delay.”*° Europe and the U.S. also take different approaches to
regulating trailer-tractor length. Although “the American design has
better fuel economy, American manufacturers cannot export trucks that
comply with United States requirements into European markets without
significant redesign.”®! Examples such as these are plentiful because
whenever a government imposes regulatory requirements to protect
health and safety, improve the environment, or achieve other important
policy goals, inconsistencies with other governments’ regulations in the
same area are possible, if not likely. When technical standards are
integrated into the regulatory requirements, those standards may
contribute to cross-border regulatory inconsistency and thereby create
or exacerbate technical barriers to trade.*

In 1994, the members of the World Trade Organization (WTQO)
began to address these difficulties by approving the Technical Barriers

some circumstances eliminated”); Org. for Econ. Cooperation & Dev. [OECD],
Working Party of the Trade Comm., Regulatory Reform and International
Standardization, q 1, TD/TC/WP(98)36/FINAL (Jan. 28, 1999) (stating that “leading
players in the field of international standards share the perception that trade
liberalization has moved on from its earlier focus on tariffs, quotas, and related issues,
and into the area of NTBs”).

29 See Sunjoon Cho, the WTO'’s Gemeinschaft, 56 ALA. L. REV. 483, 514 (2004);
see also Admin. Conf. of the United States, Recommendation 2011-6, International
Regulatory Cooperation, 77 Fed. Reg. 2257, 2260 (Jan. 17, 2012) [hereinafter
Recommendation 2011-6] (explaining that “inconsistent regulatory regimes can act as
barriers to trade”); Exec. Order 13609, Promoting International Regulatory
Cooperation, 77 Fed. Reg. 26,413, 26,413 (May 4, 2012) (“The regulatory approaches
taken by foreign governments may differ from those taken by U.S. regulatory agencies
to address similar issues. In some cases, the differences . . . might not be necessary and
might impair the ability of American businesses to export and compete
internationally.”).

30 Recommendation 2011-6, supra note 29, at pmbl.

S d.

32 Even fully voluntary standards (i.e., standards that have not been integrated
into any governmental regulatory regime) may nonetheless act as barriers to trade. See,
e.g., AM. NAT’L STANDARDS INST., UNITED STATES STANDARDS STRATEGY 13 (2005)
(“Differing technical standards can significantly raise the cost of exporting to and
importing from international markets, or even prevent market access.”). This
challenging issue is beyond the scope of this paper.
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to Trade (TBT) Agreement.®® The TBT Agreement is designed to
“ensure that technical regulations and standards, including packaging,
marking, and labelling requirements, and procedures for assessment of
conformity with technical regulations and standards do not create
unnecessary obstacles to international trade.”3* Members party to the
agreement (including the U.S. and the EU), are obligated to ensure that
technical regulations do not create ‘“unnecessary obstacles to
international trade.”®®> Members are directed to participate in the
development of international standards,® use those international
standards as the basis of technical regulations,®” and give preference to
performance standards wherever possible.®® Members are also obliged
to take steps to ensure that standards development organizations within
their jurisdiction comply with a “Code of Good Practice for the
Preparation, Adoption and Application of Standards.”%

33 Agreement on Technical Barriers to Trade pmbl., Apr. 15, 1994, Marrakesh
Agreement Establishing the World Trade Organization, Annex 1A, 1868 U.N.T.S. 117
[hereinafter TBT Agreement].

% 1d. at 117. The principal distinction between “technical regulations” and
“standards” as defined in the TBT Agreement is that compliance with the former is
mandatory, see id. at 132, while compliance with the latter is voluntary, see id.

%1d. at 118.

% See id. at 119 (“With a view to harmonizing technical regulations on as wide a
basis as possible, Members shall play a full part, within the limits of their resources, in
the preparation by appropriate international standardizing bodies of international
standards for products for which they either have adopted, or expect to adopt, technical
regulations.”).

37 See id. at 118 (“Where technical regulations are required and relevant
international standards exist or their completion is imminent, Members shall use them,
or the relevant parts of them, as a basis for their technical regulations” with limited
exceptions.)

% See id. at 119 (“Wherever appropriate, Members shall specify technical
regulations based on product requirements in terms of performance rather than design
or descriptive characteristics.”).

39 See id. at 120; see also id. at 135-37 (setting forth the provisions of the Code).
This obligation appears to be stronger with respect to Members’ “central government
standardizing bodies,” but it also extends to “non-governmental standardizing bodies
within their territories.” Id. at 120. The Code was further elaborated in Committee on
Technical Barriers to Trade, Second Triennial Review on the Operation and
Implementation of the Agreement on Technical Barriers to Trade, BG/TBT/9, 13
November 20, Annex 4, Decision of the Committee on Principles for the Development
of International Standards, Guides and Recommendations with Relation to Articles 2.5
and Annex 3 of the Agreement.
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Although governments may deliberately use standards for
protectionist purposes,*® the core challenge of eliminating TBTs is that
governments may have legitimate reasons for selecting a standard
different from the one used by other governments.*’ Sometimes
“regulations are different for non-substantive reasons—regulators share
common goals and methods of regulation, but for historical or other
reasons, regulations remain inconsistent.”*? In other instances, however,
regulatory inconsistencies across borders may reflect substantive
differences in the way different governments approach regulation or
prioritize among competing values or goals.** A common concern
raised in response to international regulatory harmonization efforts is
that harmonization may require a government not simply to change, but
to lower, its regulatory standards. The TBT Agreement accordingly
recognizes that Members should not be forced into that intolerable
position.**

Non-tariff barriers to trade, including those potentially erected
by the use of standards in regulation, are a central issue in the ongoing
U.S.-EU trade negotiations. Although the U.S. and EU standards
systems and policies have much in common, there are also some key
differences. As a result of these differences, the U.S. and the EU
frequently use different standards to regulate the same subjects and
mutual recognition or harmonization is complicated. In order to come to
an agreement, the U.S. and the EU must first develop a deeper
understanding of each other’s perspectives and the legal and policy
constraints that explain and, in certain circumstances, require the two

40 E.g., Gibson, supra note 15, at 1406 (observing that “national standards can be
used to protect domestic industries from global competition™).

4 The TBT agreement recognizes the following as “legitimate objectives’:
“national security requirements; the prevention of deceptive practices; protection of
human health or safety, animal or plant life or health, or the environment.” TBT
Agreement, supra note 33, at 118.

42 Recommendation 2011-6, supra note 29, at pmbl.

43 See id.; see also id. at 2260 (“[S]ubstantive differences . . . may disrupt trade or
otherwise operate as de facto protectionist measures.”).

4 See TBT Agreement, supra note 33, at 117. President Obama’s recent
executive order on international regulatory cooperation recognizes a similar principle.
See Exec. Order 13609, Promoting International Regulatory Cooperation, 77 Fed.
Reg. 26,413, 26,413 (May 4, 2012) (“In meeting shared challenges involving health,
safety, labor, security, environmental, and other issues, international regulatory
cooperation can identify approaches that are at least as protective as those that are or
would be adopted in the absence of such cooperation.”); see also Recommendation
2011-6, supra note 29, at § 2 (“Absent conflict with their legal authority or missions,
agencies should give appropriate consideration to the international implications of
regulatory activities.”).
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governments to take slightly different approaches to integrating private
standards and governmental regulatory regimes.

In addition to these international trade issues, domestic
controversy over certain aspects of the U.S. standards policy has
recently arisen. Similar reforms have been urged to address both the
international and domestic issues, and this paper’s comparative analysis
may in any event prove instructive. Thus, before turning to the
comparative analysis, the next section gives a brief overview of
domestic concerns about how U.S. agencies use private standards in
regulation.

C. Domestic Concerns with U.S. Standards Policy

The most controversial domestic issue that has recently emerged
in relation to the U.S. standards policy involves public access to private
standards incorporated by reference in federal regulations. Private
standards developers typically assert copyright in their standards and
often rely on the revenue generated from the sale of the standards to
fund the standards development process.*® As a result, when an agency
publishes a proposed or final rule that incorporates a private standard,*®
regulated and other interested parties may have to pay to obtain a copy
of the relevant standard. As agency documents in the U.S. have become
freely available online, this remaining barrier to public access has
become more noticeable.*” The problem is also more difficult than it
appears because it is multi-dimensional, requiring a simultaneous
resolution of challenging questions of administrative principle, science
and technology policy, and intellectual property law.*®

45 See Bremer, On the Cost, supra note 2, at 2.

46 See 5 U.S.C. § 552(a)(1) (permitting incorporation by reference into federal
regulations of “reasonably available” materials); see also CIRCULAR A-119, supra note
5, at § 6(j) (providing that agencies “must observe and protect the rights of the
copyright holder” when incorporating by reference voluntary consensus standards).

47 There is some uncertainty in the law regarding the continuing scope of
copyright protection for extrinsic standards incorporated by reference into law. Admin.
Conf. of the United States, Recommendation 2011-5, Incorporation by Reference, 77
Fed. Reg. 2,257 (Jan. 17, 2012) [hereinafter Recommendation 2011-5]; see Veeck v.
S. Bldg. Code Congress Int’l, Inc., 293 F.3d 791 (5th Cir. 2002); see also Bremer,
Incorporation by Reference, supra note 7, at 159-172 (analyzing copyright issues
related to government use of private standards). The issue is currently being litigated
in federal district court. See Complaint, Am. Educ. Research Ass’n, et al. v.
Public.Resource.org, Inc., No. 14-857 (D.D.C. May 23, 2014); Complaint, Am. Soc’y
for Testing & Materials, Inc., et al. v. Public.Resource.org, Inc., No. 13-1215 (D.D.C.
Aug. 6, 2013).

48 See Bremer, On the Cost, supra note 2, at 6.
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A second domestic issue that, while not new, has recently come
to the fore is the significant challenge U.S. agencies face in keeping
regulations up to date as new versions of incorporated standards become
available.*® Private standards are typically updated every two to five
years to reflect constantly evolving technical knowledge and ever-
changing industrial and market conditions.®® The federal rulemaking
process often takes much longer,>* and competing priorities and scarce
resources further reduce agencies’ ability to keep up with the pace of
private standards development. The problem is that out-of-date
regulatory references can cause problems for regulated parties and may
even present dangers to public health and safety.

In December 2011, the Administrative Conference of the United
States adopted a recommendation addressing these and other issues
agencies face when incorporating extrinsic materials (including
standards) by reference.> With respect to the public access issue, the
Conference urged federal agencies to work collaboratively with
copyright holders (including standards developers) and use available
electronic tools such as read-only access to expand public access to
incorporated standards without undermining the value of the standards
developers’ copyrights.>® The Conference recommended that agencies
use technical amendments, direct final rulemaking, equivalency
determinations, and other tools to address the updating challenge.>

Other agencies and branches of the U.S. government have
addressed or are currently considering these issues. The Conference’s
recommendation first precipitated a petition for rulemaking requesting
that the Office of the Federal Register (OFR), which is statutorily
responsible for approving all incorporations by reference in the Code of

49 See also infra at notes 94-97 and accompanying text (describing legal
requirements that contribute to the updating challenge).

50 See Bremer, Incorporation by Reference, supra note 7, at 137, 184,

51 See, e.g., U.S. Gov’'T ACCOUNTABILITY OFFICE, GAO-09-205, FEDERAL
RULEMAKING: IMPROVEMENTS NEEDED TO MONITORING AND EVALUATION OF RULES
DEVELOPMENT AS WELL AS TO THE TRANSPARENCY OF OMB REGULATORY REVIEWS
5-6 (Apr. 2009), available at http://gao.gov/assets/290/288538.pdf (last visited Sept. 4,
2014) (reporting that “the average time needed to complete a rulemaking across our 16
case-study rules was about 4 years, with a range from about 1 year to nearly 14 years,
but there was considerable variation among agencies and rules”).

52 | served as the Conference’s In-House Researcher on this project and
subsequently published an article based on the research report underlying
Recommendation 2011-5. See Bremer, Incorporation by Reference, supra note 7.

53 See Recommendation 2011-5, supra note 47, at 3.

54 See id. at {1 6-10. The Conference also recommended that “Congress should
consider authorizing agencies to use streamlined procedures to update incorporations
by reference,” and identified several characteristics of “[a]n appropriate statutory
solution.” Id. at § 11.
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Federal Regulations (CFR), revise its procedural regulations to improve
the accessibility of incorporated materials.>®> OFR partially granted the
petition, issued a proposed rule, and is currently considering the public
comments it received.*® The Office of Management and Budget (OMB)
is also currently considering public comments on a proposed revision of
the executive policy component of federal standards policy that would,
among other things, adopt the Conference’s collaborative approach to
improving public access to incorporated standards.®’ Finally, in a short-
lived statutory provision, Congress imposed on a single federal agency,
the Pipeline and Hazardous Materials Safety Administration (PHMSA),
a stringent free-access requirement for standards incorporated by
reference into federal pipeline regulations or guidance.’® The
requirement proved unworkable, and Congress amended the law less
than two years later, acknowledging that the Conference’s collaborative
approach offered a more promising solution.>®

Some of the reforms that have been suggested to address these
domestic issues have also been offered as potential ways to achieve
agreement in the U.S.-EU trade negotiations. For example, Professor
Peter Strauss has argued that the U.S. should adopt the EU’s approach
of referencing standards as non-binding guidance or soft law, to avoid
the difficulties of ensuring free public access to standards made law, as
well as to promote competition and innovation in the marketplace and
reduce potential barriers to trade.®® The comparative analysis provided

%5 See Incorporation by Reference, 77 Fed. Reg. 11,414 (Feb. 27, 2012).
% See Incorporation by Reference, 78 Fed. Reg. 60,784 (Oct. 2, 2013).

57 See Request for Comments on a Proposed Revision of OMB Circular No. A-
119, “Federal Participation in the Development and Use of Voluntary Consensus
Standards and in Conformity Assessment Activities,” 79 Fed. Reg. 8207 (Feb. 11,
2014). The proposal was preceded by a Request for Information and public workshop
addressing the same issues. See Request for Information and Notice of Public
Workshop, Federal Participation in the Development and Use of Voluntary Consensus
Standards and in Conformity Assessment Activities, 77 Fed. Reg. 19,357 (Mar. 30,
2012).

%8 See Pipeline Safety, Regulatory Certainty, and Job Creation Act of 2011, Sec.
24, Pub. L. 112-90, 125 Stat. 1903 (Jan. 3, 2013) (codified in scattered sections of 49
U.S.C.); see generally Bremer, On the Cost, supra note 2 (offering a detailed case
study of the cost of standards incorporated by reference and PHMSA’s experience
trying to implement the stringent free access requirement).

%9 See 159 Cong. Rec. H4499 (daily ed. July 16, 2013) (statement of Rep. Eddie
Bernice Johnson).

60 See, e.g., Strauss, supra note 7, at 549-55. The Administrative Conference has
urged that “[a]gencies should not address difficulties with updating [incorporated
materials] by confining incorporations by reference to non-binding guidance
documents. If an agency intends to make compliance with extrinsic material
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in the next two parts may therefore prove illuminating for both
international and domestic purposes.

1. TwO STANDARDIZATION SYSTEMS, ALIKE IN DIGNITY

In both the U.S. and the EU, most technical standards are
developed by private standards development organizations, and each
government has an established policy that facilitates the use of private
standards to fulfill government standardization needs. On first glance,
these standards development systems and standards policies appear to
be substantially similar. Upon closer examination, however, significant
differences emerge. These differences become starker as one moves
beyond the relevant formal legal principles to evaluate the way in which
the two standardization systems and standards policies work in
practice.®* The first two sections of this part describe the American and
European perspectives on standards development and the integration of
private standards into public law. The part concludes by summarizing
some of the key differences between the U.S. and the EU approaches.

A. The American Perspective

In the U.S., the vast majority of standards are created through a
predominately private, highly decentralized, market-based standards-
development system. This system is large, diverse, and productive.
Standards are typically developed by non-profit organizations, including
pure standards development organizations (e.g., ASTM International),
trade associations (e.g., the American Petroleum Institute (API)), and
professional societies (e.g., the American Society of Mechanical
Engineers (ASME)), as well as (increasingly) by non-traditional
standards development bodies, such as consortia (e.g., the World Wide
Web Consortium (W3C)). Most standards are developed through
“technical committees” administered by the standards development
organizations. Recent estimates suggest there are more than 600
standards development organizations and approximately 100,000 active
standards in use throughout the U.S. The landscape is somewhat simpler
than these figures suggest, however, because it is estimated that the 20
largest U.S. standards development organizations produce
approximately 90 percent of all technical standards.5?

mandatory, it should incorporate that material by reference in a legislative rule.”
Recommendation 2011-5, supra note 47, at { 8.

51 A full account of how standards policy operates in the US and the EU must
examine both the “law on the books and law in action,” John C. Reitz, How to Do
Comparative Law, 46 AM. J. ComP. L. 617, 624 (1998).

62 See Am. Nat’l Standards Inst., Introduction to ANSI, http://www.ansi.org/
about_ansi/introduction/introduction.aspx?menuid=1.
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The determination of what standards should be developed or
maintained is highly decentralized in the U.S. standards system.%
Standards are created in response to market forces, evolving technology,
and other emerging needs of industry, rather than at the command or
request of state, local, or federal government entities or some other
centralized coordinator. The American National Standards Institute
(ANSI), a non-profit organization created in 1918 through public-
private collaboration, does have an important role as the “administrator
and coordinator” of the U.S. standards development system. It primarily
carries out this role, however, by sharing information and accrediting
the procedures of standards development organizations based on their
conformity to ANSI’s Essential Requirements for the development of
voluntary consensus standards.®* ANSI does not control or direct the
activities of U.S. standards developers and is not responsible for
determining what standards should be created or maintained. As
discussed below in greater detail, when a federal agency needs a
technical standard to flesh out regulatory requirements,® it ordinarily
selects among available standards that have already been privately
developed. In rare instances, a federal agency may ask a standards
development organization it works with regularly to create a new
standard or revise an old standard to address an issue that has been
revealed to the agency through its program and enforcement activities.
But such requests are the exception, not the norm.%

Standards development in the U.S. is also privately, not publicly,
financed. Individual standards development organizations are
responsible for funding their own standards development activities and

8 Standards are usually updated every two to five years. Although most
standards development organizations set a schedule for reviewing and revising their
standards, updates are made as frequently as is necessary to respond to evolving
technologies, changing market conditions, or other industry needs. See generally
Bremer, Incorporation by Reference, supra note 7, at 183-99 (examining the challenge
agencies face in keeping incorporating regulations up to date).

64 See AM. NAT’L STANDARDS INST., ANSI ESSENTIAL REQUIREMENTS: DUE
PROCESS REQUIREMENTS FOR AMERICAN NATIONAL STANDARDS,
http://publicaa.ansi.org/sites/apdl/Documents/Standards%20Activities/American%20N
ational%20Standards/Procedures,%20Guides,%20and%20Forms/2014 _ANSI_Essenti
al_Requirements.pdf [hereinafter ANSI ESSENTIAL REQUIREMENTS].

8 A technical standard “may provide detail, but a regulation should, by itself,
make the basic concept of the rule understandable without the need for the reader to
refer to the incorporated material.” Recommendation 2011-5, supra note 47, at { 15.

% See Bremer, Incorporation by Reference, supra note 7, at 155. This approach
may become more common, as OMB has recently proposed to revise Circular A-119
to advise agencies that “where no suitable voluntary consensus standards exist, an
agency may . . . solicit interest from qualified voluntary standards development
organizations for development of a standard.” Proposed Revision at 31 (4 6(m)).
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generally do not receive financial support from the government. The
organizations typically obtain the necessary funding using one or more
of three basic approaches. First, the organizations assert copyright to the
standards they produce, and many rely on the revenue generated by the
sale of their standards to fund the standards development process.®” The
second approach is to fund standards development activities using
revenue obtained through the collection of organizational membership
fees. This approach is perhaps most common among the trade
organizations and professional societies that (among other things)
develop standards.%® Third (and less prominently), some organizations
receive charitable contributions that can help to cover the costs of
standards development. Each of these approaches has pros and cons,
and the standards development organizations often use them in
combination.

Just as the costs of administering the standards development
process are borne privately, so too are the costs of participating in the
technical committees’ work. Although standards development
organizations provide logistical support to their technical committees,
the individuals who participate in the substantive work of the
committees are experts who work in or with in the relevant industry and
volunteer their time to participate in standards development. The
individuals who participate in technical committees (volunteer their
time. These individuals, or their employers, also pay any costs
associated with their participation (e.g., travel costs, membership fees).
Some standards development organizations provide financial assistance
to representatives of interests that might not otherwise have a voice in
the process (e.g., consumer advocates). The government does not
provide such financial support.®®

At least initially, standards are voluntary. But they often acquire
some coercive effect through market forces, contractual relationships,

67 See, e.g., Bremer, Incorporation by Reference, supra note 7, at 155. The
resulting barrier to free online public access to those standards given legal effect
through regulatory incorporation by reference has been a flashpoint of recent
controversy. See id.; see also supra Part I.C.

% See Bremer, On the Cost, supra note 2, at 29-30 (providing a complete profile
of the organizations that have developed the standards incorporated by reference in
federal pipeline regulations).

89 Agencies may, however, cover the costs for their own employees to participate
in standards development. Federal law generally encourages (and sometimes requires)
agencies to so participate in the work of relevant technical committees. See, e.g., 6
U.S.C. § 747; 15 U.S.C. 88 1193(g) & (h), 1262(f), (9), & (h), 2054(a)(4); 42 U.S.C. §
16194.
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and common law usage.”” In some cases, local, state, and federal
government entities give formal legal effect to standards by adopting
them as law or incorporating them by reference into legally binding
rules or regulations.”t A central focus of this paper (and of the recent
domestic controversy over U.S. standards policy) is how and why
federal agencies give private standards legal effect via regulatory
incorporation by reference.’? It perhaps bears noting, however, that this
extraordinary transformation affects only a very small percentage of all
private standards.”® A previous case study of standards incorporated by
reference in federal pipeline regulations is illustrative. Most of the
standards (73%) were created by just three organizations: the American
Petroleum Institute (API), ASTM International, and ASME
International.”* And yet those standards represented only a small
fraction—3.7%, one-tenth of 1%, and 2% —of their respective
developer’s overall standards portfolios.”

When federal agencies require the use of technical standards,
they are directed by statute and executive policy to use available private
standards instead of developing “government-unique” standards solely
to satisfy government standardization needs. This federal standards
policy emerged in the late 1970s’® and today is embodied in the
National Technology Transfer and Advancement Act of 1995 (the
“Tech Transfer Act”) and OMB Circular A-119.”" The Tech Transfer

0 See Bremer, On the Cost, supra note 2, at 29. Standards may also be given
formal legal effect through government adoption or incorporation by reference. See
generally Bremer, Incorporation by Reference, supra note 7.

L The distinction between adoption qua law and the incorporation by reference
of extrinsic standards can have profound consequences for the continuing degree of
copyright protection afforded for the code or standard so used by government. See
Veeck, 293 F.3d at 804.

72 See generally supra at Part I.C.

73 See Bremer, On the Cost, supra note 2, at 27.
4 See id. at 29-30.

5 1d. at 27.

6 See Admin. Conf. of the US, Recommendation 78-4, Federal Agency
Interaction with Private Standard-Setting Organizations in Health and Safety
Regulation, 44 Fed. Reg. 1357 (Jan. 5, 1979); see also Hamilton, supra note 14, at
1379-86.

7 See NTTAA, supra note 4, § 12(d); CIRCULAR A-119, supra note 5. Circular
A-119 was first issued in 1982, and was most recently revised in 1998, in response to
the partial codification of the policy effectuated by the Tech Transfer Act. See Request
for Comments on a Proposed Revision of OMB Circular No. A-119, “Federal
Participation in the Development and Use of Voluntary Consensus Standards and in
Conformity Assessment Activities,” 79 Fed. Reg. 8207, 8207 (Feb. 11, 2014). OMB is
currently accepting comment on a revised version of the circular. See id. If adopted,
the proposed revisions would not fundamentally alter US standards policy, although
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Act generally requires agencies to use privately developed voluntary
consensus standards “to carry out policy objectives or activities”’
unless doing so “is inconsistent with applicable law or otherwise
impractical.””® As the statutory language suggests, this requirements
extends to all agency activities, including both procurement and
regulation. If an agency decides to create a government-unique standard
instead of using an available private standard, it must report and explain
its decision to the National Institute of Standards and Technology
(NIST), a non-regulatory component agency of the Department of
Commerce®® with substantial responsibility for facilitating the
implementation of federal standards policy.8s Among other things,
NIST is responsible for preparing an annual report on U.S. government
standards activities, which it transmits to Congress through OMB.% If
there is no voluntary consensus standard available to serve an agency’s
need, however, it may develop its own standard without triggering the
reporting requirement.®

U.S. standards policy does not regulate the internal operations of
standards development organizations, but it indirectly influences the
standards development process by extending the requirement for
agencies to use available private standards only to those standards that
have been developed through a voluntary consensus process.®*
Voluntary consensus standards®® are defined as those developed
through: (i) an open process; (ii) in which the participants represent a

any proposed changes relevant to the issues addressed in this paper will be noted and
discussed as appropriate.

8 NTTAA, supra note 4, § 12(d)(1).
1d. § 12(d)(3).
8 See 15 U.S.C. § 1511(3).

81 See, e.g., Bremer, supra note 7, at 188-90 (describing NIST’s responsibilities
under the Tech Transfer Act and Circular A-119).

82 See NTTAA, supra note 4, § 12(d)(3); see also CIRCULAR A-119, supra note 5.

8 Although the Environmental Protection Agency (EPA) is one of the largest
developers of standards incorporated by reference in federal regulations, see Nat’l Inst.
of Standards & Tech., Standards Incorporated by Reference (SIBR) Database,
Regulatory SIBR (P-SIBR) Statistics, https://standards.gov/sibr/query/index.cfm?
fuseaction=rsibr.total_regulatory_sibr, it rarely reports its standards development
activity because there is rarely a private standard available that meets its needs.

84 See NTTAA, supra note 4, § 12(d)(1); CIRCULAR A-119, supra note 5, at { 6.

8 See CIRCULAR A-119, supra note 5, at 1 6. Agencies may use other kinds of
private standards as well, and in its current formulation, Circular A-119 explicitly
disclaims any preference for voluntary consensus standards over other kinds of private
standards. See id. 1 6(g). OMB has recently proposed, however, to revise the circular
to express a preference for voluntary consensus standards. See Proposed Revision at 4-
5.
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balance of interests; (iii) due process is respected; (iv) an appeals
process is provided; and (v) the resulting standards reflect a consensus
among the participants.®® In this context “consensus” means “general
agreement, but not necessarily unanimity,” achieved through the use of
procedures that ensure all objections are fairly considered, objectors are
provided a reasoned response, and committee members have an
opportunity to change their votes in response to comments.®” Individual
agencies are responsible for determining whether the process used to
develop a particular standard meets these requirements. This
responsibility may be more easily discharged if the standard in question
iIs an American National Standard, a designation indicating that ANSI
has accredited the standard developer’s process as conforming to
ANSI’s Essential Requirements of voluntary consensus standards.®
NIST advises agencies to select a standard for government use based on
both the process through which the standard was created and the
standard’s substantive “fit for purpose.”

The most well-known and controversial way agencies use
private standards to support regulatory activities is by giving the
standards legal force by incorporating them by reference in federal
regulations.®® Under the Freedom of Information Act (FOIA), agencies
are required to publish certain kinds of materials, including legally
binding regulations, in the Federal Register, a daily publication created
to serve as a central repository of federal executive and administrative
pronouncements.®® Publication is intended to provide constructive
notice to regulated parties.®® If an agency does not fulfill the publication

8 See CIRCULAR A-119, supra note 5, at 17 4(a)(1)(i)-(iv). Voluntary consensus
standards are distinguished from any standard created through a process other than
“the full consensus process,” including non-consensus standards, industry standards,
company standards, and de facto standards, id. § 4(b)(1), government-unique
standards, see id. 1 4(b)(2), and standards mandated by statute, see id. 1 4(b)(3).

87 See CIRCULAR A-119, supra note 5, at T 4(1)(v).
8 See ANSI ESSENTIAL REQUIREMENTS, supra note 64.

8 See generally Bremer, Incorporation by Reference, supra note 7, at 145-53
(exploring regulatory use of incorporation by reference, including by describing the
kinds of materials agencies incorporate, the purposes such incorporation serves, and
emerging issues with the practice).

% See generally Panama Refining Co. v. Ryan, 293 U.S. 388, 412 (1935)
(preventing an agency from enforcing regulations that “did not exist”); Erwin N.
Griswold, Government in Ignorance of the Law—A Plea for Better Publication of
Executive Legislation, 48 HARv. L. ReEv. 198 (1934) (urging the creation of the
Federal Register); Note: The Federal Register and the Code of Federal Regulations—
A Reappraisal, 80 HARV. L. REV. 439 (1966).

%1 See 5 USC. § 552(a); see also Fed. Crop. Ins. Corp. v. Merrill, 332 U.S. 380,
385 (1947) (“Congress has provided that the appearance of rules and regulations in the
Federal Register gives legal notice of their contents.”). Legally binding regulations are
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requirement, it will be prevented from enforcing the non-published
material against any person or entity that did not have actual notice of
the material in question.®? For purposes of this non-publication sanction,
however, material incorporated by reference in the Federal Register is
“deemed published” if it is “reasonably available to the class of persons
affected” and the Director of the Office of the Federal Register (OFR)
has approved the incorporation.®® “Dynamic incorporations” that direct
regulated parties to conform to the “current” or “the most recent”
edition of a standard are not permitted—agencies must identify the
specific version of the standard they are incorporating.’* And when a
new version of an incorporated standard becomes available, an agency
must typically conduct another notice-and-comment rulemaking in
order to update the regulatory reference.®® As previously discussed,
these requirements make it challenging for agencies to keep
incorporating regulations up to date as new versions of incorporated
standards become available.®® But the requirements also ensure that
agencies retain primary responsibility for determining whether, to what

first published in the Federal Register and subsequently appear in the Code of Federal
Regulations, a special edition of the Federal Register published annually and intended
to provide a compact, practical, and orderly codification of agency pronouncements of
general applicability and legal effect. See 5 C.F.R. 8§ 8.1(a), 8.2.

92 See 5 USC. § 552(a)(1); see Appalachian Power Co. v. Envtl. Prot. Agency,
566 F.2d 451, 455 (4th Cir. 1977).

% 5 USC. § 552(a)(1). OFR regulations and guidance set forth the procedures
agencies must follow to secure approval to incorporate by reference. See 5 C.F.R. pt.
51; see also NAT’L ARCHIVES & RECORDS ADMIN., FEDERAL REGISTER DOCUMENT
DRAFTING HANDBOOK, CH. 6 (Apr. 2014) [hereinafter DDH], available at
www.archives.gov/federal-register/write/handbook/chapter-6.pdf. OFR has recently
proposed revisions to its regulations and has suggested that it will revise its guidance
after the final rule is issued. See Incorporation by Reference, 78 Fed. Reg. 60,784,
60,797 (Oct. 2, 2013) (to be codified at 1 C.F.R. pt. 51); see also Incorporation by
Reference, 77 Fed. Reg. 11,414 (Feb. 27, 2012) (to be codified at 1 C.F.R. pt. 51)
(requesting public comment on the petition for rulemaking that precipitated the
proposed rule).

% See 1 C.F.R. § 51.1(f); DDH, supra note 93; Bremer, Incorporation by
Reference, supra note 7, at 184-86. The non-delegation rationale for this limitation is
discussed infra at Part 111.B. Some U.S. states permit dynamic incorporation, see
Alaska Stat. § 44.62.245(a), which is more efficient and less burdensome for the
government, see Bremer, Incorporation by Reference, supra note 7, at 184, but can
also be more burdensome for regulated and other interested parties.

% See Bremer, Incorporation by Reference, supra note 7, at 137, 184.

% See supra at Part I.C.
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extent, and in what circumstances a particular private standard is
appropriate for regulatory use.®’

U.S. agencies also use private standards in other ways that do
not involve giving the standards formal legal effect. In procurement,
agencies often use private standards as a way of precisely identifying
the qualities of the goods they are seeking or have contracted to
purchase.®® In the regulatory context, agencies use standards in a variety
of ways. In some cases, an agency may identify a private standard as a
regulatory safe harbor, such that conformity with the identified standard
may earn regulated parties a presumption of regulatory compliance, but
alternative approaches to demonstrating compliance are also
permitted.*® In other cases, agencies may also use standards in voluntary
programs, as the Department of Energy and the Environmental
Protection Agency do in the Energy Star Program.'® Finally, agencies
sometimes use standards passively when they choose not to regulate
based on a determination that there is sufficient conformity throughout
the marketplace to a private standard that adequately protects the public
interest,10!

B. The European Perspective

European governments have historically had a much closer
relationship with their private standards development organizations than
has the U.S. government. Indeed, “[i]n stark contrast to the American
system, standardization in European countries is hierarchical,

9 Cf. Recommendation 2011-5, supra note 47, at § 11(b) (urging Congress to
streamline the procedure for updating incorporations by reference in a manner that
ensures agencies retain ultimate authority and responsibility over the decision to
update).

% The Department of Defense has been using private standards in this way since
at least World War I. See Remarks at OMB/NIST May 2012 Workshop.

9 Although conformity to standards so used is not, in a certain sense, formally
mandatory, courts have identified regulatory safe harbors as necessarily legislative in
character. See infra at Part I11.C.

100 See 42 U.S.C. § 6294a (establishing the Energy Star program).

101 In some cases, Congress has by statute instructed agencies not to regulate in
these circumstances. See, e.g., 15 U.S.C. 8§ 2056(b)(1), 2058(b) (directing the CPSC
to rely on existing voluntary standards and to terminate rulemaking proceedings if it
determines that there is already sufficient conformity to such a standard). For agencies
not subject to such clear statutory instruction, an interesting and potentially challenge
question is what principles should govern decisions not to act. See Cass R. Sunstein &
Adrian Vermeule, The Law of ‘Not Now’, Harvard Public Law Working Paper No. 14-
08 (Mar. 12, 2014), available at http://papers.ssrn.com/sol3/papers.cfm?
abstract_id=2355493.
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coordinated, and regulated.”'® The common practice is for each
national government to officially recognize a single private organization
as the exclusive developer of that nation’s technical standards.!®® For
example, the British government has officially recognized the British
Standards Institution (BSI) as the sole developer of its national
standards, a position that was initially solidified through Royal Charters
granted in the 1920s.1% Standards development in European nations is
intended to be market-driven and responsive to evolving technologies
and the ever-changing needs of industry.1®® Although the resulting
standards are voluntary, they are generally considered to be “national
standards” even absent any subsequent by government authorities.
National governments directly regulate the internal operations of
national standards bodies and typically provide a significant portion of
the funding necessary to support standards development activities. %
Governments also usually subsidize the participation of small
businesses and noncommercial interests (e.g., consumer groups) in the
work of the technical committees that develop the standards.’®” The
nation-centric character of the process is further entrenched by the fact
that national standardization organizations are ordinarily responsible for
representing the interests of the nation’s stakeholders in regional and
international standards development processes. Thus, for example, the
members of the International Standardisation Organisation (ISO) “are
the foremost standards organizations in their countries and there is only

192 BUTHE & MATTLI, supra note 1, at 151.

103 See BUTHE & MATTLI, supra note 1, at 151. In a few nations, there are two or
three recognized standards developers that have “jurisdiction” in different industrial
sectors. See, e.g., id. at 154 n.89 (explaining that in European countries, “[t]he main
national [standards development organization] may have a sister organization
responsible for electrical and electronic standards.”).

104 BUTHE & MATTLI, supra note 1, at 153.

105 See, e.g., General Guidelines for the Cooperation between CEN, Cenelec and
ETSI and the European Commission and the European Free Trade Association, 2003
0.J. (C 91) p. 9 (“It is essential that the European standardization system should
respond readily and appropriately to differing market needs in different sectors.”).

106 BUTHE & MATTLI, supra note 1, at 154.

107 BUTHE & MATTLI, supra note 1, at 154-55. “In sharp contrast, most American
standards organizations contend that willingness to pay is the best measure of interest
in the process and see no need for financial assistance.” Id. at 155. Although the US
government does not subsidize participation in standards development, some US
standards development organizations voluntarily provide subsidies or other cost-
reducing measures to facilitate the participation of representatives of interests that face
funding limitations. See Bremer, Incorporation by Reference, supra note 7; Jim
Olshefsky & Joe Hugo, “How To: Getting Key Stakeholder Participation,
Standardization News, June 2003, available at
http://www.astm.org/SNEWS/JUNE_2003/howto_jun03.html.
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one member per country. Individuals or companies cannot become I1SO
members.”1%®

The EU government’s standards policy reflects and embraces
the hierarchical, institution-focused nature of the European
standardization system. Under EU law, the only standards eligible for
regulatory reference are “European standards,” which are institutionally
defined.® That is, “European standards” include only those standards
adopted by one of the three officially recognized European standards
development  organizations: the  European = Committee  for
Standardization (CEN), the European Committee for Electrotechnical
Standardization (Cenelec),!*® and the European Telecommunications
Standards Institute (ETSI).!! Another manifestation of the institutional
focus of the EU standards policy is its definition of “international
standards” as those developed by certain recognized organizations
headquartered in Geneva: ISO, the International Electrotechnical
Commission (IEC), and the International Telecommunication Union
(ITU).1? Finally, the EU defines “national standard” as “a standard
adopted by a national standardisation body” that has been officially

1o INT’L STANDARDISATION ORG., ISO MEMBERS,
http://www.iso.org/iso/home/about/iso_members.htm. (emphasis removed). ANSI
represents United States stakeholders in I1SO. See, e.g., AM. NAT’L STANDARDS INST.,
ISO PROGRAMS OVERVIEW, http://www.ansi.org/standards_activities/.iso_programs/
overview.aspx?menuid=3 (“ANSI is the sole U.S. representative and dues-paying
member of the International Organization for Standardization (ISO), and as a founding
member of the ISO, ANSI plays an active role in its governance.).

109 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 1. The policy permits the use—only in procurement and “primarily to
enable interoperability”—of information and communication technology (ICT)
standards that are not national, European, or international standards. Commission
Regulation 1025/2012, On European Standardisation, 2012 O.J. (L 316) art. 13(1) &
annex 1.

10 The acronyms stand for the Comité Européen de Normalisation and the
Comité Européen de Normalisation Electrotechnique.

111 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 2(1)(b), art. 2(8) & annex I; see also id. at p. 12 (“European standards are
adopted by the European standardization organizations, namely CEN, Cenelec and
ETSIL.”). Regulation 1025/2012 delegates to the Commission the authority to “update
the list of European standardisation organizations set out in Annex | to take into
account changes in their name or structure,” but not to recognize additional
organizations. See id. art. 20(a).

112 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), p. 12; see id. art. 2(1)(a) & art. 2(9). In contrast, the US recognizes a standard
as “international” based on whether that standard has been accepted as authoritative
internationally. Cite Jeff Weiss article in Standardization News.
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recognized as such by the appropriate national government.!'® Each
member state is required to notify the Commission of the identity of its
national standardization body.!** EU law charges these organizations
with the responsibility of facilitating access to standards and the
standards development process for small and medium enterprises
(SMEs).11®

The EU standards policy also directly regulates the internal
operations of the European standards development organizations and
provides for public financing of standards development activities,
including by funding the participation of potentially underrepsented
interests, such as small and medium enterprises (SMEs). Each European
and national standardization organization is required to publish an
annual “work programme” that provides information about all the
standards that organization plans to develop or amend in the coming
year.''® EU law also regulates the standards development process,
requiring the organizations to observe procedures designed to ensure
openness, transparency, and the participation of a balance of interests.!’
European standardization organizations are also subject to annual
reporting requirements.!*® Finally, the policy provides for public
financing of a wide variety of European standardization activities. This
is accomplished through direct grants to European standardization
organizations for preparatory, ancillary, and core standards development

113 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 2(1)(d) & art. 2(10).

114 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 2(10) & art. 27; see also Publication of the List of National
Standardisation Bodies Pursuant to Article 27 of Regulation (E) No 1025/2012 of the
European Parliament and of the Council on European Standardisation, 2013 O.J. (C
279), at pp. 15-17.

115 See Commission Regulation 1025/2012, On European Standardisation, 2012
0.J. (L 316), art. 6.

116 See Commission Regulation 1025/2012, On European Standardisation, 2012
0.J. (L 316), art. 3(1)-(3). This requirement extends beyond the standardization
activities undertaken in response to Commission requests and applies to national as
well as European standardization organizations. See id. In addition, “[t]he Commission
shall adopt an annual Union work programme for European standardisation which
shall identify strategic priorities for European standardisation, taking into account
Union long-term strategies for growth.” Id. art. 8(1). Tis programme must also identify
what standards the Commission intends to request during the covered period. See id.

117 See Commission Regulation 1025/2012, On European Standardisation, 2012
0.J. (L 316),art. 4,5,6, & 7.

118 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 24(1).
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work, as well as through public financing for other stakeholder
representatives to participate in standards development.®

The development of the standards that are used to support EU
legislation is substantially government-driven.'?° Standards so used “are
always developed following [the] Commission’s standardization
requests (mandates) addressed to European standardization
organizations.”'?* When EU primary legislation requires the use of a
standard, the Commission issues a request to one or more European
standardization organizations to draft an appropriate standard by a
specified deadline.'?> Public financing is ordinarily provided to the
European standardization organization that accepts the request.’?® The
policy provides that the standards “shall be market-driven, take into
account the public interest as well as the policy objectives clearly stated
in the Commission’s request and based on consensus.”*?* Meanwhile,
the Commission’s request and the legislation according to which that
request has been issued establish the “essential requirements” that the
content of the standard must satisfy.1?® After the standard has been

119 See Commission Regulation 1025/2012, On European Standardisation, 2012
0.J. (L 316), art. 15, 16, & 17.

120 «“The viability of the cooperation between the Commission and the European
standardisation system depends on careful planning of further [Commission] requests
for the development of standards.” Commission Regulation 1025/2012, On European
Standardisation, 2012 O.J. (L 316), p. 27.

121 EUROPEAN COMMISSION, ENTERPRISE AND INDUSTRY, STANDARDISATION
PoLicy, GENERAL FRAMEWORK, http://ec.europa.eu/enterprise/policies/european-
standards/standardisation-policy/general-framework/index_en.htm. EU  standards
requests were called “mandates” until the 2012 adoption of the new regulation
governing European standardization. See Commission Regulation 1025/2012, On
European Standardisation, 2012 O.J. (L 316) 27. Although the process has remained
the same, “mandates” are now formally called “requests.” The old terminology
nonetheless continues to be used in some contexts.

122 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 10(1).

123 See Commission Regulation 1025/2012, On European Standardisation, 2012
0.J. (L 316), art.15(1)(a). The law provides that financing “may” be provided. In
practice, such financing is almost always provided, and European standardization
organizations have been known to condition their acceptance of a request on the
availability of the necessary funding.

124 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 10(1).

125 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 10(1); see also EUROPEAN COMMISSION, ENTERPRISE AND INDUSTRY,
STANDARDISATION PoLicy, GENERAL FRAMEWORK,
http://ec.europa.eu/enterprise/policies/european-standards/standardisation-
policy/general-framework/index_en.htm. (explaining that requested standards are
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developed, the European standardization organization and the
Commission determine whether it meets the relevant essential
requirements.*?® If it does, the Commission references the standard in
the Official Journal of the European Union.?’ Once referenced, the
standard becomes a “harmonised standard.”*?®

One of the key differences between the U.S. and EU standards
policies is that when the EU Commission references a standard, it does
thereby give the standard formal legal effect. Rather, referenced
standards always remain voluntary.!?® Regulated parties are free, as a
formal, legal matter, to demonstrate compliance with the essential
requirements of EU legislation by conforming to some other standard.
Regulated parties are permitted to develop their own alternative
standards or may use an appropriate standard that has been developed
by someone else. In all cases, however, regulated parties remain
responsible for complying with the law’s essential requirements and for
demonstrating that conformity to the alternative standard ensures such
legal compliance.

In practice, however, the voluntary nature of referenced
standards may be largely theoretical.™*® Although European standards
are technically voluntary, they usually are de facto mandatory, in part
because it is extremely difficult for a regulated party to demonstrate
regulatory compliance by conforming to an alternative standard.
Developing or identifying an adequate alternative standard and
demonstrating that standard’s equivalence to the referenced standard is
costly. It is also very risky—there is no way for an innovative regulated
party to be certain that its alternative standard will be acceptable to EU
officials in the event of an enforcement action. In addition, although
regulated parties are formally permitted to conform to a non-referenced
standard to demonstrate compliance with regulatory requirements, EU

created “in order to fulfill legally binding objectives set in relevant Union
legislation™).

126 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 10(5).

127 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 10(6).

128 Commission Regulation 1025/2012, On European Standardisation, 2012 O.J.
(L 316), art. 1(c) (defining “harmonized standard” as “a European standard adopted on
the basis of a request made by the Commission for the application of Union
harmonisation legislation”).

129 See Commission Regulation 1025/2012, On European Standardisation, 2012
0.J. (L 316), art. 2(1) (defining all “standards,” including “harmonised standards,” as
technical specifications “with which compliance is not compulsory”).

130 See, e.g., BUTHE & MATTLI, supra note 1, at 17 (“In theory, European
standards are voluntary. . . . In practice, . . . the effect of standards is direct and
binding since the cost and difficulty of proving equivalence are enormous.”).
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law embraces a “standstill principle” that requires the withdrawal of
most other standards that might serve as viable alternatives.**! When a
European standard is issued, national standardization bodies are
required to withdraw any standards they have previously adopted on the
same subject matter. This requirement is imposed by both the EU
standards policy and the European standardization organizations’ own
rules.’®? It bears emphasizing that the standstill principle is not
concerned with the essential requirements of the relevant EU
legislation. Any standard in conflict with the newly adopted European
standard must be withdrawn, regardless of whether it conflicts or fully
accords with the law’s essential requirements.’®® Also, the national
standards bodies are urged to use an abundance of caution in evaluating
whether a standard must be retracted under the rule, likely resulting in
the removal of standards that are not in any actual conflict with the
newly adopted European standard or the essential requirements of the
overarching EU legislation.*** Observance of the standstill principle
may thus have the effect of reducing the availability to regulated parties
of alternative voluntary standards that may be fit for regulatory purpose.

C. A Note on Similarities and Differences

This discussion reveals a number of apparent similarities in how
the U.S. and EU approach technical standardization and the integration
of private standards and governmental regulatory requirements. On both
sides of the Atlantic:

131 See, e.g., Commission Regulation 1025/2012, On European Standardisation,
2012 O.J. (L 316), p. 14 (explaining that the “standstill principle” requires “the
withdrawal of national standards after the publication of a new European standard.”).
The same principle applies to EU legislation, restraining member states from enacting
laws contrary to a newly issued EU directive during the time between the directive’s
enactment and its effective date. See ECJ 18/12/1997, Inter-Environnement Wallonie
v. Région Wallone, C-129/96.

132 See Commission Regulation 1025/2012, On European Standardisation, 2012
0.J. (L 316), art. 3(6); Cite CEN/ELEC Rule.

133 CEN and Cenelec describe the European standardization system as “unique in
the world” because “[a]fter the publication of a European Standard, each national
standards body or committee is obliged to withdraw any national standard which
conflicts with the new European Standard. Hence, one European Standard becomes the
national standard in all the 33 member countries of CEN and/or CENELEC.” CEN
CENELEC, EUROPEAN STANDARDIZATION, http://www.cencenelec.eu/standards/Pages/
default.aspx.

134 Remarks of CEN and Cenelec VP and Director General in Brussels, Feb.
2014.
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Standards are developed by private standards
development organizations.

The standards development process is designed to be
market-driven and responsive to evolving technical,
industrial, and commercial needs.

The resulting standards are voluntary.

The law generally requires government to use privately
developed voluntary consensus standards to meet
governmental standardization needs.

The requirement to use private standards extends only to
technical standards.

Standards used in regulation are “referenced” or
“incorporated by reference.”

Standards are copyrighted and typically must be
purchased from the standards developer for a fee.

Despite the overarching similarity of the U.S. and EU approaches, there
are a number of differences, some of which are more striking and
significant than others:

In the U.S., “essential requirements” refers to ANSI’s
due process requirements for America National
Standards. In the EU, this term refers to the core
legislative requirements that a privately developed
standard must be designed to meet.

U.S. agencies may use any standard that is “fit for
purpose.” The EU Commission may only reference
European standards in legislation.

The U.S. takes a process-based approach to defining
standards (e.g., “voluntary consensus” standards as
standards created using a process that meets basic due
process requirements), while the EU takes an institution-
based approach to defining standards (e.g., “European”
standards as standards created by one of three recognized
organizations).'®

135 Similarly, the U.S. defines “international standards” as standards created
through a process that includes representatives of interests from many different nations
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The U.S. regulates the standards development process
only indirectly, by expressing a strong preference that
agencies use voluntary consensus standards. The EU
directly regulates the internal operations of the European
standardization organizations, requiring them to use
voluntary consensus procedures.

U.S. agencies use available standards that have been
previously developed to meet private sector needs. The
EU Commission initiates the development of referenced
standards by issuing requests for a European
standardization organization to create a standard that will
meet the essential requirements of EU legislation.

In the U.S., agencies have final authority and
responsibility to determine whether a standard is fit for
regulatory purpose. In the EU, the European
standardization organizations and the Commission
appear to share, in some measure, the responsibility for
determining whether a standard meets the law’s essential
requirements.

The U.S. standards development process, including the
participation of members of the private sector, is
privately financed. The EU publicly finances the
development of European standards, including by
funding the participation of representatives of certain
private stakeholders.

U.S. agencies sometimes (but not always) use standards
in regulation by giving the standards the force of law
through regulatory incorporation by reference. In the EU,
referenced standards always remain formally voluntary.

The next part explores the nature and significance of these differences,
with two goals: (1) identifying possibilities and limitations for
modifying the U.S. standards policy to accommodate a free trade
agreement with the EU; and (2) illuminating the kinds of considerations
and constraints that must shape standards policy and other government
frameworks for integrating private rules and public law.

and used internationally. The EU defines “international standards” as those created by
one of three recognized international standardization bodies headquartered in Geneva.
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I1. LAw, PoLiCcY, AND PUBLIC-PRIVATE INTEGRATION

As a framework for integrating privately developed rules into a
public law system, a government’s standards policy will and should
reflect that government’s unique historical experience, economic
realities, political commitments, and legal requirements. It should
therefore be expected that different governments, such as the U.S. and
the EU, will have standards policies that diverge in various respects.
These points of divergence may fall into three categories: (1) policy-
based differences; (2) differences reflecting mixed issues of policy and
law; and (3) differences that are legally required by certain fundamental
principles of public law. While policy-based provisions of a standards
policy may be flexible and amenable to change, at the other end of the
spectrum, legally required differences may be rigid or even required.
For this reason, successfully addressing the standards-related issues in
the free trade negotiations requires a clear understanding not only of the
differences between the U.S. and EU standards policies, but also the
nature and bases of those differences. This analysis may also help to
identify possibilities and limitations for modifying standards policy to
address domestic controversies regarding the use of private standards in
public law.3®

A. Policy-Based Differences

The U.S. and EU standards policies diverge in some ways that
simply reflect underlying differences in policy preference. Each
government’s policy emerged over the course of its own history and
was shaped by its unique economic and political realities. Some of these
differences may create confusion for foreign observers, but are
ultimately non-substantive. One example is how the term “essential
requirements” in the U.S. refers to ANSI’s due process requirements for
voluntary consensus standards development, but in the EU refers to the
core elements of EU legislation that a referenced standard must be
designed to meet. Other policy-based differences may be more
substantive and consequential. Many such differences in standards
policy have emerged because the U.S. and European nations have long
approached the task of defining the public-private partnership in
standards so differently.

The U.S. standards policy maintains a relatively clear public-
private distinction, preserving distinct areas of independence and
authority for both private standards development organizations and
government regulators. As previously explained, private standards
developers retain substantial operational independence. Any
organization may choose to develop a standard without the need to first

136 See supra at Part I.C.
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obtain government approval or official recognition. Private standards
development organizations also decide what standards to create and
maintain, as well as what procedures to observe in standards
development. This autonomy is coupled with the responsibility for
funding the standards development process and the participation of
interested individuals therein. Under its standards policy, the U.S.
government does not directly regulate these matters. Instead, it
indirectly influences the private standards development community by
expressing a strong preference that agencies use voluntary consensus
standards,'3” encouraging federal employees to participate in the
standards development process, and pursuing informal public-private
communication and collaboration in standardization. Finally, the U.S.
maintains a clear public-private distinction by ensuring that federal
agencies retain the final authority and responsibility for creating
regulatory requirements*® and deciding whether a particular standard is
fit for purpose and should be integrated into those requirements.**®

The EU standards policy, in contrast, reflects the historical
practice of European governments forming more intertwined
relationships with their private standards organizations. The only
standards that may be references in EU legislation are those developed
by one of the three officially recognized European standards
development organizations.!® The EU standards policy directly
regulates the internal operations of these organizations, including by
requiring the use of voluntary consensus procedures. In addition, the EU
Commission initiates the development of European standards,
establishes the essential requirements a standard must be designed to
meet, provides the necessary funding, and finances the participation of
certain private sector participants. The determination of whether a
completed standard meets the essential requirements, however, is an
area of shared public-private responsibility.

A discrete aspect of this overarching policy divergence that has
created some tension in the trade negotiations involves the different
ways the U.S. and EU determine the eligibility of standards for
regulatory use. The U.S. accepts all standards fit for purpose, with a
preference for “voluntary consensus standards,” which are defined

137 See, e.g., Bremer, On the Cost, supra note 2, at 26 (discussing how the private
standards development community responded to increased federal regulatory activity
in the 1960s and 70s by embracing voluntary consensus procedures and making an
affirmative effort to make the process more transparent and inclusive).

138 See supra note 65 and accompanying text, discussing the distinction between
regulatory and technical standards.

139 This aspect of the U.S. policy has a legal dimension, too, as further discussed
in Part 111.B.

140 As previously noted, the EU also takes an institution-based approach to
defining “international standards.” See supra note 135 and accompanying text.
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according to the procedures used to develop them. The U.S. takes a
similar process-based approach to defining “international standards” as
those reflecting international diversity with respect to both the
participants in the development process and the users of the finished
standard. In contrast, the EU takes an institution-based approach that
permits standards to be referenced in EU legislation only if they have
been created by the handful of officially recognized European and
international standards developers. The difficulty from a free trade
perspective is that the U.S. approach is flexible enough to permit mutual
recognition of standards referenced in EU law, while the EU approach
rigidly prevents the EU Commission from giving similar recognition to
many or even most of the standards used by U.S. regulatory agencies.
Because the EU approach is policy-based, however, there appears to be
no legal impediment to a modification permitting the mutual recognition
likely necessary to eliminate standards-related barriers to trade.

B. Mixed Issues of Policy and Law

Other points of difference in the way two governments achieve
public-private integration may involve mixed issues of policy and law.
One such difference between the U.S. and EU standards policies arises
out of the provisions, summarized in the previous section, that establish
the respective roles of private standards development organizations and
governmental regulatory authorities. As explained above, each
government takes a different overarching approach to defining the
public-private relationship for policy-based reasons that have emerged
over the course of the historical development of that government’s
standardization system. At least from the U.S. perspective, however,
this issue also has a legal dimension.

The EU standards policy effectively delegates authority to
private standardization organizations to develop standards for regulatory
purposes and to ensure that the standards, once completed, in fact meet
the essential requirements of the relevant EU legislation. When the
European standards organizations complete a standard, they call in
private, neutral third-parties to evaluate whether the standard actually
meets the essential requirements that have been established by the EU
Commission.**! Although the EU Commission takes the final action to
officially reference the standard, it is not clear whether they do so based
on an independent judgment that the standard is consistent with
essential requirements. In practice, it appears that the European
standards bodies have substantial responsibility for making this
important determination. As one scholar has explained: “The role
played by regulations in the U.S. context is similar to the role of

141 Remarks of CEN and Cenelec VP and Director General in Brussels, Feb.
2014.
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standards under the EU’s [standards policy] . . . , which involves the
delegation of regulatory functions to private-sector standardization
bodies.”*?

In contrast, the U.S. policy observes a clearer private-public
distinction in standardization that resists the EU’s delegation model.
Private standards developers decide what standards to develop and
maintain, while federal agencies use preexisting standards to meet
regulatory standardization needs. Dynamic incorporations are not
permitted, and agencies must typically conduct notice-and-comment
rulemaking to integrate a new version of a standard into regulations.
These and related provisions preserve relatively distinct spheres of
independence and authority for both standards developers and federal
agencies, thus exploiting comparative institutional advantages.'*® This
approach also ensures that federal agencies always retain the ultimate
responsibility for determining whether a particular standard is fit for
regulatory purpose and should be integrated into the federal regulatory
regime.

One legal dimension of the U.S. approach is that it is designed to
ensure fidelity to the constitutional principle of non-delegation.*** The
non-delegation doctrine is grounded in Article I’s vesting of the federal
legislative power in Congress.}* In its classical formulation, it is “the
principle that Congress may not delegate is legislative power to
administrative agencies,”'*® although it also been applied to delegations
of authority to private entities. Indeed, a recent decision of the D.C.
Circuit (currently on cert at the Supreme Court) invalidated a federal

142 BUTHE & MATTLI, supra note 1, at 17.

143 See generally Ross E. CHEIT, SETTING SAFETY STANDARDS: REGULATION IN
THE PUBLIC AND PRIVATE SECTORS (1990) (offering a series of paired case studies
demonstrating the comparative institutional advantages of public and private standards
setting); cf. Diller, supra note 15, at 529 (arguing, in the context of examining new
international standardization activities involving predominately non-technical, public
policy matters, that “a system of privatized standardization based on public mandates
and processes necessarily would not serve the value of complementarity between the
privatized standardization process and public policies.”).

144 Another legal dimension involves due process limitations on the delegation of
lawmaking authority to private entities that may have commercial or financial interests
in the content of the relevant rules. See, e.g., Currin v. Wallace, 306 U.S. 1, 15-16
(1939). A future draft of this paper will address this additional legal dimension of U.S.
standards policy, including by exploring how non-delegation and due process concerns
are sometime conflated in American judicial opinions.

145 1U.S. Const. Art. I. § 1 (“All legislative Powers herein granted shall be vested
in a Congress of the United States, which shall consist of a Senate and House of
Representatives.”).

146 ERwWIN CHEMERINSKY, CONSTITUTIONAL LAW: PRINCIPLES AND POLICIES 329
(3d ed. 2006).
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statute on the grounds that it unconstitutionally delegated legislative
authority to a private entity.**’ As a practical matter, statutes are very
rarely invalidated on non-delegation grounds.'*® Courts uphold
delegations of authority to agencies as long as they include an
“intelligible principle” to guide agency decisionmaking.’*® An
unconstitutional delegation of authority may occur, however, where the
government allows a private entity to create or approve binding
provisions without government involvement.*® Courts have also held
that agencies may not delegate authority to regulated entities.*®* On the
other hand, courts have upheld statutes that contemplate a role for
private organizations in regulation, such as where regulatory action is

147 See Ass’n of Am. R.R. v. United States Dep’t of Transp., 721 F.3d 666 (D.C.
Cir. 2013). The petition for certiorari to the Supreme Court was granted on June 23,
2014, and oral argument has been set for December 8, 2014 (No. 13-1080).

148 E.g., Whitman v. Am. Trucking Ass’n, 531 U.S. 457, 474 (2001) (“In the
history of the Court we have found the requisite ‘intelligible principle’ lacking in only
two statutes, one of which provided literally no guidance for the exercise of discretion,
and the other of which conferred authority to regulate the entire economy on the basis
of no more precise a standard than stimulating the economy by assuring ‘fair
competition.”” (citing Schechter Poultry Corp. v. United States, 295 U.S. 495 (1935)
and Panama Refining Co. v. Ryan, 293 U.S. 388 (1935))).

149 This standard is not stringent—the intelligible principle may be quite broad
and general. See, e.g., Mistretta v. United States, 488 U.S. 361, 372-73 (1999)
(“Applying this ‘intelligible principle’ test to congressional delegations, our
jurisprudence has been driven by a practical understanding that in our increasingly
complex society, replete with ever changing and more technical problems, Congress
simply cannot do its job absent an ability to delegate power under broad general
directives.”).

150 See Carter v. Carter Coal Co., 298 U.S. 238 (1936); see also Sunshine
Anthracite Coal, 310 U.S. at 310 U.S. at 387-88 & n.2, 399.

151 E.g., Exelon Generation Co., LLC v. Local 15, Int’l Bhd. of Elec. Workers,
AFL-CIO, 676 F.3d 566, 578 (7th Cir. 2012) (“[A]gency staffs certainly may not
delegate responsibility to the parties they regulate.”); Gerber v. Norton, 294 F.3d 173,
185-86 (D.C. Cir. 2002) (“Nor may the agency delegate its responsibility to the
regulated party.”). One interesting question is whether an agency or the Executive may
unilaterally delegate authority to a private entity without Congress first enacting a
statute contemplating such delegation. See, e.g., Currin, 306 U.S. at 15 (“The
Constitution has never been regarded as denying to the Congress the necessary
resources of flexibility and practicality” of create regulatory regimes in which private
entities participate in regulatory decisionmaking (emphasis added)); see also Sunshine
Anthracite Coal Co. v. Adkins, 310 U.S. 381 (1940). In some cases, courts have
presumed that Congress has not authorized “delegations to non-governmental entities”
in the absence of “an affirmative showing” to the contrary. Gentiva Healthcare Corp.
v. Sebelius, 723 F.3d 292, 296 (D.C. Cir. 2013); see also Nat’l Cable Television Ass’n
v. United States 415 U.S. 336, 342 (1974).
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conditioned on the assent of the affected industry.’®? As applied by the
courts, the non-delegation doctrine likely offers Congress and agencies
some degree of flexibility in structuring the public-private partnership in
standards. The approach that the U.S. standards policy currently takes,
however, is well designed to ensure that lawmaking authority is
reserved for federal agencies.

C. Legally Required Differences

Finally, some aspects of a government’s standards policy may
be legally mandated by core principles of that government’s public law
system. The most obvious difference of this kind between the U.S. and
EU standards policies involves the nature and legal consequences of
each government’s integration of private standards into public
regulatory regimes. In the U.S., this integration often (but not always) is
accomplished by federal agencies giving formal legal effect to private
standards via regulatory “incorporation by reference.”*®® In contrast, the
EU Commission approves private standards as formally non-binding
regulatory safe harbors by “referencing” those standards in EU
legislation.® Although the difference between the two governments’
methods of integration (i.e., “incorporation by reference” and
“referencing”) appear minor, the legal consequences of those methods
(i.e., legally binding and non-binding, respectively) are significantly
different.

Some have urged the U.S. to adopt the EU’s approach by
instructing agencies to reference standards only as non-binding
guidance or regulatory safe harbors. There are several benefits offered
in support of this change. First, in the context of the free trade
negotiations, it could address EU concerns that standards given formal
legal effect via incorporation by reference in federal regulations might
act as technical barriers to trade. Because European goods typically
conform to European standards, their producers and manufacturers
wishing to enter the U.S. market could face the costly prospect of
modifying production methods for those goods or otherwise face a
limited or closed market for those goods. Beyond considerations related
to international trade, the European approach to using standards in
regulation has a certain enviable simplicity. Unlike in the U.S,,
standards referenced in EU legislation are always formally voluntary.>®

152 See, e.g., St. Louis, Iron Mountain & S. Ry. v. Taylor, 210 U.S. 281, 286-87
(1908).

153 See Bremer, Incorporation by Reference, supra note 7, at 147.

154 See Commission Regulation 1025/2012, On European Standardisation, 2012
0.J. (L 316), art. 2(1).

155 One benefit of this approach is that it obviates the possibility of overextending
legal enforceability to standards that are and should remain extralegal. Cf. Lisa
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Some have suggested that this simple approach would offer a solution to
various challenges that U.S. agencies face when using standards in
binding regulations. For example, updating references to standards
would be much easier if notice-and-comment rulemaking were not
required to accomplish it.1® In addition, some have argued that the
public access problem would evaporate if private standards were simply
not made part of “the law.” Indeed, European courts have held that
standards retain their copyright protection when referenced in
legislation because such referencing does not give the standards formal
legal effect or otherwise transform them into public law.®’

Although the U.S. approach is more complex, it is necessary to
give effect to core principles of American administrative law. When a
U.S. agency implements a federal statute by creating rules or
regulations™® that have binding legal effect, the agency must comply
with procedural requirements established by the Administrative
Procedure Act (APA).™° These requirements include giving the public
notice of the proposed rule,*® receiving and considering public
comment on the proposal, and publishing a final rule that includes a
concise statement of the rule’s basis and purpose.’® The resulting
“legislative” rules, like statutes, have significant legal consequences.
They can preempt state law, are legally binding on the public, the
agency, and courts, and their violation may trigger civil or criminal
penalties.’®? In contrast, certain kinds of rules that do not have such
“powerful legal effects” are exempt from the APA’s procedural
requirements.'®® Such “non-legislative” rules include policy statements

Bernstein, Merchant Law in a Merchant Court: Rethinking the Code’s Search for
Immanent Business Norms, 144 U. PENN. L. REv. 1765, 1794-75 (1996).

156 See, e.g., Bremer, supra note 7, at 190.

157 See HR 22 juni 2012, NJ 2012, 397 (Knooble B.V./The State of the
Netherlands) (Neth.).

158 “Rule” and “regulation” are terms used interchangeably in American
administrative law.

159 See 5 U.S.C. § 553. The APA defines a “rule” as “the whole or a part of an
agency statement of general or particular applicability and future effect designed to
implement, interpret, or prescribe law or policy or describing the organization,
procedure, or practice requirements of an agency. . .” 5 U.S.C. § 551(4).

160 See 5 U.S.C. § 553(b).

161 See 5 U.S.C. § 553(c). To have legal effect, extrinsic standards must be
properly incorporated by reference in the Federal Register. See 5 U.S.C. 8 552(a)(1);
see also infra at note 167 and accompanying text.

162 RICHARD J. PIERCE, JR., ADMINISTRATIVE LAW TREATISE 406 (5th ed. 2010).
163 PIERCE, supra note 162, at 406; see 5 U.S.C. § 553.
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and interpretative rules, which are commonly referred to as “guidance”
documents. 164

A policy of categorically classifying all references to standards
as voluntary or non-legislative would conflict first with existing judicial
practices designed to ensure U.S. agency fidelity to the APA’s
requirements. For agencies, notice-and-comment rulemaking can be
costly, time-consuming, and inconvenient.’%® The APA’s exemption of
non-legislative rules from these requirements thus creates some
incentive for agencies to classify legislative rules as non-binding
guidance documents. Although U.S. courts generally “afford significant
deference to an agency’s characterization of its own action,” they have
shown a willingness to look beyond an administrative agency’s official
classification of a rule to prevent such unjustifiable evasion of the
APA’s procedural requirements.'®® Courts have similarly prevented
agencies from enforcing against regulated parties extrinsic standards
that were not properly incorporated by reference into federal
regulations.'®” Agencies generally have two choices: issue a valid non-

164 See, e.g., PIERCE, supra note 162, at 407 (“Agencies attach a wide variety of
labels to their policy statements and interpretative rules, e.g., ‘guidances,” compliance
policies,” ‘handbooks,” ‘manuals,” ‘program statements,” and ‘action transmittals.’
Those labels have no legal significance.”). The APA also exempts procedural rules
from notice-and-comment requirements. A rule is also exempt from notice-and-
comment requirements if it is a procedural rule, see 5 U.S.C. 8 553(b)(A), the agency
has “good cause” to issue the rule without public comment, see id. § 553(b)(B), or the
rule involves “military or foreign affairs,” id. § 553(a)(1), “a matter relating to agency
management or personnel or to public property, loans, grants, benefits, or contracts, id.
8 553(a)(2).

165 See, e.g., United States Telecom Ass’n v. FCC, 400 F.3d 29, 35 (D.C. Cir.
2005) (“[Flidelity to the rulemaking requirements of the APA bars courts from
permitting agencies to avoid those requirements by calling a substantive regulatory
change an interpretative rule.”); Appalachian Power Co. v. EPA, 208 F.3d 1015, 1024
(D.C. Cir. 2000) (“An agency may not escape . . . notice and comment requirements . .
. by labeling a major substantive legal addition to a rule a mere interpretation.”).

186 City of Arlington v. Fed. Commc’ns Comm’n, 668 F.3d 229 (D.C. Cir. 2012);
see, e.g., Cement Kiln Recycling Coalition v. EPA, 493 F.3d 207, 226-27 (D.C. Cir.
2007). This is not to suggest that courts always question an agency’s classification of a
rule or proceeding for APA purposes—they do not. See, e.g., Anaconda Co. v.
Ruckelshaus, 482 F.2d 1301 (10th Cir. 1973) (accepting an agency’s classification of a
rule); cf. PIERCE, supra note 162, at 403 (“[Clourts rarely differ with an agency’s
characterization of a proceeding as rulemaking or adjudication.”).

167 See Appalachian Power, 566 F.2d at 455; see also 5 U.S.C. § 552(a)(1)
(providing that “a person may not in any manner be required to resort to, or be
adversely affected by, a matter required to be published in the Federal Register and
not so published,” although “matter reasonably available to the class of persons
affected thereby is deemed published . . . when incorporated by reference . . . with the
approval of the Director of the Federal Register”).
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legislative rule that cannot be enforced in individual cases or issue a
legislative rule that can be enforced in individual cases.'®®

There are least two situations in which the law would require
U.S. agencies to give a standard formal legal effect by incorporating it
by reference in a legislative rule.X®® First, if an agency intends to bind
regulated parties, it must use a legislative rule.!’® For example, the
Consumer Product Safety Commission (CPSC) has incorporated by
reference ASTM F1169-13, Standard Consumer Specification for Full-
Size Baby Cribs because it intends to bind manufacturers, sellers, child
care facilities, and other regulated parties to conform to that standard in
the interests of prevent infant injury and death.}’* In some cases, this
sort of binding use of a standard is not solely a matter of agency
intention or discretion. Congress occasionally directs an agency by
statute to use a particular standard as a mandatory component of its
regulations.1’? Second, it appears that an agency may be required to use
a legislative rule if it intends to reference a standard as a regulatory safe
harbor. As previously explained, this is what the EU Commission
accomplishes when it references a standard. U.S. courts, however, have
consistently identified regulatory safe harbors as necessarily legislative
rules.r In some cases, the reasoning appears to be that safe harbors
bind agency enforcement personnel, preventing them from finding that
a party is in violation of agency regulations when it has conformed to a
referenced standard.}’ In other cases, the reasoning seems to be that

168 See Comcast Corp. v. FCC, 600 F.3d 642 (D.C. Cir. 2010); Pacific Gas &
Electric Co. v. Fed. Power Comm’n, 506 F.2d 33, 38 (D.C. Cir. 1974).

169 Cf. PIERCE, supra note 162, at 407 (“Sometimes, an agency has no choice but
to address an issue in a legislative rule.”).

10 E.g., PIERCE, supra note 162, at 408 (“An agency can create a legally binding
substantive rule . . . only by issuing a legislative rule.”); see Pacific Gas & Elec., 506
F.2d at 38; see also Admin. Conf. of the United States, Recommendation 2011-5,
Incorporation by Reference, 77 Fed. Reg. 2257, 2259 1 8 (Jan. 17, 2012) (“If an
agency intends to make compliance with extrinsic material mandatory, it should
incorporate that material by reference in a legislative rule.”).

171 See 16 C.F.R. § 1219.1.

172 See Consumer Product Safety Improvement Act of 2008, Sec. 106, Pub. L.
110-314, 122 Stat. 3016 (August 14, 2008) (requiring CPSC to use ASTM’s standard
for toy safety as a mandatory product safety standard).

173 See, e.g., Ctr. for Auto Safety v. NHTSA, 452 F.3d 798, 809 (D.C. Cir. 2006)
(finding agency guidelines non-binding because, among other things, there was
“nothing to indicate that automakers can rely on the guidelines as “a norm or safe
harbor by which to shape their actions.” (quoting Gen. Elec. v. EPA, 290 F.3d 377,
383 (D.C. Cir. 2002)); Nat’l Ass’n of Home Builders v. Norton, 415 F.3d 8, 15 (D.C.
Cir. 2005) (finding certain guidance documents non-coercive because, among other
things, “compliance with [them] does not provide a ‘safe harbor’ from prosecution”).

174
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safe harbors have a de facto mandatory quality.”® Regardless of the
reason, though, the law appears to require that agencies use legislative
rules to identify regulatory safeharbors.’

Beyond these reasonably clear rules, U.S. agencies attempting to
take the EU’s approach by confining standards to non-legislative rules
would face other less predictable perils. One difficulty, as Judge Wald
has explained, is that “[d]etermining whether a given agency action is
interpretive or legislative is an extraordinarily case-specific
endeavor.”*’" In addition, courts have experienced significant difficulty
identifying a clear theoretical distinction between legislative and non-
legislative rules.!’® As a consequence, the doctrine is muddled, with
some courts applying tests that would likely be troublesome for an
agency that integrated technical standards into regulations exclusively
through non-legislative rules. For example, some courts have held that a
non-legislative rule is invalid if the evidence demonstrates that the rule
is, in practice, binding.!”® This approach has the advantage of
acknowledging and giving effect to the reality that a rule characterized
by government as formally non-binding may, in practice, be
mandatory.®®® As previously explained, this is what typically results

175 Cohen v. United States, 578 F.3d 1, 9 (D.C. Cir. 2009) (“When ‘the language
of the document is such that private parties can rely on it as a norm or safe harbor by

which to shape their actions, it can be binding as a practical matter.”” (quoting Gen.
Elec. Co. v. EPA, 290 F.3d 377, 383 (D.C. Cir. 2002))).

176 Byt see Rapp v. Office of Thrift Supervision, 52 F.3d 1510 (10th Cir. 1995)
(holding a document was properly be classified as a non-binding policy statement
because it included language reserving the agency’s discretion to depart from it).

17 Am. Hosp. Ass’n v. Bowen, 834 F.2d 1037, 1045 (D.C. Cir. 1987)

178 See, e.g., Am. Hosp. Ass’n, 834 F.2d at 1045, 1046 (observing that “the
spectrum between a clearly interpretive rule and a clearly substantive one is a hazy
continuum” and “[t]he perimeters of the exemption for general statements of policy,
like those for interpretive pronouncements, are fuzzy”); Cmty. Nutrition Inst. v.
Young, 818 F.2d 943, 946 (D.C. Cir. 1987) (“The distinction between legislative rules
and interpretative rules or policy statements has been described at various times as
‘tenuous,” ‘fuzzy,” ‘blurred,” and, perhaps most picturesquely, ‘enshrouded in
considerable smog.”” (internal citations omitted)); see also John F. Manning,
Nonlegislative Rules, 72 GEO. WASH. L. REV. 893, 893 (2004) (“Among the many
complexities that trouble administrative law, few rank with that of sorting valid from
invalid uses of so-called ‘non-legislative rules.””).

179 See Willam Funk, When is a “Rule” a Regulation? Marking a Clear Line
Between Nonlegislative Rules and Legislative Rules, 54 ADMIN. L. REv. 659 (2002);
Robert A. Anthony, Interpretative Rules, Policy Statements, Guidances, Manuals, and
the Like—Should Federal Agencies Use Them to Bind the Public?, 41 DUKE L.J. 1311,
1328-29 (1992).

180 Cf. ROBERT C. ELLICKSON, ORDER WITHOUT LAW: HOW NEIGHBORS SETTLE
DispUTES 128 (1991) (“The best, and always sufficient, evidence that a rule is
operative is the routine (though not necessarily inevitable) administration of
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when the EU references a standard in legislation.'®! U.S. courts would
probably not tolerate U.S. agencies adopting the same approach. In
addition, U.S. courts in some circumstances held that an agency must
use a legislative rule to change a previously issue non-legislative rule.8?
Some scholars have criticized this doctrine, and the circuits are
presently split on its validity.’8® The Supreme Court may soon resolve
the matter, but in the meantime, an agency electing to reference
standards only in a non-legislative rules would be taking the risk that a
court might later require the agency to use notice-and-comment
procedures to update or change those references.!84

Finally, it bears noting that these administrative law principles
would make it very difficult for U.S. agencies to transition to using the
EU’s approach to non-binding “referencing” of private standards. This
is because many agencies have already given formal legal effect to
private standards by incorporating them by reference in legislative rules.
Courts have held that agencies must use a legislative rule to amend a
previous legislative rule.'®

The EU’s approach to referencing standards makes sense,
however, in its own public law context. For one thing, “soft law” plays
a significant and often favored role in EU governance.'® In addition,
the EU Commission is not subject to procedural requirements similar to

sanctions—whether rewards or punishments—upon people detected breaking the
rule.”); see also id. at 131 (explaining that “the best evidence of a rule is a pattern of
regular enforcement”).

181 See supra note 130-134 and accompanying text.

182 See, e.g., Alaska Prof’l Hunters Ass’n v. FAA, 177 F.3d 1030, 1034 (D.C.
Cir. 1999) (“When an agency has given its regulation a definitive interpretation, and
later significantly revises that interpretation, the agency has in effect amended its rule,
something it may not accomplish without notice and comment.”).

183 See generally United States v. Magnesium Corp. of Am., 616 F.3d 1129 (10th
Cir. 2010) (discussing the doctrine and explaining the circuit split).

18 The decision that has been appealed is Mortgage Bankers Ass’n v. Harris, 720
F.3d 966 (D.C. Cir. 2013). The Court has granted certiorari and oral argument is set
for December 1, 2014 (Nos. 13-1041 & 13-1052).

18 See, e.g., Am. Mining Cong. V. Mine Safety & Health Admin., 995 F.2d
1106, 1112 (D.C. Cir. 1993) (explaining that a rule has “legal effect” if it “effectively
amends a prior legislative rule™).

186 See, e.g., Sidney A. Shapiro & Richard W. Murphy, Eight Things Americans
Can’t Figure Out About Controlling Administrative Power, 61:SE ADMIN. L. REV. 5,
18 (2009) (“We gather ‘soft law’ is something of a specialty in Europe.”); see also
David M. Trubek & Louise G. Trubek, Hard and Soft Law in the Construction of
Social Europe: the Role of the Open Method of Co-ordination, 11 Eur. L.J. 343
(2005) (discussing the debate over the relative value and respective roles of soft and
hard law in EU social policy).
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those that constrain U.S. agency action.’®” In the absence of a legal
regime requiring different procedures for the creation of binding and
non-binding administrative rules, there is no reason to question the
Commission’s official characterization of a document as formally non-
binding. And although there are circumstances in which the
Commission’s regulatory decisions may be questioned in court, those
decisions are not generally subject to judicial review as administrative
decisions are in the U.S. Indeed, “[t]he U.S. concept of administration is
distinctive from the European one because it is an emanation of the
system of separation of powers under the U.S. Constitution,” a
cornerstone of which is judicial review.'® Under the EU’s very
different public law regime, it perhaps makes more sense to discover
that the official classification of a given rule as non-binding is
conclusive as a legal matter.

In the ongoing trade negotiations, the key question is whether
there is a way to accommodate each government’s unique approach.
Although the EU’s soft law approach would be inappropriate in the U.S.
context, there are several approaches that U.S. agencies can use to
simultaneously satisfy the APA’s requirements and capture the benefits
of the EU’s soft law approach. First, an agency can incorporate by
reference more than one standard that regulated parties may conform to
as a means of fulfilling regulatory requirements. This would effectively
mean building a blanket equivalency determination into the legislative
rule. The Pipeline and Hazardous Materials Safety Administration
(PHMSA) is currently conducting this kind of rulemaking.*®® Second,
an agency could offer a procedure that allows private parties to seek,
establish, and secure an administrative determination that an alternative
standard is equivalent to the standard clearly required in the text of a
regulation. A good example of this is U.S. Coast Guard’s equivalency
determination process.*® Finally, a less formal approach would be for
an agency to authorize its enforcement officials to use discretion to
withhold or minimize the penalty assessed when a party is found in
technical noncompliance because it is conforming to a standard that is
equivalent to but different from the standard incorporated by reference
in the agency’s regulations. The Occupational Safety and Health
Administration (OSHA) uses “de minimus violations” for similar

187 There is an effort underway, however, to create a new administrative law for
the EU. See Anne Meuwese, Ymre Schuurmans, & Wim Voermans, Towards a
European Administrative Procedure Act, 2 REV. OF EUR. ADMIN. L. 3 (2009).

188 Meuwese et al., supra note 187, at 6.

189 See Hazardous Materials: Harmonization with International Standards (RRR),
79 Fed. Reg. 50,742 (Aug. 25, 2014).

19 See 46 C.F.R. § 159.005-7(c); see also Bremer, Incorporation by Reference,
supra note 7, at 192-93.
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purposes.®® The important point for present purposes, however, is that
there are options available to U.S. agencies for addressing the EU’s
trade-related concerns in a manner consistent with U.S. public law
requirements.

CONCLUSION

This comparative analysis also suggests several important issues
that may warrant further study both domestically and internationally.
One issue of central importance involves identifying the circumstances
in which public authorities should integrate privately developed
standards into governmental regulatory regimes. This issue manifests in
a variety of more specific policy choices regularly encountered by
administrative agencies. Should regulatory use of standards be limited
to technical standards in order to ensure that government retains full
responsibility for translating political and normative judgments into
regulatory requirements?*%2

“Where highly technical or scientific subject matter must be
agreed upon, breadth and diversity of expertise is required. However,
where public policy is concerned, a different type of consultation is
needed in order to serve the democratic mandate.”*%

Private standards have ordinarily predominated “where
established scientific and technical purposes and techniques were
applied to complement a broader public purpose established by public
authority.”%4

191 See 29 C.F.R. § 1903.14(a); see also Bremer, Incorporation by Reference,
supra note 7, at 193.

192 See, e.g., Diller, supra note 15, at 528 (“The interaction of private
standardization and public policy should be structured in a way to avoid situations
where, in areas of publicly established consensus, a new consensus is sought by means
of a privately convened process that, unlike public processes, cannot be fully
representative of the interests of society.”).

193 Diller, supra note 15, at 528.

19 Diller, supra note 15, at 528.
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reward it without empowering (by a broad view of copyright) monopoly pricing for law. | don't think, as
you have sometimes seemed to, that these are mutually exclusive positions.

Best, Peter
*kkkkkkkkkkkhkkhkkkhkkhkkkhkhkkhhkkhhkkhkhhhhkhhhhhkhhkkhkhhhhkhhkkhhkhhkhkihhhhkhik
Peter L. Strauss strauss@law.columbia.edu
Betts Professor of Law

Columbia Law School phone: (212) 854-2370
435 W. 116th St. fax: (212) 854-7946

New York, N.Y. 10027
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"Scott Cooper" ---09/10/2012 04:58:38 PM---Dear Peter,

From: "Scott Cooper" <SCooper@ansi.org>

To: "Peter Strauss" <strauss@Iaw.columbia.edu>,
Date: 09/10/2012 04:58 PM

Subject: FW: Buthe and Mattli book

Dear Peter,
| appreciate this ongoing dialogue that we have been able to develop.

In regards to your request for further information on ANSI's BSR process, including “data (and
examples) about returns and return rates,” it is unfortunately not that easy for us to devote the
resources needed to quickly and accurately respond. What | would like to suggest is that at the Legal
Issues Forum, we get together with some of ANSI's experts in this field and have an open discussion
on the issue and attempt to respond to all your questions.

For the purposes of this discussion, | would like to pick up on a previous thread, which is the book you
recommended to me, The New Global Rulers, and respond with my thoughts.

| can’t speak very knowledgably about the first section of the book on accounting standards, except to
comment that the jury is still out as to how fast (and how far) the SEC is going to move in integrating
(not wholly replacing GAAP), IFRS standards into the U.S. financial reporting system. An SEC “Final
Staff Report” from 7/13 of this year pointedly did not contain a recommendation to the SEC on whether
to incorporate IFRS into US reporting standards, and stated that in significant areas — rate-regulated
industries, insurance, extractive industries — the IFRS standards are undeveloped and have not
addressed these (and other issues) in a timely basis. The CFA Institute commented soon afterwards
(8/11/12) in an analysis provocatively titled “Does the SEC have the will to find a way towards IFRS,”
concludes that, no, they don’t, and that “more analysis and evaluation is required” (usually the kiss of
death in this town...). So Mattli’'s and Buthe’s conclusion that “SEC-regulated US corporations were to
be required (my emphasis) to use IFRS, possibly as soon as 2014,” is overstated, regardless of all the
surveys and regression analysis they may have done to make their case.

The discussion of the international standards arena (mostly an 1ISO and IEC focus), is closer to home.
The authors seem prone to sweeping but inaccurate statements that | think impeach the case they are
trying to make.

“Private standard-setters generally have strong norms or formal rules that require technical,
scientific reasoning from anyone who seeks to have a voice in the development of a standard.
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There are two main reasons for this insistence on technical language. It reinforces the
transitional standard-setting body’s legitimacy, which is based on technical expertise. And in
rendering other (political or economic) arguments impermissible and illegitimate, it safeguards
the transitional body against overt political and specially government interference.” (p. 45)

Standards are technical documents, which is one reason that Congress and USG agencies find them
so useful to incorporate by reference in Public Law and rulemakings. Far from keeping government
officials, small businesses, and others (consumer groups, academics, etc.) in a hands-off position in
standards creation, standards developers encourage their participation. And in ANSI’s recent response
to the Department of Commerce’s request for information on use of standards by USG agencies
[attached] we stated that:

Greater Participation and Support by Government in Standards Process: The NTTAA is clear
on the need for government agencies to rely on private-sector standards wherever possible.
Agencies with an interest in standards — whether from a regulatory or procurement perspective
— should actively participate in domestic and international standards development. More
government agencies should be encouraged to join ANSI and its member organizations,
participate in the ANSI Government Member Forum, and seek office on the Institute’s Board of
Directors. They should also give greater support to U.S.-domiciled SDOs and Technical
Advisory Groups (TAGS) to the International Organization for Standardization (ISO) and the
International Electrotechnical Commission (IEC) by encouraging qualified government technical
personnel to participate in SDO and TAG work whenever possible as a matter of policy. By
becoming more involved and doing so in a more coordinated fashion, the government can alert
the impacted communities when a cross-sector, standards-based solution is needed, and
SDOs in turn can alert the government when key standards are being developed or revised.

Roughly one third of ANSI's Board of Directors is made up of government officials, and there is also
representation from consumer groups and academia. Private-sector standardization organizations
would not succeed — nor would they have standing — if they were not transparent, inclusive, and
consensus-driven.

The U.S. system is portrayed by the authors as fragmented and thus disorganized. The European
system is portrayed as being well organized and coordinated, thus giving European countries an
advantage in ISO and IEC. It is true that the U.S. system is a bottom-up, stakeholder-driven system
that makes an organization chart look unwieldy, but the fact remains that our decentralized system has
produced thousands upon thousands of quality standards that have been accepted internationally. The
European org chart does look well organized, but the CEN and CENELEC system is populated by the
same members as the ISO and IEC system, and to say that the Europeans vote the same way in an
organized fashion at either the European or ISO-IEC level is not the case. Facts do not support the
Europeans voting one way, and the U.S. another way, on ISO and IEC matters. There may be a few
cases of divergence among thousands of votes, but that is hardly conclusive evidence of European
solidarity. In most cases, the U.S. votes the same way as the European participating countries. About
10 years ago, ANSI tasked some interns to look over approximately 4,000 votes, and they found that
U.S. and EU votes were strongly correlated.

The point is also made repeatedly in the book that regulation is being taken over by private sector
member bodies such as ISO and IEC. To wit: “In sum, the nongovernmental status of nonmarket
private sector standard-setters is not just coincidental, but consciously and sometimes adamantly
maintained by organizations such as IASB, IEC and ISO” (p.44). About 75% of the ISO members are
actually governmental bodies, for example from most of SE Asia, China, India, the Middle East
countries, Japan, Mexico, and many more. And these government bodies decide who participates in
ISO (and to a slightly lesser extent, the IEC).

A last point, as | may be wearing out my welcome. The authors conclude that:

“In sum, the European system of product standardization is characterized by a high degree of



coordination under an umbrella of a single domestic institution with a hierarchical structure,
supplemented by European-wide private-sector organizations that reinforce these structures.
By contrast, the US domestic institutions for product standardization are characterized by
extreme fragmentation and competition among specialized standard-setters.” (p.159)

I am not sure | know what “extreme...competition” is, or when that becomes a bad thing, but in a
global marketplace — for products, or standards, or product standards — a “hierarchical structure” is
unlikely to be able to respond effectively to change.

This is the problem that | find pervasive throughout the book: what | would call the ‘Black Box’
syndrome. If a process gets to the Black Box first (whether the SEC, or ISO or IEC), then that process
is declared the winner by the authors. But the most widely used standard is not always the first
through the gate. There are many international standards developed by consensus-based SDOs and
by consortia that never pass through the gates of IEC or ISO; and yet are still the most widely used
international standards in their particular field. In large part this is because they have been subject to
competition and consensus-reaching by the stakeholders that are impacted by their subject matter . . .
and that has made them more responsive to the real-world issues of the marketplace than a
hierarchical structure will be able to replicate.

| realize | have called upon your patience with this long response to your e-mail. My apologies, but |
do appreciate the opportunity to continue this dialogue that we have started. | hope you still feel the
same. If so, | look forward to your next response.

Best
Scott

From: Peter Strauss [mailto:strauss@law.columbia.edu]
Sent: Tuesday, June 19, 2012 11:41 AM

To: Scott Cooper

Subject: Buthe and Mattli book

Hi Scott --
Good to catch up with you again at ACUS.

I have now finished reading "The New Global Rulers" and am even more certain it should be at the top
of your to-read pile. It makes devastatingly clear how ANSI's relatively weak position at the head of
America's competing SDOs prejudices American firms that are not multi-nationals in the increasingly
important international standard-setting process.(e.g., "the American system for product standardization
is characterized by extreme pluralism and contestation,” p. 150, which results in our being heard late
and less persuasively) -- and also suggests that a wider range of voices are regularly heard, even
subsidized, in unitary national systems than in ours, where even government agencies may be required
to pay to play by at least some SDOs.

There is, then, a good deal of ammunition here that you might use in an effort to persuade your
member SDOs to accept a more genuinely hierarchical arrangement; and indeed you might be able to
enlist OMB's help in working to eliminate the unfortunate pay-to-play elements that just are not present
abroad, and that weaken any claim that resulting standards reflect anything other than dominant
industrial views.

Peter
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