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The National Board of Trade is a Swedish government 
agency responsible for issues relating to foreign trade, the EU 
Internal Market and to trade policy. Our mission is to promote 
open and free trade with transparent rules. The basis for this 
task, given to us by the Government, is that a smoothly function-
ing international trade and a further liberalised trade policy are in 
the interest of Sweden. To this end we strive for an efficient  
Internal Market, a liberalised common trade policy in the EU and 
an open and strong multilateral trading system, especially within 
the World Trade Organization (WTO).

As the expert agency in trade and trade policy, the Board pro-
vides the Government with analyses and background material, 
related to ongoing international trade negotiations as well as 
more structural or long-term analyses of trade related issues. As 
part of our mission, we also publish material intended to increase 

awareness of the role of international trade in a well functioning 
economy and for economic development. Publications issued by 
the National Board of Trade only reflects the views of the Board.

The National Board of Trade also provides service to compa-
nies, for instance through our SOLVIT Centre which assists 
companies as well as people encountering trade barriers on 
the Internal Market. The Board also hosts The Swedish Trade 
Procedures Council, SWEPRO.

In addition, as an expert agency in trade policy issues, the Na-
tional Board of Trade provides assistance to developing coun-
tries, through trade-related development cooperation. The Board 
also hosts Open Trade Gate Sweden, a one-stop information 
centre assisting exporters from developing countries with infor-
mation on rules and requirements in Sweden and the EU.  
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1. Introduction

The EU and U.S. are each other’s most important 
commercial partners. The total value of EU-US 
trade in goods and services in 2013 was €789 billion, 
while the value of foreign direct investment flows 
totalled €472 billion that same year.1

These figures show an already strong transatlan-
tic commercial relationship. The aim of the Trans-
atlantic Trade and Investment Partnership (TTIP) is 
to further strengthen this relationship by enabling 
more trade and investments and even stronger  
economic ties. 

The main venue for TTIP to unlock this potential 
is to address the technical barriers to trade (TBT). 
Reduction of TBTs is the key to the overall success 
of TTIP according to all economic studies that have 
been carried out. A deep and meaningful outcome 
of the regulatory chapter in TTIP is therefore essen-
tial in order to reap any great benefits from TTIP. 

However, these TBTs consists of a multitude of 
product regulations that exist in order to ensure 
that certain policy interests are safeguarded, for 
example protecting the environment or human 
health. They cannot just be abolished but needs to 
be approached in a manner that enables more trade 
without lowering desired levels of protection. 

The EU and U.S. have about the same levels of 
protection for many products, but their regulatory 
systems have been designed in completely different 
ways, resulting in regulations that create unneces-
sary barriers to trade between the EU and U.S. 
Since both regulatory systems have developed over 

a long period of time and are well established, reg-
ulatory issues related to legitimate objectives such 
as health and safety are among the more difficult 
issues to agree on in TTIP. 

At the same time, TTIP also offers a special 
opportunity to reduce regulatory differences that 
form disruptive barriers to world trade. The size 
and influence of the EU and U.S. mean that TTIP 
can influence the regulations of other countries, 
thereby reducing the negative effect that differences 
in regulatory frameworks may have on interna-
tional trade.

Certain product sectors that are particularly 
important to Sweden are important to the EU as a 
whole. This report highlights four specific sectors: 
motor vehicles, information and communications 
technology (ICT), chemicals and pharmaceuticals.

An in-depth analysis of the regulatory aspects of 
TTIP can be found in the National Board of Trade 
report Regulatory Co-operation and Technical Barriers to 
Trade within TTIP. The analysis and conclusions in 
this publication that you hold in your hand: How 
TTIP can address technical barriers to trade – an intro-
duction, are mainly derived from that report. This 
publication gives a quick insight into the signifi-
cance of the regulatory negotiations and outlines 
the main elements for succeeding in creating  
regulatory coherence between the EU and the U.S. 
It also takes into account the legitimate public  
protection interest, as well as the commitments that 
both the EU and U.S. have towards third countries.
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2. The Importance of Addressing Technical  
 Barriers to Trade in TTIP
Removing existing technical barriers to trade (TBT) 
and preventing the creation of new barriers will be 
a central, if not the most important, part of the 
negotiations between the EU and U.S. Studies show 
that TBTs exist in a number of areas and represent 
one of the most significant challenges for improved 
transatlantic trade. Based on recent analyses, the 
main benefits of improved regulatory coherence 
would, both for the EU and the U.S., coincide in 
sectors such as motor vehicles, chemicals, pharma-
ceuticals, foodstuffs and electronics. Creating 
enhanced and deep regulatory coherence through 
both horizontal and sector specific regulatory  
solutions within TTIP would thus provide the most 
significant impact and the greatest benefit for the 
transatlantic market place.

Are product requirements in the EU and U.S. 
really so different? Well, in certain cases they have 
underlying technical regulations and standards that 
are significantly different in several ways. The ques-
tion this raises is whether the regulatory authorities 
in the EU and U.S. are able to agree that the 
requirements are equivalent and can be mutually 
accepted. In other cases, technical requirements 
between the EU and U.S. might not be that differ-
ent, but rather non-transparent, 
which makes it difficult for a com-
pany to figure out which sets of 
requirements are applicable to its 
products. 

Nevertheless, in many areas it 
can be said that the EU and U.S. 
have the same regulatory objec-
tives, and that the safety level pro-
vided by the regulations are suffi-
ciently similar. But barriers can in 
these cases still be created as a 

result of the use of different methods to assess and 
demonstrate that regulatory requirements are being 
met (such as differing standards or requirements 
for product testing).

Considering the above, measures that help build 
confidence and promote mutual trust, and, above 
all, create a common understanding on regulatory 
approaches and solutions are key components for 
the advancement of the negotiations. 

Facts

Horizontal and sector regulations 
Horizontal regulations in free trade agreements 
consist of provisions that apply across all  
sectors. Sector specific regulations comprise 
provisions which relate to a certain sector e.g. 
pharmaceutical or chemical sector.
  

Confidence-building measures on a profound 
regulatory level should be encouraged within 
TTIP.

Conclusion 1



4

2.1 What are TBT?
Technical barriers to trade (TBT) are technical require-
ments on products that in certain circumstances 
can result in unnecessary obstacles to international 
trade, such as requirements on labelling, certifica-
tion, packaging, functionality and quality. The prep-
aration, adoption and implementation of technical 
requirements are regulated by the WTO Agreement 
on Technical Barriers to Trade (TBT Agreement). The 
aim of the TBT Agreement is to ensure that product 
requirements and procedures used to assess com-

pliance with those requirements do not create 
unnecessary obstacles to international trade. Three 
types of product requirements (detailed below) are 
relevant when analysing TBTs. These are also an 
integral part of the TBT Agreement. 

2.1.1	Technical	regulations
Technical regulations refer to mandatory legal  
documents drafted, adopted and implemented by 
public authorities that define specific characteris-
tics that a product should have, such as its size, 
shape, design, labelling, marking, packaging,  
functionality or performance.  

2.1.2	Standards
In comparison to technical regulations, standards 
are documents approved by a recognized body that 
provides rules, guidelines or characteristics for 
products or related processes and production 
methods for common and repeated use. Compli-
ance is not mandatory. Standards may also include 
or deal exclusively with terminology, symbols, 
packaging, marking or labelling requirements, as 
they apply to a product, process or production 
method. Standards are developed in joint ventures 
by various stakeholders. 

The development of a standard can be requested 
by a regulator in a number of areas. If a standard is 
made mandatory by legislation it becomes in prac-
tice a technical regulation. 

Standards can be divided into formal standards 
and other standards. Formal standards are deve-
loped by recognized bodies that should adhere to 
the specific criteria of transparency, openness, 
impartiality and consensus, effectiveness and rele-
vance. Examples of other standards are the so called 
de facto standards that are developed within a busi-
ness sector or for example for a specific company.

2.1.3	Conformity	assessment	procedures
Conformity assessment procedures (CAP) are specific 
procedures used to assess whether a product is in 
compliance with product requirements. These can, 

Facts

Non-tariff barriers
Non-tariff barriers (NTBs) refer to a variety of 
measures that restrict trade, such as licences, 
import quotas, local product requirements. 
These measures can be opposed to tariff  
barriers which refer to duties and taxes applied 
on imported goods before they enter an  
internal market. Technical Barriers to  
Trade (TBTs) is a type of NTBs.
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when hampering international trade, also be  
covered by the definition of TBTs. CAPs can 
include, for example, product testing, inspection 
and certification procedures. 

2.2 What are the consequences 
of TBT?
Differing technical requirements on products in 
different countries increase the cost of trade for 
industrial products. Differing regulations between 
countries might for example result in different 
labelling or testing requirements, or a need for 
manufactures to produce modified product models, 
leading to unnecessary adaptation costs, in order to 
have access to each other’s markets.

Since many of these technical requirements are 
necessary and serve important and legitimate  
policy objectives – such as human health, environ-
mental protection or national security – they can-
not just be abolished. By using the most suitable 
regulatory technique, by observing international 
trade policy commitments, and by analysing care-
fully the potential consequences of draft regula-
tions of products, it is however possible for coun-
tries to reduce the impact of TBTs resulting from 
different regulations. 

The key issue to be discussed within TTIP is  
how to target burdensome TBTs in prioritized 
product sectors where: 
1. The EU and U.S. regulate differently.
2. The EU and U.S. use different standards.
3. Product compliance must be demonstrated  

by differing methods for conformity assessment.

If the common denominators in the respective  
regulatory systems can be affirmed and improved, 
technical regulations, standards and conformity 
assessment procedures can, instead of creating 
TBTs, be a means to improve and enhance trade 
possibilities across the Atlantic.   

2.3 How to address TBT?
The process of regulatory convergence means 
bringing two different regulatory systems closer 
together in order to abolish current and future  
barriers. This can be achieved by different methods 
and tools. 

2.3.1	Available	tools	for	regulatory		
cooperation	
The key to regulatory approximation is the level of 
ambition, as illustrated by the simplified regulatory 
hierarchy pyramid below. 
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Figure 1: The regulatory hierarchy pyramid - level of regulatory ambition

Information exchange – Transparency measures

Observance of principal trade policy provisions

Recognition of conformity 
assessment procedures

Recognition of results of 
conformity assessment procedures

Recognition of 
(functional) equivalence 

technical regulations

Fully
harmonised

technical
regulations
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The different levels of ambition in figure 1 are 
described below:

Level 1:  Information exchange  
– transparency measures
Regulatory cooperation in its simplest form aims to 
increase the knowledge of each other’s regulatory 
systems by exchanging information. More struc-
tured information exchanges that increase trans-
parency are notification procedures and enquiry 
point functions provided by the TBT Agreement, 
and within the EU Directive 98/34/EC. Many FTAs 
also provide for regulatory dialogues through a 
joint-bilateral “TBT” forum. More ambitions forms 
of information exchange are represented by bilat-
eral regulatory dialogues, e.g. EU-Japan.  

Level 2:  Observance of principal  
trade policy provisions
The provision of information on planned regulatory 
initiatives, preferably at an early stage, is essential 
for enhanced transparency. Observing international 
trade policy commitments and WTO recommenda-
tions is a natural starting point for avoiding TBTs. 
Trade policy provisions are laid down in the TBT 
Agreement as well as in other internationally 
accepted documents on Good Regulatory Practice 
(GRP) and Regulatory Reform, such as provided by 
the OECD and APEC. To avoid unnecessary TBTs, 
the TBT Agreement prescribes a number of key pol-
icy provisions to be observed when WTO members 
prepare, adopt and apply technical regulations and 
conformity assessment procedures.

Level 3:  Recognition of conformity  
assessment procedures
Another level of regulatory cooperation aims for 
the acceptance of each other’s systems for con-
formity assessment, e.g. accreditation systems and 
CAPs. Regulatory tools such as Multilateral Agree-
ments (MLAs) and MRAs have been designed to 
achieve these goals. The common denominator for 
these tools is that no changes in existing regula-
tions are made but that regulatory convergence is 

based on the acceptance and acknowledgement of 
the other party’s system.

Level 4:  Recognition of results of conformity 
assessment procedures  
Cooperation is further strengthened by recognising 
the results of conformity assessment procedures. 
Such recognition would range from test results up to 
the level of certificates of conformity, or inspection 
or of marks of conformity. Examples are the bilateral 
MRAs between the EU and Australia, New Zeeland, 
Canada, the U.S. and Japan. Other examples include 
MRAs concluded between countries within APEC.

Level 5:  Recognition of functional equivalence 
A more ambitious level of regulatory cooperation 
involves recognition of (functional) equivalence. In 
addition to CAPs, product specifications and mark-
ing specifications are also recognised. European 
examples of such cooperation can be seen in previ-
ous agreements between the EU and neighbouring 
or acceding countries. These include Protocols to 
the Europe Agreements on Conformity Assessment 
and Acceptance of Industrial Products (PECA) and 
Agreements on Conformity Assessment and 
Acceptance of Industrial Products (ACAA), where 
participating countries have approximated their 
legislation to EU legislation in specific sectors. 

Facts

Mutual recognition agreements 
Mutual Recognition Agreements (MRA)  
on conformity assessment are established 
between countries which are on a comparable 
level of technical development and have a  
compatible approach concerning conformity 
assessment.  These agreements are based on 
mutual acceptance of certificates, marks of 
conformity and text reports issued by the  
conformity assessment bodies of either party  
in conformity with the legislation of the other 
party.
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Level 6:  Fully harmonised  
technical regulations
The most ambitious level of technical cooperation 
is that of fully harmonised technical regulations. 
Harmonised technical regulations within the EU 
internal market provide an example of this. Full 
technical harmonisation requires a common legis-
lative space and an understanding of each other’s 
legislative identities to agree in detail on, for exam-
ple, the basis of common legislation in the EU and 
EFTA2/EEA3 countries. It is important to note how-
ever that some regulatory tools only eliminate TBTs 
in specific areas. MRAs, for example, prevent the 
need for products to be re-tested or re-certified in 
the importing country. 

Full market access (“free circulation”), on the 
other hand, requires regulatory harmonisation of 
regulations. One route to this, full technical harmo-
nisation, requires “legislative identity” to agree in 
detail, as described above. For agreements between 
countries without “legislative identity”, the UNECE 
“International Model”4 offers the possibility for 
cooperation on the basis of regulatory convergence 
creating regulatory equivalence. The weakness of 
the latter option is that it is not legally binding on 
any party.

A variety of convergence enhancing tools will 
have to be considered within TTIP.

Conclusion 2

2.3.2	Choosing	the	right		
regulatory	tools	for	TTIP
When evaluating suitable regulatory tools to be 
used within TTIP it is necessary to bear in mind the 
ambitious mandate of the negotiations – that is, to 
create enhanced regulatory convergence on a broad 
spectrum of policy areas and product sectors. To be 
more specific, the goal is not only to improve the 
trade conditions for certain products like passenger 
motor vehicles or cosmetics, but to create bridges 
between the EU and U.S. administrations working 
with policy, between regulatory bodies preparing, 
adopting and implementing regulations, and 
between standardizers and other stakeholders.  
This challenge cannot be met by one tool or model 
– the solution will more likely consist of a suite of 
different tools working in unison. Naturally, exist-
ing regulatory cooperation is a good starting point 
when evaluating the future options.    
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As discussed above, harmonisation of regula-
tions, the highest regulatory level in the regulatory 
pyramid, is the most effective method to avoid 
technical barriers to trade. However, harmonisa-
tion is a long and expensive process that also 
requires a common legislative framework and  
consensus on underlying technical regulations, 
standards, CAPs and enforcement (market surveil-
lance). It is therefore doubtful that harmonisation 
is generally applicable for the different sectors 
under discussion within TTIP, especially consider-
ing the existing regulatory models between the EU 
and member states, and at the federal and state lev-
els in the U.S.

Functional harmonisation – which assumes 
agreement on the overarching regulatory goals but 
not the means of achieving them – would not 
appear to lend major support to transatlantic trade 

either. This is because approval procedures and 
enforcement conducted by regulatory authorities 
differ between the two markets. A focus area could 
be on the recognition/acceptance of equivalent 
technical regulations and standards, which means a 
high level ambition (see Figure: 1). Whether or not 
this can be agreed upon depends in turn on 
whether it is possible to establish specific EU rules 
that are comparable to those in the U.S. and vice 
versa, not only in function but also, for example, in 
terms of environmental and other aspects. This is 
where the greatest challenge lies. Products are 
rarely affected by one system of rules, but by multi-
ple regulatory areas, not least regarding cross-bor-
der requirements for environmental protection, 
sustainability and various national security inter-
ests. Another factor that ought be considered in this 
context is that the regulatory model currently used 
in different sectors, both in the EU and U.S., creates 
competitive market conditions, not only in the area 
of health and safety, but also in product quality. 
Thus, changing the current regu-latory model may 
lead to the removal of unique product characteris-
tics associated with market  
proliferation, like a specific product design or for 
example the choice of materials and substances 
used with effect on safety and environment. 
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2.3.3	International	standards	versus		
national	and	regional	regulation
Nevertheless, based on current experience, there 
may be a lot to gain from using international regu-
lations and standards, and, as far as possible, work-
ing towards these in areas where international rules 
and standards have not been implemented previ-
ously. Sectors where most progress has been made 
to date in terms of technical harmonisation are  
precisely those where international regulations are 
applied, such as the International Maritime Organisa-
tion (IMO) for shipping and UNECE WP.29 for 
motor vehicles. Such international regulations only 
exist in a limited number of areas however. 

The need for national and/or regional regulation 
(and protection levels) remains an important matter 
for countries throughout the world. This is sup-
ported, not least, by the increasing number of TBTs. 
Technological development and globalisation also 
generate new TBTs, especially in areas where coun-
tries cannot agree on common standards and regu-
lations. One example are requirements in the field 
of information security in ICT and telecommunica-
tions. These may be legitimate regulatory require-
ments (national security interests) but they easily 
create barriers in the form of various, differing 
product requirements and approval procedures.

2.3.4	Conclusions	and	recommendations	
regarding	choice	of	regulatory	tools
It has so far been difficult to form a clear picture of 
the transatlantic regulatory dimension. It has also 
been challenging to clarify how various initiatives 
relate to each other. The complexity surrounding 
TBTs is not only linked to the fact that the regula-
tions often have a legitimate purpose, but also to 
the fact that many TBTs arise outside the direct 
control of states. Examples of this are the condi-
tions regularly set by industry associations and 
standardisation bodies that affect the trade in  
products and services.

Existing regulatory tools used between the EU 
and U.S. thus consist of a variety of regulatory dia-
logues and MRAs (effective since 2000) in the areas 
of electromagnetic compatibility (EMC) and tele-
communication. MRAs have been questioned from 
a cost-benefit perspective.5 Regulatory dialogues 
have in their turn been unable to establish perma-
nent structures through which the objectives of 
regulatory approximation could be accomplished. 

The choice of regulatory instrument for approx-
imation between the EU and U.S. should thus be 
based on the particular situation, the differences 
found in regulatory frameworks, existing interna-
tional rules and standards, and the volume of trade 
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in the area or the sector considered. Work on TBTs 
is long-term and often leads to protracted negotia-
tions. It is therefore of the utmost importance to 
perform a thorough evaluation of the aims and 
expected economic potential of any such measure. 

The parties will have to focus efforts towards 
regulatory approximation, or create conditions for 
future joint regulation, in areas where the will exists 
on a case by case basis. Nevertheless, it seems rea-
sonable for transatlantic regulatory approximation 
to demand explicit channels for bilateral dialogue  
– that is, forums where the specific regulatory 
interests may be expressed. Approximation also 
requires a process that enables an objective assess-
ment of existing and future regulations, with equal 
representation from both parties.

Finally, mechanisms may be needed within TTIP 
that bind the parties to agreements and a system 
for settling disputes. Account also must be taken of 
regulatory impact, especially in areas that currently 
lack uniformity at the EU member state and U.S. 
state levels.

2.4 A wider picture of TBT in TTIP
In order to provide a solid analysis of the regula-
tory aspects within TTIP a multitude of issues must 
be taken into account, such as the trade policy 
framework and institutional and judicial structures. 
The following section provides an overview of 
some of the most complex issues of TTIP.  

2.4.1	The	multilateral	trading	system
Today’s international trading system consists 
largely of the regime established by the World  
Trade Organisation (WTO) and the multilateral  
and plurilateral WTO agreements covering differ-
ent aspects of global trade. In parallel with the  
multilateral negotiations within the WTO, a global 
process is developing, wherein separate states or 
groups of states come together to sign specific trade 
agreements between themselves. These so-called 
regional trade agreements (RTA) or free trade  
agreements (FTA) are becoming more and more 
common since multilateral trade negotiations are 
slower to progress and at times fail to result in 
meaningful new market openings. Nevertheless,  
it is the WTO framework that lays the basic foun-
dations for the formation of free trade agreements, 
such as TTIP. Therefore, all free trade agreements 
must harmonise with the multilateral trading  
system, which in relation to TBT mainly concerns 
the rights and obligations in the WTO TBT Agree-
ment.  

Facts

Multilateral agreement
A multilateral agreement is an agreement 
where three or more states are signatories. 
However, in the WTO context the word multi-
lateral means agreements in which all member 
countries are included. When a contract only 
covers a limited number of WTO members,  
the term plurilateral agreements is used. 

Each sector is unique and may require its own 
regulatory solutions with regard to the level of 
convergence sought for, overall ambitions 
within a sector and the time frame applied.

Conclusion 3

Procedures for enforcement of judgements and 
dispute settlement should be introduced to 
lend weight to TTIP.

Conclusion 5

When working towards regulatory coherence 
within a sector or product area, it is important 
to have equal representation from both sides. 

Conclusion 4
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2.4.2	Constitutional	and		
institutional	framework
In order to identify and observe the regulatory  
differences that exist between the EU and U.S. it is 
also necessary to take into account the constitu-
tional and institutional frameworks. Creating an 
understanding of the respective law-making pro-
cesses and the division of powers between the EU 
and the member states, and between the federal 
U.S. government and the U.S. states, is also key. 
Furthermore, the interaction of regulatory agen-
cies, standardization bodies and conformity assess-
ment bodies set certain conditions for sector- 
specific regulatory approximation. Likewise, since 
requirements for certain product groups are already 
set in international forums, dependencies between 
regulatory bodies in the global system must also be 
taken into account.

2.4.3	Regulatory	tools
Considering the above challenges, the key to 
achieving increased regulatory coherence lies  
primarily in identifying suitable regulatory tools. 
Potential regulatory instruments such as harmoni-
sation, mutual acceptance, mutual recognition  
agreements (MRAs) on conformity assessment,  
or, for example, the preparation of new bilateral 
regulations, must be evaluated with regard to how 
these tools relate to existing regulatory tools used 
in various product sectors. The possible effects of 
horizontal polices in the EU and U.S., as well as 
existing regulatory approaches, must be observed 
and evaluated in relation to sector requirements in 
order to provide a complete map of the potential 
for regulatory approximation.

2.4.4	Core	legislative	interests	outside	
sector-specific	areas
Creating regulatory coherence for a certain indus-
trial product is not only connected to sector-spe-
cific legislation, or to, for example, applicable  
testing procedures within the sector. Regulatory 
coherence is related also to horizontal policy 
issues, like environment, sustainability and  
national security. Public opinion, cultural history 
and national preferences likewise affect regulatory 
policies. Communication and consultation will 
therefore be vital during negotiations in eliminating 
possible myths and misunderstandings affecting 
objective assessment of transatlantic regulatory  
initiatives and proposals. 

TTIP must be considered in the multilateral 
(WTO) context – successful results depend on 
the sustainability of solutions from an interna-
tional perspective and due consideration must 
be made to third countries.

Conclusion 6

Communication and consultation will constitute 
central elements during negotiations, eliminat-
ing possible myths and misunderstandings 
affecting the objective assessment of transat-
lantic regulatory initiatives and proposals.

Conclusion 7
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Figure 2:  The multitude of aspects to be considered when working for increased  
regulatory convergence

This figure shows all external aspects that affect the TTIP negotiations.
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• Current Free Trade Agreements
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3. A Regulatory Comparison Between  
 the EU and the U.S. 
Many of the TBTs that exist between the EU and 
U.S. are to some extent related to the differences 
that exist in the respective regulatory systems. 
Institutional and structural differences, as well as 
related constitutional factors, have a bearing on 
how technical regulations, standards and CAPs are 
conceived on each side of the Atlantic. It is there-
fore vital to recognise these differences and how 
they relate to the adoption and application of laws 
and regulations on different state levels.

This section will give a brief overview and 
explain the horizontal regulatory mechanisms that 
exist in the EU and U.S. The product requirements 
discussed in this section are technical regulations, 
standards and CAPs. See above for a general defini-
tion of these terms. 

3.1 General regulatory  
comparison
In order to understand the technical regulatory 
systems across the Atlantic, the general conditions 
that exist for enacting and enforcing new regula-
tions in the EU and the U.S., and how each party’s 
markets function in terms of free movement of 
products, need to be taken into account. It would 
be tempting to compare the EU and U.S. as each 
other’s counterparts, and in many ways such a 
comparison would facilitate an analysis of how 
TTIP could be designed and implemented. Yet still 
there are some important similarities between U.S. 
states and EU member states when considering 
TTIP from a constitutional context, despite the  
differences. The following section provides a brief 
summary of constitutional issues that will likely 
have a great impact on how TTIP will function.

3.1.1	Relevance	of	the	constitutional	
similarities	for	TTIP
It is in the context of free movement and interstate 
commerce we find similarities within the regulatory 
systems but also when looking closer to the hierar-
chy of norms.

3.1.1.1 Free movement  
and interstate commerce 

EU: The EU internal market is based on the princi-
ple of free movement of goods, services, persons 
and capital. The internal market is regulated via 
harmonised and non-harmonised legislation.  
This means that all member states share regulations 
within harmonised areas. Within the non-harmo-
nised areas the principle of mutual recognition of 
each other’s regulations apply. The principle of free 
movement covers state measures that hinder 
directly or indirectly, actually or potentially, trade 
between member states. The free movement is 
excluded in cases where legitimate reasons, like 
environmental or consumer protection, motivate 
certain necessary and proportionate measures that 
may hinder cross-border trade.  

US: In the U.S., all states must abide by the com-
merce clause, which embodies the economic unity 
of the U.S and the free access between interstate 
markets. The dormant commerce clause doctrine, 
which has evolved from the commerce clause,  
further restricts states from interfering with, or 
imposing burdens on, interstate commerce. 
Improper restrictions and discrimination of other 
states’ products are thereby prevented. The clause 
often entails balancing particular state interests, 
such as the introduction of higher environmental 
standards, against federal state interests in order to 
maintain a common internal market. Disputes 
relating to this measure are dealt with by federal 
courts under the Constitution’s commerce clause. 
The commerce and dormant commerce clauses are 
in some ways similar to the EU Treaty principle of 
free movement. 

3.1.1.2 Hierarchy of norms

EU: The EU member states are obliged to comply 
with EU law and EU harmonised legislation. The 
principles of the primacy of EU law, direct effect of 
EU regulations and sincere cooperation among the 
member states in fulfilling the objectives of the 
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treaties, aim at bringing possible divergent national 
regulations and measures into compliance with EU 
law. The principle of subsidiarity balances EU regu-
latory power by ensuring that action at EU level is 
justified in the light of the possibilities available at 
national level. The subsidiarity principle is closely 
intertwined with the principle of proportionality 
and aims at preventing the EU from going beyond 
what is necessary to achieve its objectives. These 
are fundamental EU principles that regulate the 
hierarchy of norms between the EU and its member 
states.

US: In the U.S., the federal state has supremacy over 
individual states. This is a concept enshrined in the 
Constitution’s supremacy clause and implies that 
state laws that conflict with federal law shall be con-
sidered ineffective. Within the framework of the 
supremacy clause, the so-called pre-emption  
doctrine has evolved. Federal supremacy typically 
applies when U.S. Congress introduces laws that are 
in some way contrary to state laws or prevent them 
from coming into force. The concept of federal 
supremacy is generally well debated as it raises fun-
damental questions about the autonomy of states in 
relation to the federal government. The U.S. pre-
emption doctrine also applies in situations where 
the President or Congress implements non-legisla-
tive measures that have a bearing on foreign policy. 

This may be the case when, for example, the federal 
government concludes an international agreement 
that indirectly entails that states cannot act in a cer-
tain way and in violation of that agreement. 

3.1.2	Relevance	of	the	constitutional	
differences	for	TTIP
The above demonstrates that there are some  
“constitutional” similarities between the EU and 
U.S., even though the legal systems are designed 
differently, and provides an overview of how the 
different systems could operate under TTIP.  
Nevertheless, it is important to emphasise that 
there are differences between the EU and U.S. that 
affect how TTIP might function, specifically with 
regard to the effects of TTIP on a local level. 

The U.S. states are part of a federal state, which 
means that international agreements concluded by 
the federal government may to some extent be con-
ceived as impositions from the federal government, 
such as when the pre-emption doctrine applies. In 
the EU, the Commission acts on the mandate of the 
member states and the European Parliament. The 
member states are part of the TTIP process and act 
on the basis that TTIP is an agreement that they 
support. Although the U.S. is a single country, that 
does not mean there will not be difficulties at the 
state level in concluding an agreement of this 
scope. On the other hand, implementing TTIP 
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3.2 Technical regulatory comparison 

3.2.1	Technical	regulations
Technical regulations both in the EU and U.S. are 
issued primarily by sector specific authorities on 
different levels. Both regulatory regimes have dif-
ferent horizontal mechanisms that aim to coordi-
nate the adoption of technical regulations. 

EU: In the EU, notifications of technical regulations 
to the WTO are managed both through  
EU-harmonised and non-harmonised legislation. 
Within harmonised areas, the European Commis-
sion notifies draft technical regulations. In non-
harmonised areas, member states are responsible 
for notifying draft technical regulations to the 
WTO. The TBT notification procedure runs in  
parallel with an EU internal notification procedure 
established by Directive 98/34/EC (1998) laying down a 
procedure for the provisions of information in the field of 
technical standards and regulations and of rules on infor-
mation society services. The internal EU notification 
procedure implies that the member states publish 
their draft technical regulations and standards in a 
common database (TRIS). Many of the notifications 
are accompanied by impact assessments of the reg-
ulatory proposals. The drafts are then available for 
comment from the EU Commission and other 

member states during a three months long stand-
still period. The member states are obliged to take 
into account, as far as possible, comments made by 
other parties. Regulations that are not notified 
according to the procedure may be deemed invalid. 

The European Commission and the member 
states meet regularly at committee meetings to  
discuss notifications made under the internal  
notification procedure and notifications made 
externally through the TBT Agreement. At these 
meetings are the notification procedures coordi-
nated and monitored.     

US: In the U.S., the Administrative Procedure Act of 
1946 (APA) establishes procedures to bring about 
public participation when government agencies 
develop new regulations. The procedure sets 
requirements for the issuing of new regulations and 
provides the public with the opportunity to submit 
views on the proposals issued. The APA constitutes 
the basis for the transparency of federal regulations 
and prescribes that U.S. agencies must publish their 
draft technical regulations and CAP in a federal 
register that is accessible to the public. 

The Trade Agreements Act of 1979 (TAA) prohibits 
federal agencies from introducing requirements that 
create unnecessary barriers to trade and encourages 
the use of international standards when issuing  
regulations. The TAA also identifies the federal 
Office of the United States Trade Representative (USTR) as 
the agency responsible for coordinating and devel-
oping trade policy on technical regulations at the 
federal level. The National Institute of Standards and 
Technology (NIST) notifies the WTO of technical reg-
ulations and CAP under the TBT Agreement. NIST  
is part of the Department of Commerce and also  
the TBT Enquiry Point for the U.S. NIST reviews the 
Federal Register, where draft rules are posted, and 
examines whether notification under the TBT 
Agreement is necessary. NIST is also responsible for 
the U.S. database of technical regulations, Notify 
U.S., where stakeholders can consult and comment 
on notifications of technical regulations. 

across the EU might seem a complex process from 
a U.S. perspective, with a risk that implementation 
becomes fragmented and disjointed given the 
member states’ different legal systems 

These differences illustrate the dynamic pro-
cesses that TTIP involves, and it is with an aware-
ness of each other’s regulatory similarities and dif-
ferences that TTIP can be developed to best effect.

 Awareness and knowledge of the regulatory 
similarities and differences are crucial for taking 
sustainable regulatory measures.

Conclusion 8
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3.2.2	Standards
Many technical regulations and requirements on 
CAP are based on standards. Standards may for 
example provide technical definitions, criteria and 
procedures that guide regulating agencies to vary-
ing degrees. If EU and U.S. standards are designed 
differently, this weakens conditions for the mutual 
functioning of the regulations affected by stand-
ards. Consequently, standards have great signifi-
cance for TTIP, and it is very important to find 
entry points for cooperation in this area.

Facts

Harmonised standard
Harmonised standard is a European standard 
based on a request by the European Commis-
sion to a recognized European Standards 
Organisation (CEN, CENELEC or ETSI) to 
develop a European standard that provides for 
the application of an EU harmonised legislation. 

EU: Standardisation within the EU is in principle 
based on European standards, known as EN stand-
ards, and harmonised EU standards. Harmonised 
standardisation means that the European Commis-
sion can request standardisation bodies to develop 
standards in support of compliance with EU legisla-
tion. The European Committee for Standardisation (CEN), 
European Committee for Electrotechnical Standardization 
(CENELEC) and European Telecommunications Stand-
ards Institute (ETSI) are identified as European stand-
ardisation bodies. Products developed according to 
a harmonised/EN standard are presumed to possess 
conformity with general product requirements  
specified in EU legislation, and thereby gain access 
to the EU internal market (this process is commonly 
known as the “New Approach”). Other standards 
may also meet the technical requirements of EU  
legislation, but they cannot have presumption of 
conformity with the specified product requirements. 

Comment: It is through consensus on these 
horizontal regulations, in the EU and U.S., that 
transparency between the parties can be promoted. 
It is important to note that the EU division of noti-
fications between the Commission and the member 
states has been perceived by American colleagues 
as complex and difficult to understand. Clarifica-
tion and simplification measures may be needed  
on the EU side to facilitate greater transparency. 
Corresponding U.S. measures may also become 
necessary, particularly with regard to transparency 
at the state level.    

Horizontal mechanisms should be encouraged 
in order to increase transparency.

Conclusion 9
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US: Standardisation in the U.S. is market-driven 
and heavily decentralised. Standards, known as 
voluntary consensus standards in the U.S., are 
developed primarily by private actors, including 
standards developing organizations (SDOs), in  
various industrial sectors in response to the 
demand for standards from the private sector,  
public agencies and consumers. Standardisation is 
open to different actors, and standards can be 
developed without having to be compatible with 
existing standards. Agencies are free to adopt 
standards they consider best suited for the purpose. 
Since the mid-1990s, these market-driven standards 
have gained increasing influence with U.S. govern-
ment agencies, and many regulations now refer to 
standards developed outside the governmental 

sphere. Standards have also increased their influ-
ence in a variety of policy areas, including a U.S. 
strategy for standardisation that promotes authori-
ties’ usage of standards. The National Technology 
Transfer and Advancement Act (NTTAA) and OMB  
Circular A-119 are examples of statutes that encour-
age the use of voluntary consensus standards in 
technical regulations and advise against the agen-
cies’ use of agency-unique standards.  The American 
National Standards Institute (ANSI) is the coordinating 
U.S. standardisation body. 

Comment: Standardisation in the EU is central-
ised and non-competitive, while in the U.S. it is 
competitive. In the U.S., different standardisation 
bodies compete to produce the most suitable 
standard for a given purpose. This makes any 
attempt to harmonise EU and U.S. standardisation 
systems a difficult task, not least since there are 
commercial interests involved. 

The structural differences are considerable in 
several respects. Both systems have their advan-
tages and disadvantages and are founded on differ-
ent premises. It could be argued from a U.S. per-
spective that the EU system is less well suited for an 
international context since only one standard within 
one particular product sector is permitted to give 
presumption of conformity with binding product 
requirements in EU legislation. This creates a mar-
ket with overly rigid rules. From an EU perspective, 
the U.S. system also has its limitations since it con-
tributes to a fragmented market. It can also be 
unclear on what basis certain standards are chosen 
for reference in the U.S. A crucial challenge for TTIP 
will be how to accommodate these differences in a 
way so that the EU and U.S. standardisation sys-
tems can function together.

Facts

EN Standard
European Standards (ENs) are documents that 
have been ratified by one of the three European 
Standardization Organizations (ESOs), CEN, 
CENELEC or ETSI; recognized as competent 
in the area of voluntary technical standardiza-
tion as for the EU Regulation 1025/2012.  
An EN standard is given the status of a national 
standard in the EU member states and conflict-
ing national standards must be withdrawn. 

The standardisation systems in the EU and the 
U.S. are different and flexible approaches are 
required when creating improved conditions for 
a transatlantic market.

Conclusion 10
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3.2.3	Conformity	assessment	procedures
There are certain differences between the EU and 
U.S. regarding conformity assessment and accredi-
tation. 

EU: In the EU, an important part of conformity 
assessment is based on “notified bodies” which 
carry out conformity assessment against certain EU 
Directives and harmonised standards according to 
the New Approach. Businesses that are accredited 
and notified may test and verify products in com-
petition with each other in a free market. “Accredi-
tation bodies”, on the other hand, are government 
agencies, and there is only one in each country. EU 
accreditation bodies are as their U.S. counterparts 
also members of international accreditation organi-
sations ILAC and IAF.  

US: In the U.S., there are several competing bodies 
that perform accreditation. U.S. accreditation bod-
ies participate in procedures for mutual recognition 
under the International Laboratory Accreditation Coop-
eration (ILAC) and the International Accreditation Forum 
(IAF), known as MLAs. While these bodies are pri-
marily private actors, more and more federal agen-
cies are making use of international systems such 
as ILAC to underpin their requirements for con-
formity assessment.

Comment: In practice, the EU and U.S. systems 
have functioned relatively well together. There may 
be different views on the role of accreditation  
bodies, but in principle the technical content 
should be the same. Recognition of the EU and 
U.S.´s conformity assessment is based on the 
accreditation of their respective conformity assess-
ment bodies by bodies recognised under the pre-
vailing MLA. Even if the current systems work well, 
measures are advocated that would strengthen the 
existing structures and enable simplified proce-
dures for mutual recognition. 

Facts

The New Approach
The Council Resolution on the New Approach 
to Technical Harmonisation and Standards was 
adopted in 1985 in order to address technical 
barriers to trade and to promote free movement 
of goods within the Internal Market. This reso-
lution aims to recast technical harmonisation 
within the EU on a new basis by only harmonis-
ing the essential requirements of products  
and by applying the “general reference to 
standards” formula and the principle of mutual 
recognition in order to eliminate technical 
obstacles to the free movement of goods.
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Facts

Type approval of cars (EU)
Type approval is by definition a procedure 
whereby a Member State certifies that a type of 
vehicle meets the applicable requirements. This 
presupposes initial inspection before a type 
approval can be issued. The manufacturer must 
show for example that he has the necessary 
procedures for ensuring that production con-
forms to the approved performance, that he 
has procedures for the observation of changes 
to applicable requirements and the ability to 
discharge administrative procedures. In addi-
tion, there are subsequent checks of produc-
tion conformity.  

Facts

Self-certification of cars (U.S)
The self-certification system used by the U.S. 
means that manufacturers themselves certify 
that a vehicle meets technical regulations before 
it is placed on the market. They do this through 
a certification mark that proves that the vehicle 
meets all mandatory safety requirements during 
manufacture and when the vehicle is placed on 
the market.  Post-sale regulation is overseen by 
the National Highway Traffic Safety Administra-
tion (NHTSA) which carries out vehicle inspec-
tions. It may demand withdrawal, or make use of 
penalties and other sanctions, if a vehicle model 
does not meet the required standards. 

4. Examples of Differences  
 in Important Product Sectors 
When evaluating the prospects for regulatory 
approximation, or when comparing EU and U.S. 
requirements for industrial products, it is necessary 
to take into account the particularities of each prod-
uct area or sector. Broad generalisation will not give 
an accurate picture of the current state of affairs 
regarding, for example, the level of consumer safety 
in the EU or U.S. Any analysis of regulatory equiva-
lence between the EU and the U.S.’s regulatory sys-

tems must therefore start with an evaluation of the 
individual regulations. Each product sector or area 
subject to regulatory approximation provides dif-
ferent challenges which must be approached with 
different regulatory tools. Many product sectors are, 
as mentioned above, affected by regulations and 
policies that are outside their specific regulatory 
framework, such as regulation on environmental 
protection, sustainability, intellectual property 
rights (IPR), national security, etc. 

To help illustrate these challenges, the following 
section analyses practical differences in four prod-
uct sectors: motor vehicles, ICT, chemicals and 
pharmaceuticals.

4.1 Motor vehicles

Product	example:	Cars
The technical characteristics of motor vehicles in 
the EU and U.S. differ. This is mainly due to regula-
tory and fiscal differences, but also to cultural pref-
erences, traffic planning and national particulari-
ties. The latter, specific national conditions (e.g. 
concerning climate, occupational safety and health 
requirements), is also one of the main reasons why 
there is a lack of a harmonised classification of 
motor vehicles, not only between the EU and U.S. 
but also globally. 

4.1.1	Different	regulatory	systems
The most significant differences between EU and 
U.S. vehicle regulations concern the markets’ use of 
different requirements and approval systems for 
motor vehicles. Vehicle conformity in the EU is 
linked to type approval by national government 
agencies in the EU member states6, while the U.S. 
uses a self-certification system. U.S. vehicle regula-
tions consist of federal requirements that in many 
cases refer to national standards (Federal Motor 
Vehicle Safety Standards -FMVSS), while EU vehicle 
regulations consist of a mixture of European regu-
lations, international regulations (UN regulation 
ECE) and standards. 
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4.1.2	How	can	TTIP	resolve	these		
regulatory	differences?
Based on the information provided by business and 
regulators that the majority of vehicle regulations in 
the EU and U.S. are being considered equivalent from 
a traffic safety perspective the proposals from the EU 
and U.S industry on introducing mutual recogni-
tion of standards within TTIP seem feasible.13 The 
way forward could be based on a comparison of  
the regulations linked to an analysis of their effects. 
If the regulations can be considered equivalent, they 
should be mutually recognised by the EU and U.S. 

One negotiation approach would be to address 
regulatory areas such as active and passive safety in 
clusters in order to bring greater coherence to the 
overarching regulatory objectives for existing regu-
lations. Additionally, the effect of other overarching 
policy areas, like the environment, as well as areas 
with existing possibilities for special national regu-

12% 
Export share  

of all EU exports  
to the U.S.

Possible gains in the field of 
motor vehicles from TTIP?
Examples of issues that could be agreed on 
within TTIP for improved market access in the 
auto industry are for example common standards 
for tyres, safety glazing, lighting and electrical 
safety. TTIP could also promote a common view 
on environmental aspects for motor vehicles. 

Possible gains 

lation, would be important to consider in the  
negotiations. 

In areas where bilateral recognition cannot be 
achieved, the EU and U.S. should work together 
towards international rules, Global Technical Regula-
tions (GTR) and Whole Vehicle Type Approval (WVTA), 
as this would constitute a sustainable model in the 
global perspective.

Examples	of	regulatory	differences	for	motor	vehicles	between	the	EU	and	the	U.S.

Taxes
EU: Market access of motor vehicles in 
the EU is not dependent on specific taxes. 
Manufacturers must however relate to the 
specified limits for carbon dioxide emis-
sions in order to avoid fines.                      
US: Taxes such as Corporate Average 
Fuel Economy (CAFÉ) and Gas Guzzler 
Tax (GGT) are applied in the U.S.

Labelling
EU: There are no specific requirements on 
labelling in the EU.
US: There are requirements for motor 
vehicles to be labelled in order to show 
the proportion of vehicle parts that origi-
nate from the U.S. and Canada.8

Recycling
EU: EU has requirements on mandatory 
recycling (producer responsibility for 
motor vehicles/batteries)9, prohibition of 
hazardous substances (heavy metal ban10) 
as well as rules for biocidal products11 and 
requirements on social responsibility  
(conflict minerals).
US: Within the U.S. there is no responsi-
bility on recycling, hazardous substances, 
and lead in balancing weights is permit-
ted. Requirements on conflict minerals  
are applied.12

Regulatory model
EU: A Whole Vehicle Type Approval 
(WVTA system) by regulatory agency 
within member states is applied based on 
one directive.7

US: Approval of motor vehicles is based 
on a system of self-certification. The rele-
vant agency for the drafting and imple-
menting regulations in the U.S. is the 
National Highway Traffic Safety Adminis-
tration (NHTSA). Federal Motor vehicles 
Safety Standards (FMVSS) are applied to 
a large extent.
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4.2 ICT

Product	example:	Cell	phones
A large part of the ICT sector is concerned with 
information security, the internet and services.  
The innovative and global nature of ICT products 
require a global regulatory environment using 
internationally approved rules and standards. 

4.2.1	Different	regulatory	systems
Compared to many other sectors, the ICT sector 
has the benefit of making extensive use of interna-
tional standards. Roughly 75 percent of European 
harmonised standards are identical to international 
standards in the sector.

Despite relatively low levels of regulatory differ-
ences between EU and U.S. legislation in the ICT 
sector, companies perceive these differences as  
relatively significant in some areas, such as CAPs 
and electrical safety. There is a MRA on conformity 
assessment between the EU and U.S. which is rele-
vant to the sector, but it does not function in a fully 
satisfactorily manner. A lack of transparency in the 
ICT sector has also been cited by the industry as a 

significant barrier to trade, suggesting that a more 
comprehensive understanding and knowledge of 
the respective regulatory frameworks is needed. 

4.2.2	How	can	TTIP	resolve	these		
regulatory	differences?
The negotiations between the EU and U.S. could 
have a positive effect on global developments and 
establish a number of guiding principles for trade in 
the ICT sector. The cooperative forms that might 
constitute a basis for the work under TTIP include 
international initiatives, such as the work of the ITA22 
Committee or the UNECE (United Nations Economic 
Commission for Europe), where regulatory objectives 
and various transparency initiatives for the sector 
have been developed, such as a list of approval  
procedures for strategically important products.

Mutual recognition of testing and certification 
or harmonisation of standards could be an appro-
priate measure to reduce current TBTs in the sector. 
Past experiences of MRAs in the sector could be 
used for future regulatory cooperation. One solu-
tion for increased transparency would be to com-
pile agency requirements and make them available 
in an easily accessible way. 

The creation of a specific cooperation body 
between the EU and U.S. is another proposal. This 
is advocated by both the European Commission 
and industries in the ICT sector. Such a body 
would, for example, be able to perform detailed 
work on standards or CAPs.

Possible gains in the  
field of ICT from TTIP?
For the ICT sector TTIP could generate greater 
recognition of tests and certifications as well as 
harmonisation of product standards. 
Important matters for future regulatory cooper-
ation in the field of ICT involve environmental 
issues, conflict minerals and nanomaterials.

Possible gains 
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6% 
Export share  

of all EU exports  
to the U.S.

Examples	of	regulatory	differences	for	ICT	products	between	the	EU	and	the	U.S. 

Environment
EU: Typical EU environmental require-
ments are found in the Directive restricting 
the use of hazardous substances in elec-
trical and electronic equipment, in the 
Regulation on Registration, Evaluation, 
Authorisation and Restriction of Chemi-
cals (Reach-Regulation (EC) No 
1907/2006), and in The European 
Union’s Ecodesign Directive (2009/125/
EC).  
US: An example of environmental require-
ments in the U.S. is the Safe Drinking 
Water and Toxic Enforcement Act of 
1986, in California.

Active radio transmitters
EU: Self-declaration is applied within the 
field of active radio transmitters.14 
US: Approval of active radio transmitters 
is connected to third party approval by 
certification.15 

Hearing aid compatibility (HAC)
EU: There is an EU requirement for immu-
nity against interference.16

US: There is no general immunity require-
ment against interference but a regulation 
providing a number of models supporting 
HAC.17

Marking   
EU: For cell phones, CE-marking is 
applied in Europe.18

US: A specific ID mark identifying the 
manufacturer is required for cell phones.19

Electronic marking for products 
with display 
EU: For products with a display, electronic 
marking is not allowed in the EU.
US: Electronic marking for products with 
a display is allowed in the U.S.20

Local requirements
EU: No local (member state) requirements 
have been identified for cell phones,  
product requirements are harmonised 
within the EU. 
US: An example of local requirements 
identified in the U.S. concerns energy 
consumption, applicable in California.21

New radio technology
EU: For New Radio technology, self- 
declaration is applied within the scope of 
standards. 
US: Requirements for New Radio tech-
nology are based on Federal Communica-
tions Commission (FCC) guidance for 
testing and certification.
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4.3 Chemicals

Product	example:	Paint
Chemicals regulation in the EU and U.S. differs 
fundamentally in important areas. The main differ-
ences can be found in the division of responsibili-
ties for chemicals, the risks chemicals entail, and 
the obligation to provide data of the chemical’s 
impact on human health and the environment as 
well as the general accessibility of data from manu-
facturers. 

4.3.1	Different	regulatory	systems
In the EU, the regulatory framework Registration, 
Evaluation, Authorisation and Restrictions of 
Chemicals (REACH) places responsibility on manu-
facturers. If manufacturers fail to provide the data 
required by relevant authorities for chemicals they 
want to manufacture or handle, they may not enter 
the market. If there is evidence that there is a risk, 
though scientifically uncertain, the precautionary 
principle applies. 

In the U.S., the reverse applies. It is the responsi-
bility of the Environmental Protection Agency (EPA) to 
present data that demonstrates that a chemical 
poses an unreasonable risk. Until an unreasonable 
risk has been established, the chemical is free to be 
placed on the market. The EPA must also demon-
strate there is such risk in order to require further 
information from companies. If, therefore, compa-
nies are not willing to share the data they hold, the 
EPA must generate it itself. 

4.3.2	How	can	TTIP	resolve	these		
regulatory	differences?
The prioritisation of chemicals for analysis, approxi-
mation in classification and chemicals labelling, for 
cooperation in new areas and increased information 
exchange, and for protection of trade secrets are 
likely to be core areas of regulatory cooperation on 
chemicals in TTIP.

Neither the EU, the U.S., nor the private sector, have 
expressed aspirations for harmonised chemicals legisla-
tion in the context of TTIP. Instead, it appears expedient 
to work towards a lower level of regulatory cooperation, 
such as information exchange, rule transparency and 
the observation of overarching international commit-
ments. Regarding, for example, the development of test 
data, the goal could be to achieve common procedures 
and acceptance of data without any requirement for new 
testing. Hence, a first step might be to promote greater 
transparency in relation to existing regulations so that 
the parties gain better knowledge of each other’s regula-
tory frameworks and the processes that these involve 
(including at U.S. state level). The European Chemicals 
Agency (ECHA) and EPA have previously signed a coop-
eration agreement to the effect that the agencies already 
share some information. TTIP could help strengthen 
and intensify this cooperation.

Facts

The precautionary principle
The precautionary principle is a notion which 
supports taking protective action before there 
is complete scientific proof of a risk; that is, 
action should not be delayed simply because 
full scientific information is lacking.

Facts

Tort law 
Tort law is used in common law systems and can 
be described as remedying an act that unfairly 
causes someone else to suffer loss or harm.

Possible gains in the field of 
chemicals from TTIP?
In the field of chemicals TTIP could generate 
harmonised classification and labelling accord-
ing to existing established systems and mutual 
acceptance of data which will generate reliefs 
to companies operating in the sector.

Possible gains
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22% 
Export share  

of all EU exports  
to the U.S.

Regional deviations 
EU: Different interpretations between 
member states as regards the harmonising 
effect of REACH and whether national 
restrictions can be adopted.    
US: California, Maine and Massachusetts 
have introduced more restrictive chemi-
cals regulation compared to other states. 
These regulations are adoptions that 
resemble EU REACH requirements.

Examples	of	regulatory	differences	for	chemicals	between	the	EU	and	the	U.S.

Regulatory model
EU: Requirements on the registration, 
evaluation, authorisation and restriction of 
chemicals.23

US: Mainly implying pre-manufacture  
notification.24

Exchange of data
EU: The European Chemicals Agency 
(ECHA) assumes that data can be pre-
sented to describe a chemical’s impact on 
human health and the environment. 
US: Information can be requested by EPA 
but it cannot require manufacturers to pro-
duce it. 

Precaution 
EU: Precautionary principle, aiming to  
prevent potential risks.   
US: The case-law developed tort system 
handles potential risks. 

Information requirements  
and classification
EU: Information to be submitted to 
responsible authority: manufacture and 
use(s) of the substance, the classification 
and labelling of the substance, guidance 
on safe use and all available physico-
chemical, toxicological and eco-toxicologi-
cal information. Requirement depends on 
the volume to be imported to the EU.
US: Information to be submitted to EPA: 
the substance’s composition, planned 
production levels, planned use and availa-
ble health and safety information (no 
requirement to produce new data). Differ-
ent requirement depending on whether 
the chemical is a new or in significant new 
use. 

Restrictions 
EU: Restriction applies when there is an 
unacceptable risk to human health or the 
environment, arising from its manufacture, 
use or placing on the market.  
US: It is possible to restrict a product if it 
constitutes an unreasonable risk to human 
health or the environment and the respon-
sible authority can prove that a restriction 
is the least restrictive measure. This is 
something that has been interpreted nar-
rowly by the courts. So far only five chemi-
cals have been restricted.
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4.4 Pharmaceuticals

Product	example:	Pills
The pharmaceutical sectors in the EU and U.S. are 
both covered by a comprehensive regulatory 
framework. The requirements may relate to manag-
ing clinical data, certification of safety and efficacy, 
procedures for marketing authorisation and 
approval, and certification of good manufacturing 
practice (GMP). The pharmaceuticals sector is sub-
ject to relatively extensive international coopera-
tion, and there are harmonisation processes in  
various areas where both the EU and U.S. are 
involved. 

4.4.2	How	can	TTIP	resolve	these		
differences?
There is a good foundation for increased coopera-
tion between the EU and U.S. within the pharma-
ceutical sector. At the same time, there are ques-
tions about how such cooperation will be designed 
in practice, partly because of existing international 
cooperation, and partly because previous attempts 
to create a mutual recognition agreement proved 
fruitless. 

Some questions have also been raised regarding 
the Food and U.S. Food and Drug Administration (FDA) 
ability to relate constructively to the European  
Medicines Agency (EMA) and common guidelines, 
especially in borderline situations. The industry,  
for its part, has been keen to emphasise that any 
increased cooperation must take intellectual prop-
erty protection into consideration. Almost all the 
cooperation areas highlighted are based on pro-
posals to improve transparency between the EU 
and U.S., and to facilitate procedures to bring both 
parties’ agencies, the EMA and the FDA, closer 
together.

International harmonisation processes are very 
often the key to regulatory coherence.

Conclusion 11

It is important to identify EU and U.S. agencies 
that can be each other’s counterparts for 
enhanced regulatory cooperation.

Conclusion 12

Possible gains in the field of 
pharma from TTIP?
One-stop-shop for conformity assessment  
and harmonised incident reporting are possible  
outcomes from a successful TTIP.

Possible gains 

4.4.1	Different	regulatory	systems
One of the most striking differences between the 
EU and U.S. is that the EU market consists of 
national pharmaceuticals markets where member 
states have the main regulatory responsibility for 
ensuring that drugs are safe and efficacious. Each 
national drug authority has its own protocols and 
files that are not readily available to other drug 
authorities. The U.S. does not have this kind of 
agency fragmentation and division between  
different national markets. 

These regulatory differences affect the approval 
procedures for generic drugs. The U.S. requires  
that generic drugs demonstrate therapeutic and 
efficacy equivalence to the reference drug. While  
in principle the same requirements apply in the EU, 
the authorisation takes place nationally, but the  
assessment and the approved texts are the same for 
all member states. In addition, each member state 
has its own rules on the pricing of drugs. The U.S. 
has, in principle, no corresponding rules.
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10% 
Export share  

of all EU exports  
to the U.S.

Generic medicine 
EU: A generic medicine may obtain mar-
ket authorisation based on the data in the 
original medicine’s file. Marketing, how-
ever, cannot start before the data protec-
tion period and/or the patent/SPC terms 
have expired.
US: In the context of an abbreviated new 
drug application (ANDA), the applicant 
must include reference to patents listed as 
relevant for the original medicine (patent 
linkage).

Examples	of	regulatory	differences	for	pharmaceuticals	between	the	EU	and	the	U.S.

Country of origin labelling
EU: The country of origin is where the 
product was formulated
US: The country of origin is the country 
where the active pharmaceutical ingredi-
ent (API) is manufactured. For a combina-
tion product, country of origin is always 
where the product is formulated.

Agency structure and  
division of responsibilities  
EU: EU and national authorities share 
competences. Marketing authorisations 
are granted by national pharmaceutical 
authorities or by the European Medicines 
Agency (EMA), depending on the circum-
stances.
US: The Food and Drug Administration 
(FDA) is the sole agency for marketing 
authorisation and other pharmaceutical 
sector issues.

Marketing authorisations 
EU: Different market authorisation proce-
dures exist in the EU. There is a central-
ised procedure via EMA. There is a 
Decentralised/Mutual recognition proce-
dure for products already authorised in 
one member state. Authorisation can also 
be issued in a member state.
US: The FDA deals with applications for 
new drugs in regard to safety, efficacy, 
manufacturing, labelling, and other ele-
ments in the approval procedure.

Pricing 
EU: National rules apply for pricing of 
medicines.
US: Insurance companies and health care 
providers negotiate prices with pharma-
ceutical companies.

Intellectual property
EU: Patent term 20 years. Possibility to 
obtain a supplemental protection certifi-
cate (SPC) for an additional maximum of 
five years based on time required for mar-
ket authorisation. Patent law up to patent 
grant is essentially harmonised. Enforce-
ment of patents is for national courts. 
US: Patent term 20 years. Possibility to 
obtain patent term extension (PTE), for an 
additional maximum of five years based on 
time required for market authorisation, and 
patent term adjustment (PTA) based on 
patent office handling delays

Data protection 
EU: An eight-year period of protection 
applies, which is followed by 2 years of 
market protection (can be extended to 3 
years). Companies can apply for market 
authorisation for a generic medicinal prod-
uct 8 years after the original medicinal 
product granted a marketing authorization. 
However, the generic drug can only be 
marketed after another 2 years.
US: A five-year period of protection nor-
mally applies to data submitted in an 
application to the FDA for marketing 
authorisation. The grant of a market 
authorisation provides a certain period of 
market exclusivity.
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5. What About Environmental Protection,  
 Consumer Safety and National Security?
The economic potential of a successful TTIP is great 
and in particular, the elimination of TBTs can bring 
great benefit if an agreement to negotiations can be 
reached. It is easy to understand the benefits result-
ing from the use of common product standards and 
simplified procedures for market access for the 
transatlantic industry. But what are the conse-
quences of regulatory approximation within TTIP 
for consumer protection, environmental protection, 
national security, or other public interests at large? 
Could the process result in compromises with 
respect to product safety, consumer protection and 
existing sustainability targets or pose a threat to 
national security considering that the parties  
discuss both current and future regulatory frame-
works in a number of areas?  

As mentioned above, technical requirements on 
products will always be needed in order to maintain 
public health, safety, national security and other 
legitimate regulatory interests. By using the most 
suitable regulatory technique, by following interna-
tional frameworks and guidelines such as GATT 
and the TBT Agreement, and by carefully assessing 
the impacts of new regulations, it is possible to 
choose the least trade-restrictive regulatory option, 

thereby avoiding unnecessary barriers to trade. 
Some basic conditions for successful regulatory 
cooperation have been presented in this report. 
However, successful results shall likely require both 
a will and the effort to find solutions that can be 
integrated to the infrastructures of both parties. 

In cases where individual countries and markets 
have completely different requirements, or different 
ways of proving compliance to requirements (e.g. 
through different tests, certificates or markings),  
the question is whether it is even possible to create 
regulatory convergence while at the same time  
taking legitimate public protection concerns into 
account. The question becomes particularly rele-
vant when it concerns countries or markets that 
seem to have different regulatory policies. 

It can be noted that information on product 
related hazards and the regulative aspects of new 
and innovative products gather a lot of public atten-
tion. Public discussion on product requirements is 
naturally very important, but all information cannot 
directly be used to form a firm opinion for example 
on the safety level in a certain product sector in the 
EU or U.S., not to mention to characterize the pub-
lic policies of these markets as a whole. As each 
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product sector is unique regulatory changes must 
be studied on a case by case basis, and the imple-
mentation measures should be based on a careful 
scientific justification. Taking into account the  
positive potential and economic boost of TTIP the 
importance of transparency and open public dia-
logue must especially be highlighted in this context. 

To what extent the EU and U.S. apply the so-
called precautionary principle is debatable, as is the 
question of which market has more stringent regu-
lations in general. Studies into regulatory differ-
ences between the EU and U.S. indicate that there 
are only marginal differences in the precautionary 
adoption of new regulations. It can instead be 
claimed that EU and U.S. regulatory approaches 
differ in very specific areas where these markets 
have different regulations, such as GMO25, BSE26/ 
blood donation, air quality standards, food hor-
mones, antiterrorism, toy safety and climate stand-
ards, which, consequently, may result in contro-
versy. There are also differences in state-level 
implementation concerning federal U.S. and EU 
regulations in certain areas, which further compli-
cates straightforward comparisons. 

A precondition of the TTIP regulatory negotia-
tions is that possible future regulatory solutions 
should maintain a high level of public safety. It 
should also be stressed that due to the complexity 
of the regulatory issues, instant harmonisation over 
wide product areas or sectors under EU or U.S. reg-

ulations seems highly unlikely. Here it can be 
added that both the EU and the U.S. have a high 
profile when it comes to public policies related to 
the safety of citizens and that the regulations that 
are applied for example for the environment, the 
safety of pharmaceuticals and agricultural products 
are among the strictest in the world. It is in the 
interest of both parties therefore that negotiations 
should result in common mechanisms that effec-
tively prevent product related crises by processes 
that generate quick and effective exchange of  
information between regulatory agencies. 

A constructive approach is to find specific areas 
of mutual interest and apply appropriate tools that 
are adapted to both markets and take into account 
the multilateral trading system and third countries. 
Naturally, any proposal on the table must undergo 
the normal democratic processes in both the EU 
and U.S. Proposals that can be adopted and imple-
mented successfully will, however, be dependent 
on the negotiations. What influence such issues as 
sustainability criteria, legal framework of chemicals, 
or child safety will have in negotiations in individ-
ual product sectors, or what effects these changes 
will have on the EU or U.S. regulatory framework, 
is beyond the scope of this report. That said, exten-
sive consultations with relevant stakeholders to be 
affected by new or revised regulations will be  
crucial if specific regulatory proposals are to be 
implemented in the transatlantic market. 
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6. Conclusions

Conclusion 1
Confidence-building measures on a profound  
regulatory level should be encouraged within TTIP.

Conclusion 2
A variety of convergence enhancing tools will have 
to be considered within TTIP.

Conclusion 3
Each sector is unique and may require its own  
regulatory solutions with regard to the level of  
convergence sought for, overall ambitions within a 
sector and the time frame applied.

Conclusion 4
When working towards regulatory coherence 
within a sector or product area, it is important to 
have equal representation from both sides. 

Conclusion 5
Procedures for enforcement of judgements and  
dispute settlement should be introduced to lend 
weight to TTIP.

Conclusion 6
TTIP must be considered in the multilateral (WTO) 
context – successful results depend on the sustain-
ability of solutions from an international perspec-
tive and due consideration must be made to third 
countries.

Conclusion 7
Communication and consultation will constitute 
central elements during negotiations, eliminating 
possible myths and misunderstandings affecting 
the objective assessment of transatlantic regulatory 
initiatives and proposals.

Conclusion 8
Awareness and knowledge of the regulatory simi-
larities and differences are crucial for taking sus-
tainable regulatory measures.

Conclusion 9
Horizontal mechanisms should be encouraged in 
order to increase transparency.

Conclusion 10
The standardisation systems in the EU and the U.S. 
are different and flexible approaches are required 
when creating improved conditions for a transat-
lantic market.

Conclusion 11 
International harmonisation processes are very 
often the key to regulatory coherence.

Conclusion 12
It is important to identify EU and U.S. agencies  
that can be each other’s counterparts for enhanced 
regulatory cooperation.
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Notes

1 European Commission “Trade in goods with the United 
States” fact sheet. http://trade.ec.europa.eu 

2 European Free Trade Area (EFTA).

3 European Economic Area (EEA).

4 In order to agree on common regulatory objectives the 
UNECE WP.6 (Working Party for Regulatory Cooperation 
and Standardization Policies) International Model for 
Technical Harmonisation has been used for equipment for 
explosive atmospheres and functioned as a motor for 
regulatory changes within the sector in a number of 
countries. See UNECE:s website: http://www.unece.org/ .

5 Of the six concluded agreements on mutual recognition, 
three failed to become operational within the specified time 
limits. While the U.S. was reluctant to accept European 
assessment, the implementation on the European side was 
dependent on the member states, which resulted in a lack 
of uniformity in implementation and results. Both sides also 
adopted extensive regulatory legislation (REACH/
Sarbanes-Oxley) in violation of the guidelines for regulatory 
cooperation. This led to widespread criticism.

6 In the EU, technical harmonisation for motor vehicles is 
based on Article 114 TFEU and the EU’s whole vehicle 
type approval system (European Community Whole Vehicle 
Type Approval- EC WVTA). Under this system, manufactur-
ers may obtain approval for a vehicle type in a member 
state, and then market it in the entire EU without the need 
for additional tests or checks, if it fulfils the Union’s 
technical requirements. Registration must be granted on 
simple presentation, by a certificate of conformity. A central 
feature of the European system is that vehicle requirements 
are linked to agency approval, i.e. supervision over motor 
vehicles is carried out by the EU and the member states. 

7 Directive 2007/46/EC on establishing a framework for the 
approval of motor vehicles and their trailers, and of 
systems, components and separate technical units 
intended for such vehicles (Framework Directive).

8 American Automobile Labelling Act on origin labelling 
(AALA)

9 In Europe, this entails requirements on the recyclability of 
end-of-life motor vehicles (2000/53/EC applies to motor 
vehicles up to 3.5 tonnes) and waste batteries (2006/66/
EC). In 2014, the UNECE adopted a new requirement for 
recyclability, based on 2000/53/EC. 

10 An example provided by the Swedish Transport Agency is 
a ban on lead in the balancing weights in wheels (currently 
permitted in the U.S.). See also Directive 2000/53/EC.

11 Biocidal products are products used to protect people, 
pets and property against damage from pests or microor-
ganisms. They are primarily used in industry but also in the 
home. Examples include antifouling paints for ships, wood 
preservatives, rodenticides and insecticides. Preservatives, 
antibacterial agents and disinfectants are also biocides. 
The Biocidal Products Regulation 2012/528/EC apply in 
the EU from September 2013. It remains unclear how this 
affects the automotive industry, direct or indirect users of 
biocidal products in raw materials.

12 In the United States the 2010 Dodd–Frank Wall Street 
Reform and Consumer Protection Act requires manufactur-
ers to audit their supply chains and report conflict minerals 
usage. Section 1502, known as the “Conflict Mineral Law”, 
to be enforced by the Securities and Exchange Commis-
sion.

13 It is important to point out that the two industries seek to 
achieve regulatory convergence while maintaining the 
current high level of safety and environmental protection in 
both regions. For passenger motor vehicles, the U.S. and 
EU auto industries, represented by AAPC, ALLIANCE and 
ACEA, are currently working with the consultants UMTRI 
(University of Michigan) and SAFER (Chalmers University) 
on developing statistical analyses to assess whether motor 
vehicles manufactured in compliance with either U.S. or EU 
requirements provide equivalent safety performance 
regardless of the operating environment (U.S. or EU) in 
which the motor vehicles are driven. Currently UMTRI and 
SAFER are working on how to implement the agreed 
methodology (consultation due to conclude by the end of 
2014). For commercial motor vehicles, the U.S. and EU 
auto industries, represented by EMA and ACEA, are 
currently investigating the equivalence of the engine 
emission performances of EURO VI and EPA 2010 
(BILSweden, ACEA, August 2014) for EU and U.S. 
regulators. 

14 The European Radio Equipment and Telecommunications 
Terminal Equipment (R&TTE) Directive (1999/5/EC).

15 Telecommunication Certification Bodies (TCB) (Federal 
Communications Commission Title 47, part 2.

16. Based on the European Radio Equipment and Telecommu-
nications Terminal Equipment (R&TTE) Directive (1999/5/
EC)

17 This is based on the number of models sold per manufac-
turer.  HAC compatibility is testing against specific 
immunity standard designed for reducing interference on 
HAC devices. The Hearing Aid Compatibility Act of 1988 
– HAC Act.



18 Based on the European Radio Equipment and Telecommu-
nications Terminal Equipment (R&TTE) Directive (1999/5/
EC) and the Directive on Electromagnetic Compatibility 
(2004/108/EC). 
Unique product number that includes the manufacturer’s ID 
(First part 3 or 5 characters - manufacturer ID, second part 
- product ID) is required according to Federal Communica-
tions Commission (FCC) statues. See more at http://www.
fcc.gov/ (Office of Engineering and Technology- Equip-
ment Authorization (EA) - Frequently Asked Questions) 

19 Draft KDB (Office of Engineering and Technology 
Laboratory Division Knowledge Database). See Federal 
Communications Commission Office of Engineering and 
Technology Laboratory Division Public Draft for Review, No 
784748- Publications Report,  May 9, 2014  http://www.
fcc.gov/

20 Requirement on local certification in California - C E C– 4 
0 0 – 2 0 1 2 – 0 1 9 – C M F.

21 Ministerial Declaration on Trade in Information Technology 
Products (ITA).

22 Regulation (EC) No 1907/2006 of the European Parlia-
ment and of the Council of 18 December 2006 concerning 
the Registration, Evaluation, Authorisation and Restriction 
of Chemicals. 

23 Toxic Substances Control Act (TSCA).

24 Genetically modified organism (GMO).

25  Bovine spongiform encephalopathy (BSE).

26 The premises of regulatory negotiations have been 
presented in: Final Report High Level Working Group on 
Jobs and Growth, 11 February 2013, European Commis-
sion EU-US Transatlantic Trade and Investment Partner-
ship- Initial EU position paper on Trade Cross-cutting 
disciplines and Institutional provisions and European 
Commission, Transatlantic Trade and Investment Partner-
ship - The Regulatory Part at http://trade.ec.europa.eu/.
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